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Abstract

Background: Heart failure (HF) management guided by the measurement of intracardiac and pulmonary pressure values obtained
through innovative permanent intracardiac microsensors has been recently proposed as avalid strategy to individualize treatment
and anticipate hemodynamic destabilization. These sensors have potential to reduce patient hospitalization rates and optimize
quality of life.

Objective: Theaim of thisstudy wasto evaluate the usability and patients' attitudes toward anew permanent intracardiac device
implanted to remotely monitor left intra-atrial pressures (V-LAP, Vectorious Medical Technologies, Tel Aviv, Isragl) in patients
with chronic HF.

Methods: The V-LAP system is a miniaturized sensor implanted percutaneously across the interatrial septum. The system
communicates wirelessdly with a “companion device” (a wearable belt) that is placed on the patient’s chest at the time of
acquisition/transmission of left heart pressure measurements. At first follow-up after implantation, the patients and health care
providerswere asked to fill out a questionnaire on the usability of the system, ease in performing the various required tasks (data
acquisition and transmission), and overall satisfaction. Replies to the questions were mainly given using a 5-point Likert scale
(1: very poor, 2: poor, 3: average, 4: good, 5: excellent). Further patient follow-ups were performed at 3, 6, and 12 months.

Results: Useand acceptance of thefirst 14 patients receiving the V-L AP technol ogy worldwide and rel ated health care providers
have been analyzed to date. No periprocedural morbidity/mortality was observed. Before discharge, atailored educational session
was performed after device implantation with the patients and their health care providers. At the first follow-up, the mean score
for overall comfort in technology use was 3.7 (SD 1.2) with 93% (13/14) of patients succeeding in applying and operating the
system independently. For health care providers, the mean score for overall ease and comfort in use of the technology was 4.2
(SD 0.8). No significant differences were found between the patients' and health care providers replies to the questionnaires.
There was a general trend for higher scoresin patients' usability reports at later follow-ups, in which the score related to overall
comfort with using the technology increased from 3.0 (SD 1.4) to 4.0 (SD 0.7) (P=.40) and comfort with wearing and adjusting
the measuring thoracic belt increased from 2.8 (SD 1.0) to 4.2 (SD 0.4) (P=.02).

Conclusions. Despite the gravity of their HF pathology and the complexity of their comorbid profile, patients are comfortable
in using the V-L AP technology and, in the mgjority of cases, they can correctly and consistently acquire and transmit hemodynamic
data. Although the overall patient/care provider satisfaction with the V-LAP system seems to be acceptable, improvements can
be achieved after ameliorating the design of the measuring tools.

Trial Registration: ClincalTrials.gov NCT03775161; https://clinicaltrials.gov/ct2/show/NCT03775161
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Introduction

Heart failure (HF) is a pandemic with important public health
implications [1,2]. Patient management guided by the
measurement of intracardiac and pulmonary pressure values,
obtained through innovative permanent intracardiac
microsensors, has been recently proposed as avalid strategy to
individualize and anticipate the management of patients with
chronic HF, with the goal of reducing their hospitalization rate
and optimizing their quality of life [3-6]. In this context, the
patients perspective on the use and acceptance of these
innovative implantabl e technol ogies has been poorly studied.

We here report our experience with implantation of a new
intracardiac device designed to monitor the left intra-atrial
pressure (LAP) of patients with chronic HF through an
internet-based information system. The applicability and
effectiveness of this technology are currently under evaluation
in amulticenter prospectivetrial (V-LAP study). We herefocus
on evaluation of device usability and satisfaction as perceived
by both patients and health care providers.

Methods

Study Design

This study was developed as part of a multicenter prospective
study (ClinicalTrials.gov NCT03775161) aimed at assessing
the safety, usability, and performance of an intracardiac
microsensor (V-LAP) implanted in patients with chronic HF
that are subject to multiple rehospitalizations for acute
decompensation. The trial was reviewed and approved by the
ethical and scientific committees of the participating centers.
All patients recruited signed an informed consent form to the
processing and use of data for research purposes.

https://cardio.jmir.org/2021/1/e21055
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System

The V-LAP system (Vectorious Medical Technologies, Tel
Aviv, lsrad) is the latest-generation system that enables
monitoring of the patient LAP. The left atrium is the left heart
chamber located directly above the left ventricle, which is the
portion of the heart mainly involved in HF. The pressureinside
theleft atrium accurately reflectsthe changesin pressure within
the left ventricle and can therefore be used to monitor cardiac
function changes during the different phases of HF. The V-LAP
system is a miniaturized sensor that is implanted completely
percutaneously (ie, without incision) from the femoral vein
(groin) and is anchored across the interatrial septum with the
sensor portion protruding into the left atrium (Figure 1). The
implant is a pressure microsensor with a low-profile design
(<18 mm long and 3.9 mm in diameter) that allows for taking
pressure measurements (Figure 2). The V-LAP sensory implant
is fixed within the interatrial septum, usually on its thinnest
area, thefossaovalis. Theimplant is comprised of ahermetically
sealed body that encases the sensing elements and electronics,
and a nitinol braided anchor (Figure 1). The anchor has two
discs, and when the implant is fully deployed, the distal and
proximal discs are positioned on the left and right sides of the
interatrial septum, respectively, whereas the implant body
traverses the septum. The microsensor implanted inside the
heart communicates wirelessly with an external system. The
external system includes a lightweight, wearable, flexible
sash-like loop (wearable belt companion device) that the patient
can easily wear over clothing around the chest for 1-3 minutes
daily (Figure 1 and Figure 3). This unit remotely powers the
implant, interrogatesit, and communicates LAP information to
health care professionals at the HF clinic viaacellular gateway
(Figure 1 and Figure 4). The external system can be used in the
clinic or at any location.

After implantation, measurements are performed once or twice
aday to precisaly monitor the hemodynamic status of the patient.
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Figure 1. Intracardiac V-L AP Vectorious device implanted on the left side of the interatrial septum and the cycle of use.
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Figure 2. Modified low-profile thoracic belt.

Figure 4. Gateway companion device.

https:/cardio.jmir.org/2021/1/e21055 JMIR Cardio 2021 | vol. 5 | iss. 1 21055 | p.5

(page number not for citation purposes)
XSL-FO

RenderX


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

JMIR CARDIO

Predischarge Education and Usability/Satisfaction
Evaluation

Before implantation of the device, the patients were informed
about the technology and the implanting procedure. After
implantation of the intracardiac microsensor, patients were
instructed on how to independently perform daily measurements
of intracardiac pressure using the external system, chest belt,
and the associated gateway. Detailed information and use
training were carried out on thefirst day after implantation. The
information/educational session lasted 60 minutesand involved
the patient, their health care providers (nurses and doctors
specialized in the diagnosis and treatment of HF), a home care
provider (whenever available), and two product technicians
from the sponsor.

The session was divided into three modules: (1) familiarization
with the gateway (ie, the device for power supply and data
transmission to the cloud), (2) familiarization with themeasuring
wireless belt, and (3) appropriateness of measurement position
to guarantee good communi cation between the internal cardiac
sensor and the external measuring unit for acquisition of
measurements.

An official user manual, approved by the ethics committee, was
made available to both the patients and health care providers.
During thefirst follow-up visit, 1 month after implantation, the
patients and health care providers were asked to fill out a
guestionnaire.

The questionnaire consisted of several structured questions
focusing on the usability of the system, ease in performing the
various required tasks (data acquisition and transmission), and
overall satisfaction. Repliesto the questionswere mainly given
using a 5-point Likert scale (1: very poor, 2: poor, 3: average,

https://cardio.jmir.org/2021/1/e21055
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4: good, 5: excellent). Patient questionnaires were performed
at every follow-up visit (1, 3, 6, and 12 months).

Statistical Analysis

Data are presented as frequencies for categorical variables and
as means (SD) for normally distributed continuous variables.

Scores achieved in the questionnaire responses of patients and

health care providers were compared using the x? test and
Student t test as appropriate (Likert scale results were compared
considering the values as numerical) to test if the health
condition and the patients comorbid profile impacted
self-reported usability and satisfaction.

Patients' responses at first and last follow-ups were also
compared to document if usability and satisfaction improved
over time. The SPSS Statistics 25 program was used for all
analyses.

Results

Demographics and User Responses

Thisstudy focuses on the data obtained from thefirst 21 patients
receiving the V-LAP implant worldwide (at the time of writing
of this manuscript, atotal of 22 patients have been treated with
theimplant worldwide). Table 1 showsthe patient demographics
and clinical data. No periprocedural complicationsor in-hospital
mortality were observed. Usability questionnaires were
completed at the time of thefirst follow-up visit (approximately
1 month) after discharge by the patients and their health care
providers.

Table 2 shows the specific questions included in the
guestionnaires and the scores for each question for the 14
patients and 15 health care providers. As the study is ongoing,
follow-up data of the remaining patients are still being collected.
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Table 1. Demographic and clinical profile of the first 21 patients.
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Attribute Value

Age (years), mean (SD), range 67.0 (10.32), 49-86
Male, n (%) 17 (81)

Female, n (%) 4(19)

Body mass index (kg/mz), mean (SD), range
CRT#ICDP, n (%)

Creatinine (mg/dL), mean (SD), range (n=20)
eGFR® (mL/min/1.73m?), mean (SD), range (n=19)
Hemoglobin (g/dL), mean (SD), range (n=20)
6-Minute walk (meters), mean (SD), range (n=17)
Saturation O, (%), mean (SD), range (n=17)
LVEFY (%), mean (SD), range (n=18)

Heart rate (beats/minute), mean (SD), range
Diastolic blood pressure (mmHg), mean (SD), range
Systolic blood pressure (mmHg), mean (SD), range
Mean RAP® (mmHg), mean (SD), range (n=14)
PASP (mmHg), mean (SD), range (n=17)

Mean PCWP? (mmHg), mean (SD), range (n=16)

LAP" invasive, mean (SD), range (n=14)

29.44 (3.41), 24.16-36.7
17 (81)

1.55(0.52), 0.88-2.6
54.35 (20.15), 24.0-90.7

13.53 (1.73), 10.6-16.7
221.38 (139.15), 27.5-450.0
96.41 (2.37), 92.0-100.0

30.78 (11.3), 15.0-55.0

72.81 (10.02), 55.0-97.0
72.1(9.63), 55.0-92.0
115,52 (14.52), 90.0-147.0
9.29(7.12), 1.0-22.0

45.0 (15.53), 6.0-68.0
19.38 (7.32), 8.0-37.0

18.57 (7.8), 10.0-37.0

8CRT: cardiac resynchronization therapy.

B/ CD: intracardiac defibrillator.

SGFR: glomerular filtration rate.

dLVEF: left ventricular gjection fraction.
®RAP: right atrial pressure.

PasP; pulmonary artery systolic pressure.
9PCWP: pulmonary capillary wedge pressure.
PLAP: Ieft atrial pressure.
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Table 2. Usabhility follow-up questionnaires completed by 14 patients and 15 health care providers.

Question Patients score® Health care providers score P value
Success in applying and operating the system, n (%) 13(92.9) 15 (100) 40
Ease of wearing and fastening the belt, mean (SD) 3.7(1.2 4.2(0.8) .20
Ease of holding the belt at the appropriate measurement 3.7 (1.2) 4.2 (0.8) .20
position, mean (SD)

Ease of measurement initiationb, mean (SD) 4.2 (13 N/AC N/A
Level of comfort during measurement®, mean (SD) 40(L1) N/A N/A
Leve of clarity of when the measurement isfinished, mean 4.3 (1.1) 4.8 (0.4) .10
(SD)

Ease of unlocking the belt at the end of meesurementb, 4.3(1.1) N/A N/A
mean (SD)

Leve of clarity of when the belt needsto bechargedb, mean 4-3(1.2) N/A N/A
(SD)

Ease of connecting the belt to the chargerb, mean (SD) 4.2 (14) N/A N/A
Overall comfort and ease of use with the system, mean 391y 4.2(0.8) .30

(SD)

35cores for all questions except for success in applying and operating the system were measured on a 5-point Likert scale (1: very poor, 2: poor, 3:

average, 4: good, 5: excellent) 1 month after implantation.
bOnIy included in the patient questionnaire.
°N/A: not applicable.

Patient Questionnaire

Figure 5 summarizes the questionnaire scores at the first
follow-up visit for the first 14 patients. The overall comfort in
use of the technology achieved a mean score of 3.9 at first
follow-up (1 month), with 93% of the patients succeeding in
applying and operating the system consistently and
independently (Table 2). The lowest score was found for the

https://cardio.jmir.org/2021/1/e21055
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ease in wearing, locking, and holding the measuring unit (belt)
at the predetermined appropriate measurement position to
guarantee good communication between the internal cardiac
sensor and the external measuring unit (Table 2).

Patients seemed to be comfortablein starting the measurements,
during the measurements, and understanding when the
measurement was completed and that the belt had to be unlocked
before reconnecting to the charger (Table 2 and Figure 5).
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Figure 5. Questionnaire scores at first follow-up visit for each of thefirst 14 patients and each of the questions.
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Health Care Providers Questionnaire

All 15 health care providersincluded in this analysiswere able
to apply and operate the technology (Table 2). The mean score
for overall ease and comfort in use of the technology, and for
the ease in making the patient wear the thoracic belt and placing
it in the appropriate measuring position reached 4.2 (Table 2).
No significant differences were found between the patients’ and
health care providers' repliesto the questionnaires (Table 2).

Table 3. Patient questionnaire responses at first and last follow-up.
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Patient Questionnaire at First and Last Follow-Up

Table 3 summarizes the patients’ responses for each of the nine
key questions at first and last follow-up. There was a genera
trend for higher scores of usability during follow-up, with an
increase in the score for overal comfort with using the
technology and specifically with wearing and adjusting the
measuring thoracic belt.

Question First follow-up, mean (SD) Last follow-up, mean (SD) P vaue
Wearing and locking the belt 2.8(1.0) 4.2(0.4) .02
Holding the belt for measurement 3.2(1.6) 3.8(0.8) .50
Starting the measurement 3.0(15) 4.4 (1.3) .50
Comfort during measurements 3.2(1.3) 3.8(1.0) .20
Ending measurement 36(15) 4.2 (0.8) .60
Unlocking the belt 34(15) 4.2 (0.8) .60
Charging and signal interpretation 32(17) 3.7(12 .70
Connection to the charger 3.2(2.0) 4.2 (1.3) 40
Overall comfort 3.0(14) 4.0(0.8) 40

Discussion

Principal Resultsand Comparison with Prior Work

[1,2]. Initschronic phase, HF istheresult of afunctional cardiac
insufficiency that can have multiple etiologies and manifests
with numerous symptoms that compromise the patient’s quality
of life. The most common symptoms of HF are shortness of

The annual incidence of HF is increasing rapidly with an  preqin (dyspnea), poor exercise tolerance (asthenia), and fluid

estimated worldwide prevalence of over 37.7 million people
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retention (edema). HF is associated with significant morbidity
and mortality, and confersasubstantial burden on health systems
in the industrialized world. Indeed, HF is the leading cause of
hospitalization among adults and the elderly.

To date, the treatment of chronic HF remains predominantly
reactive, focusing on drug adaptation once signs and symptoms
of HF exacerbation occur. Despite continuous improvements
in the long-term management of HF, patients still experience
acute exacerbation of this chronic disease, resulting in recurrent
hospitalization. Therefore, current HF management strategies
remain inefficient in tackling hospital readmissions, and in
containing morbidity and mortality. Randomized controlled
trials investigating the use of external wearable technologies
designed to remotely monitor patients with HF have failed to
demonstrate a clear reduction in hospitalization rates [3]. The
failure of these technologies may be due to the limits of the
biometric parameters measured and transmitted for patient
management. In fact, the telemedicine systems most widely
adopted in HF management make use of sensor-based wearable
devices for measuring body parameters that normally change
only in alater phase of HF exacerbation. For example, changes
in body temperature (as result of altered peripheral perfusion),
tissue impedance (resulting from subcutaneous tissue water
content), body weight (as a consequence of water retention),
and urinary production (as a consequence of reduced renal
perfusion) are all delayed markers of HF exacerbation.

Given the inability of noninvasively accumulated data to help
in preventing hospitalizations, it has become necessary to make
aparadigm shift in the use of chronic HF management strategies.
As part of this shift, it is essential to integrate innovative
information and communication technologies that can identify
early precursors of the forthcoming exacerbation of stable HF,
evenif an invasive microcomputer implantation procedure may
be required. Clinical evidence shows that pulmonary and
intracardiac pressure increases for up to several weeks before
the onset of decompensated HF symptoms. Although the
CHAMPION trial showed efficacy of animplantable pulmonary
artery pressure sensor to manage HF patients at risk for
rehospitalizations[4], having direct measurements of |eft heart
pressure adds sensitivity for patients affected by HF and with
additional cardiac conditions [3,5,6]. In particular, the use of
permanent intracardiac microsensors can detect changes in
cardiac function accurately and in advance of exacerbation
requiring rehospitalization. In this way, appropriate treatment
can be optimized and carried out quickly, anticipating the onset
of symptoms.

Correct and early acquisition of intracardiac pressure can justify
prompt interventions to be undertaken at preventing
hospitalizationsfor exacerbation of HF. Implantableintracardiac
sensors allow for the remote acquisition, measurement, and
analysis of patients meaningful data in real time. Although
these technologies, as well as data derived from their use
obtained to date, have generated and will continue to generate
broad attention, their effectiveness and application in everyday
life will depend on adequate acceptance and adoption by the
treated patients. Despite substantial effort in developing and
optimizing these devices, understanding the treated patients
perspective and perception is crucial to guarantee the smooth

https://cardio.jmir.org/2021/1/e21055
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and constant application of these costly technologies, as well
as their further improvement. To the best of our knowledge,
this study is the first to dedicate specific attention to patient
satisfaction and ease of use after implantation of an intracardiac
device for HF monitoring. For thisreason, specific comparison
with previous literature cannot be performed.

The main finding emerging from this study is that, despite the
gravity of their HF pathology and the complexity of their
comorbid profile, patients are comfortable in using the V-LAP
technology and, in the majority of cases, they can correctly and
consistently acquire and transmit hemodynamic data. It must
be noted that before inclusion in the trial and implantation of
the V-LAP technology, patients had been adequately selected,
evaluating not only their clinical profile but also their
psychological status, along with their attitudes toward the
disease and the possible medical and behavioral measuresto be
undertaken to reduce hospitalization, morbidity, and mortality.
In this context, our findings cannot be generalized to the plethora
of patients affected by chronic HF, many of whom have
difficulties in using mobile devices or performing even the
simplest of daily activities. Moreover, a patient-tailored
educational session was provided after device implantation with
the participation of all present and future actors involved in
patient management. The educational session was structured to
train patients and their respective health care providers on the
use of the technology and to test the correct application of the
taught modules during the days of hospitalization after device
implantation. Although future technol ogical improvementswill
possibly lead to simplification of the patient/health care provider
tasks, the continuous and direct involvement and support of the
devices manufacturing companies should be envisaged. This
can further guarantee adequate education and training of an
increasing number of treated patients and of the health care
providersinvolved in their management.

Because perceived ease of use is one of the most important
factorsthat can increase the adoption of mobile health systems
[7], acritical appraisal should be given to our findings. Despite
the overall comfort in adopting the V-LAP technology,
interviewed patients and respective health care providers
reported the lowest scores when ng the ease in wearing
and fastening the thoracic belt and in consistently finding its
appropriate position for ideal measurements. Multipleiterations
are performed during hospitalization and before discharge to
determinethethoracic belt’s most appropriate position alowing
for optimal wireless/radiofrequency communication with the
intracardiac sensor. Oncethe best position isidentified, apicture
istaken that is given to both the patient and health care provider
as reference for future measurements. Frequent changes of the
heart position within the chest cavity may be necessary due to
physiologic and pathologic variationsin cardiac hemodynamics
and geometries, particularly in patients affected by HF. These
variations will reflect upon the position of the intracardiac
sensor, and consequently upon the wirel essinteraction between
the external belt and intracardiac sensor, ultimately influencing
the eventual sequence of signal transmission/detection.

Based on our findings, firmware version improvements have
been developed and implemented by the sponsor, and a new
mechanical design of the thoracic belt will be available in the
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very near future. The new design of the external system takes
into consideration the patients' challengesin securely fastening
the belt connector to allow for continuous and uninterrupted
communication with the intracardiac implant.

Moreover, and most importantly, a major improvement that is
currently in development will resolve the challenges encountered
in reproducing the exact positioning of the belt around the
patient’s chest to guarantee adequate communication with the
intracardiac implant. The new design of the companion belt has
a smaller profile that will enhance placement around the
patient’s chest, and alow for intuitive and precise placement
in the predetermined position (Figure 3).

Adequate involvement of health care providers is crucia to
guarantee the success of newly introduced and innovative
technologiesfor monitoring HF patients. In this context, health
care—related wearable and implantabl e technol ogies alone will
not have the desired effect on patients health status
improvement. In fact, data collected from these devices need
to be interpreted and used within previously structured
frameworks, alowing for solid and continuous interactions
among patients and health care providers [3]. Interestingly, in
spite of possible differences in age, health status, and
digital/technology literacy between patients and health care
providers, wedid not find any significant differencein ease and
comfort of use of the V-L AP technology. Although we are aware
of the tremendous improvements aready achieved with the
V-LAP technology to treat HF, we do believe that a few
challenges need to be overcome with the aim of further
minimizing the path for data collection, transmission, analysis,
and therapy adjustments. In particular, we foresee that the next
generation of intracardiac monitoring systems should allow for
hemodynamic and clinical data to be collected automatically
without the need for actual measurements to be taken by the
patient. As clinicians, we envision the possibility of an
autopowered intracardiac sensor that will independently detect
and transmit information about the patient’s hemodynamic status
while performing their daily activities. In this light, emerging
automatized systems of mobile health management based on
theupcoming Internet of Things capabilities should be envisaged
to increase the number of potentia users accessing
state-of-the-art technology. Although the average age of the
currently most affected patients concerns a generation that is
often technologically illiterate, it seemsrealistic that in only a
few years, the coming generations of HF patients will find the
handling of digital medical devices a matter of course and an
uncomplicated task.

Finally, although beyond the scope of this study, we can confirm
that V-LAP technology hasimmediate clinical applicability by
supporting actual HF therapy changes. After observing
variations in the patients intracardiac hemodynamic
measurements taken from home, therapy adjustments were
promptly updated by the remote health care providersto reflect
the real-time condition, thereby avoiding hospitalization. This
has been particularly useful during the ongoing COVID-19
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pandemic, reducing the risk of contagion of these very fragile
patients during their travel to the hospital or within the premises
of outpatient clinics[8,9].

At present, patients do not receive direct feedback about the
value of their own collected intracardiac data. In the near future,
acompanion app el aborating body-sensing datathrough artificial
intelligence and machine learning systems may inform not only
health care providers but also patients and their caregivers by
offering information about the patient’s heal th status, proposing
customized psychological comfort, and sending notifications
and reminders aimed at the optimization of HF therapy. In fact,
automated protocolsbased on artificia intelligence and machine
learning are already transforming the management of other
chronic diseases such as diabetes mellitus [10] and could
eventually be used to maximize the potential of the V-LAP
technology in the automated treatment of HF patients. In this
context, it should also be emphasized that although the V-LAP
system is currently mainly used to detect LAPs, correct and
automated interpretation of the recorded LAP curves will
facilitate the real-time monitoring of additional cardiac
parameters such as the heart rhythm and mitral valve function.

Limitations

Themain limitation of this study isthe small number of patients
involved at present. It should be kept into consideration that the
discussed technology has been only very recently introduced
andisstill under evaluationinaclinical tria. In fact, the patients
analyzed in this study represent the majority of all patients
receiving the V-LAP device worldwide.

Moreover, as emphasized above, results in terms of usability
and adoption of the technology may be biased by the adequate
selection of patients as part of thetrial’sinclusion and exclusion
protocol, which involved evaluating their psychological status,
attitude toward the disease and its management, and their desire
for being involved with this innovative technology. Finally,
because the primary and secondary objectives of the trial were
not usability and satisfaction, the sample could not be adequately
sized to draw definitive conclusions on these two matters.

Conclusions

Degspite the gravity of their HF pathology and the complexity
of their comorbid profile, patients are comfortable in using the
V-LAP technology and, in the majority of cases, they can
correctly and consistently acquire and transmit hemodynamic
data. The overall patient/care provider satisfaction with the
V-LAP system seems to be high. The scores of patients and
respective health care providers were in the range of average
to good with respect to ng the ease in performing simple
but crucial tasks such aswearing and fastening the thoracic belt,
and more specifically in consistently finding its appropriate
position for ideal measurements. Improvementsin the external
thoracic belt design have been very recently introduced and will
hopefully further optimize patients’ and health care providers
acceptance and adoption of this technology.
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Abstract

Background: Obstructive sleep apnea (OSA) isacondition in which aperson’sairway is obstructed during sleep, thusdisturbing
their sleep. People with OSA are at a higher risk of developing heart problems. OSA is commonly treated with a positive airway
pressure (PAP) therapy device, which is used during sleep. The PAP therapy setup provides a good opportunity to monitor the
heart health of people with OSA, but no simple, low-cost method is available for the PAP therapy device to monitor heart rate
(HR).

Objective: This study aims to develop a simple, low-cost device to monitor the HR of people with OSA during PAP therapy.
This device was then tested on a small group of participants to investigate the feasibility of the device.

Methods: A low-cost and simple device to monitor HR was created by attaching a gyroscope to a PAP mask, thus integrating
HR monitoring into PAP therapy. The gyroscope signals were then analyzed to detect heartbeats, and a Kalman filter was used
to produce a more accurate and consistent HR signal. In this study, 19 participants wore the modified PAP mask while the mask
was connected to a PAP device. Participants lay in 3 common slegping positions and then underwent 2 different PAP therapy
modes to determine if these affected the accuracy of the HR estimation.

Results: Before the PAP device was turned on, the median HR error was <5 beats per minute, although the HR estimation error
increased when participants lay on their side compared with when participants lay on their back. Using the different PAP therapy
modes did not significantly increase the HR error.

Conclusions: These results show that monitoring HR from gyroscope signals in a PAP mask is possible during PAP therapy

for different sleeping positions and PAP therapy modes, suggesting that long-term HR monitoring of OSA during PAP therapy
may be possible.

(JMIR Cardio 2021;5(1):626259) doi:10.2196/26259

KEYWORDS
heart rate; ballistocardiography; sleep apnea; positive airway pressure; gyroscope; Kalman filter

: to disrupted breathing, which affectsthe sleep quality. It affects
Introduction 14% of men and 5% of women aged between 30 and 70 years
Background [2]. In addition to having reduced sleep time and quality, people

with OSA areat arisk of developing heart problems|[3]. People

Obstructive sleep apnea (OSA) is a condition in which @ it heart problems are also advised to be checked for OSA
person’s upper airway is obstructed during sleep [1]. Thisleads 4] osa is commonly treated using positive airway pressure
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(PAP) therapy, in which a device is used to keep the airway
from becoming obstructed by the application of a positive
pressure [1].

It isthought that by long-term monitoring of the heart rate (HR)
of people with OSA, it may be possible to monitor changesin
heart health. If individual heartbeats can be accurately detected,
then the HR variability of the wearer can be used to estimate
cardiac health or predict heart problems or people undergoing
PAP therapy [5]. However, if HR variability measurements are
not possible, measuring the resting HR [6,7] can also be used
as a predictor of heart failure. Finaly, OSA episodes are
characterized by acute changesin HR [8]; thus, by monitoring
HR, OSA episodes could be detected [9], which could be used
to help evaluate the effectiveness of PAP therapy in situations
where there is significant mask leakage.

Adding HR monitoring to PAPtherapy offersagood opportunity
for long-term continuous cardiac monitoring as, when used
correctly, PAP therapy is used for several hours every night.
To add HR monitoring to PAP therapy, it would be
advantageousto integrate sensorsinto the PAP mask rather than
adding additional devices to the PAP therapy setup. However,
any sensorsor devicesthat are embedded into a PAP mask must
be comfortable, safe, and noninvasive to promote patient
compliance. In addition, asit isrecommended that PAP therapy
masks be replaced regularly to prevent air leakage, any
modifications to the PAP masks should be low cost. This will
ensure that there is no significant increase in the cost of the
masks, leading to a more expensive PAP therapy. A more
detailed description of the case for a low-cost device for
monitoring HR during PAP therapy can be found in the thesis
by Gardner [10].

We previously proposed a device consisting of amodified PAP
mask that simultaneously measures e ectrocardiogram (ECG)
and photoplethysmography (PPG) signalsfrom thewearer [11].
However, both ECG signals [12] and PPG signals [13] can be
affected by motion artifacts, which during PAP therapy can
occur from whole body movements that occur naturally during
deep. Motion can be detected using an accelerometer or a
gyroscope to exclude the signal affected by motion artifacts, as
described by He et al [14]. However, costs can be reduced by
using only one sensor on the mask instead of using multiple
sensors. Hence, if the HR of the wearer can be detected from
the sensor used to detect movement, then only one sensor is
needed.

Another advantage of using a movement sensor to detect HR
instead of ECG or PPG is that more variables beyond HR can
be extracted. The gyroscope and accelerometer signals used to
measure ballistocardiography (BCG) also have the potential to
measure variables such as respiration and sleep position, aswell
as detecting movement during sleep [15]. Indeed, we have
previously shown that significant head movement can be
detected by monitoring the magnitude of a gyroscope signal
mounted on a PAP mask [16].

BCG (also known as seismocardiography) is a method for
detecting HR by detecting small movements or vibrations caused
by heartbeats [17]. BCG-based devices integrated into beds
have been shown to be able to monitor HR during sleep and

https://cardio.jmir.org/2021/1/e26259
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detect apnea episodes [18,19]. Wearable BCG devices have
been developed for cardiac monitoring, in which an
accelerometer or agyroscope is positioned such that it restson
the patient’'s skin [14,20-24]. Most wearable BCG devices
involve the sensor being placed on the wearer’s chest, as this
is the optimum location for cardiac monitoring [20-23].
However, if the sensors need to be integrated into the mask for
PAP therapy monitoring during PAP therapy, the sensors cannot
be placed on the chest.

Previous head-mounted BCG devices for HR monitoring have
been reported in the literature. Hernandez et a [24] used the
signals from the on-board inertial measurement unit (IMU) in
Google Glass, a wearable headset in the shape of glasses. The
HR and respiration rate were estimated from the accelerometer
and gyroscope signals from the IMU. This device was able to
estimate the HR most accurately when the participants were
lying on their back compared with standing and sitting,
supporting the concept of using a similar technique for
monitoring during sleep.

Floris et a [25] conducted a similar study in which HR and
respiration rate were estimated from signas from an
accelerometer and a gyroscope mounted inside a head-worn
virtual reality device. Similar to the study by Hernandez et a
[24], in the study by Floris et al [25], participants wore the
device while standing, sitting, and lying down, and the HR was
estimated over diding 10-second windows. However, unlike
the results by Hernandez et a [24], the results presented by
Floriset a [25] showed more accurate HR estimation when the
participants were standing up compared with when the
participants were lying down.

Heet al [14] developed awearable BCG device mounted behind
the ear, which contained an accelerometer and ECG el ectrodes.
Heartbeat information was extracted from the accelerometer
signals. However, unlike the device by Hernandez et al [24],
which measured HR, He et a [14] measured the time delay
between the accelerometer signal and the on-board ECG signal,
using it to estimate the pre-gjection period in the cardiac cycle.
Thisvalue was estimated over an 8-second period, owing to the
relatively poor signal-to-noiseratio (SNR) of both the measured
ECG and BCG signals. In addition, He et a [14] found that for
7 healthy subjects, the amplitude of the accelerometer signal

correlated with the stroke volume of the wearer (R°=0.66).

Most BCG examplesthat have been previously devel oped have
a gyroscope or an accelerometer placed on the person’s chest.
Floriset al [25] described how, compared with these chest BCG
signals, BCG signals measured from the head or neck have a
lower SNR and are more prone to motion artifacts. In the
examples of head-worn BCG devices, the authors compensate
for this low SNR by taking an average HR over a period of
either 8 [14], 10[25], or 20 seconds [24] instead of measuring
an instantaneous HR. A similar result was also shown for a
BCG wearable device located on the wrist [26]. Thislow SNR
makes the accurate monitoring of HR from more proximal
locations, such asthe head, more difficult than monitoring from
the chest.
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We have previously reported adevice consisting of agyroscope
attached to a PAP mask and a method for extracting HR
information from the gyroscope signals[16,27]. The advantage
of thisdeviceisthat it isintegrated into the PAP device setup,
meaning that no extra devices need to be worn for the wearer
to have their HR monitored. It is aso a low-cost and simple
method for monitoring the HR. Finally, in comparison with
other wearable BCG devices located on the head, the device
proposed in this study has been shown to provide an accurate
HR value every 1.5 seconds, as opposed to averaging an HR
value over a period of severa seconds. However, the device
was only tested on one participant, with no indication of
interpatient variability.

Objectives

This study aims to evaluate the accuracy of the proposed HR
estimation method on agroup of healthy participants, verifying
that this concept works on abroader population. Thisisthefirst
study to evaluate the accuracy of HR estimation using a
BCG-based sensor mounted on a PAP mask on multiple
participants. In addition, thisisthefirst study to investigate the
effect of different PAP therapy modes on the accuracy of the
BCG-based HR estimation method.

Gardner et a

Methods

Overview

The HR estimation process involved first collecting the BCG
signal from the participants while they were wearing a
continuous positive airway pressure (CPAP) mask. The signals
were then retrospectively analyzed, and heartbeats were
detected. From these detected heartbeats, a data fusion method
was used to produce a consistent and accurate HR signal. The
details of how each step of this process was achieved are
described in this section.

Experiment Setup

A PAP mask was modified to estimate the HR of the wearer.
Themask wasaResMed Quattro Air mask, ontowhichan IMU
(MPU 9150; Invensense), which includes a 3-axes gyroscope
signal, was attached, as shown in Figure 1. The configuration
of the gyroscope was such that x rotation corresponded to
rotating the head from left to right, y rotation corresponded to
head tilt toward the shoulders, and z rotation corresponded to
anodding up and down movement.

Figure 1. Position and orientation of the gyroscope on a positive airway pressure mask.

The gyroscope was connected to an Arduino Pro Mini, and the
signals were collected at a sampling frequency of 50 Hz. All
experimental signals were recorded using Labview (National
Instruments) and were analyzed post experiment using
MATLAB (Mathworks).

The participants were al so connected to a PAP device (ResMed
Lumis 150, ResMed) during recording to simulate PAP therapy.

The device was tested on 19 participants (14 maes and 5
females), with amean age of 30 (SD 9) years. OSA was not an
exclusion criterion for participation in this study. The experiment
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was approved by the Southern Adelaide Human Research Ethics
Committee.

The participantslay on abed, lying on their back, left, and right
sidefor aperiod of 5 minutesin each position (stages 1-3; Table
1). When the participants were lying on their side, they were
instructed to lie on their side in away that was comfortable for
them and similar to how they would lie when sleeping. This
was done to determine whether the sleeping position affected
the accuracy of the HR measurement. The PAP device was
turned off during the first 4 stages of the experiment. The
experimental setup is shown in Figure 2.
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Table 1. Participants' positions and positive airway pressure therapy modes

Gardner et a

for the experiment. Each experiment stage lasted for 5 minutes.

Experiment stages Participant position PAP? mode
1 Lying on the back Off

2 Lying on the left side Off

3 Lying on theright side Off

4 Lying on the back Off

5 Lying on the back cPaP?

6 Lying on the back VPAP®

3PAP: positive airway pressure.
BCPAP: continuous positive airway pressure.
SVPAP: variable positive airway pressure.

Figure2. The experiment setup. The participant will wear the modified positive airway pressure (PAP) mask and lie on the bed in the required orientation.
The PAP mask was connected to the PAP device as the gyroscope signals were recorded.

A

The participants then lay on their back (stage 4), and the PAP
therapy device was turned on, using 2 different PAP modes
(stages 5 and 6; Table 1). These modes were CPAP with a
pressure of 6 cm H,O and variable positive airway pressure
(VPAP) with pressures of 4 cm H,O during expiration and 8
cm H,0O during inspiration. The applied pressures were in the
lower range of clinical PAP pressures [28], so that the
participants would not feel too uncomfortable.
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A heartbeat detected from the gyroscope signal was determined
ascorrectly detected if it waswithin 0.02 seconds of a heartbeat
detected in the reference ECG signal [29]. The HR values
estimated from the gyroscope signal (methods described bel ow)
were compared with HR values from a reference ECG signal,
measured using 3 Ag/AgCl el ectrodes (Red Dot electrodes, 3M)
placed on the participant’s hands and right foot. The ECG
heartbeats were detected using the Pan-Tompkins heartbeat
detection algorithm [29].
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Asthereisanatural delay between the timing of the heartbeat
in the ECG and the gyroscope signals [14,30], the heartbeats
detected from the gyroscope signals were shifted back in time
to compensate for this delay. The value of this delay was
calculated using the median time difference between the detected
heartbeats in the ECG signal and the gyroscope signals.

The heartbeat detection sensitivity and fal se positiverate (FPR)
were calcul ated:

il

where ECG et @Nd QYrOgorret @€ the number of correctly
detected heartbeats in the ECG and gyroscope signals,

Gardner et al

respectively; gyrOincorrect 1S the number of heartbeats not
associated with a heartbeat from an ECG signal, and gyrogy
is the total number of heartbeats detected in the gyroscope
signal.

Heartbeat Detection Algorithm

The method for identifying heartbeats in a gyroscope signa
mounted on a PAP therapy mask has been described previously
and is summarized in Figure 3 [27]. Briefly, a normalized
gyroscope signal (g,) was derived using the x, y, and z

gyroscope signas (g, gy, 9,) such that:

@

Figure3. A summary of the proposed method for transforming the gyroscope signal to enable heartbeat detection.

Normalized
gyroscope signal
gn calculated

Gx: Gy Gz
gyroscope signals

Hilbert transform

Integrate over 0.1-
second window

All signals were resampled to 500 Hz, similar to the study by
Hernandez et a [26]. The signals g,, 9y, 9, and g, were then
transformed to maximize the SNR using the methods previously
described [27]. A movement threshold was also created, such
that when the signa magnitude exceeded this threshold,
heartbeat detection was paused, as movement artifacts
significantly reduced the accuracy of the heartbeat detection
algorithm [16].

For the heartbeats detected in the g,, 9, 9, and g, signals, the

sensitivity and FPR were calculated and compared between the
different experiment stages.

Kalman Filter for Data Fusion

A data fusion method was developed to combine the HR
information from the gyroscope signals g,, 9,, g, and g,. This
has been described and implemented on one subject in our
previous work [16,27]. A Kaman filter (KF) is a data fusion
method that is commonly used in fields such as robotics [31],
but it has also been used in physiol ogical monitoring to produce
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accurate and consistent HR measurements [32]. We have
previously shown that the K algorithm described has superior
performance when compared with a simple moving average
[10,16,27].

To implement the KF algorithm, the recording period was first
divided into nonoverlapping 1.5-second windows. The purpose
of these windows is to create discrete and relatively large time
intervals for the KF. A width of 1.5 seconds was chosen such
that for a subject with a normal HR (>40 beats per minute
[BPM]), there will be at |east one heartbeat per window. Each
window was analyzed such that one HR value was extracted
per signal, and outlier HR values (less than 40 or greater than
200 BPM) were discarded.

The HR was modeled such that for time k:
HR=HR; +ax (1)
where w, represents the natural variation of the HR, modeled

as zero-mean Gaussian noise with covariance Q,. At timek, the
observation measurements were defined as:
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Z=HX+ v (2
where:

@
=

HR HRy, and HR,, are the HR estimations from the x, y,
and z components, respectively, at time k, and HR,  isthe HR
estimation from the normalized gyroscope component. In
addition, R, was defined as:

E

where the component i at time k:

@

Asthe instantaneous HR signal from the ECG does not have a
regular time interval between measurements, the ECG signal
was resampled to be afixed interval signal. Windows of width
1.5 seconds were created, similar to the KF method, and the

Gardner et a

ECG HR valuesinside each window were averaged to produce
aECG HR signal with afixed interval of 1.5 seconds. The HR
error for the KF was then defined as the magnitude difference
between the KF output and the ECG HR for each 1.5-second
window. The mean HR error was calculated and analyzed for
each experiment stage.

Results

Heartbeat Detection Algorithm

Figure 4 showsthe output from the heartbeat detection algorithm
applied to araw gyroscope signal. Peaks due to the motion of
the heartbeat are easily visible. The percentage of heartbeats
that were correctly detected in each participant position by the
individual and combined gyroscope signalsisgivenin Table 2.
Table 3 shows the percentages of false positives. From these
tables, it can be seen that the heartbeat detection algorithm was
most successful in detecting heartbeats in the Y gyroscope
signal, which representsthe lateral movement of the head toward
the shoulders (Figure 1).

Figure4. Anexample of how the raw gyroscope signal istransformed to asignal where peak detection can be easily applied. First, the raw signal (top)
has a Hilbert transformation applied (second from top). This signa then has a bandpass filter applied (third from top). The signal is finally squared

(bottom).
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Table 2. Median (IQR) percentage of heartbeats that were correctly identified by the heartbeat detection algorithm.

Experiment stage®

X gyroscope, median (IQR) Y gyroscope, median (IQR)  Z gyroscope, median (IQR) Normalized gyroscope, me-

dian (IQR)
Lying on the back 83.84 (28.02)b 94.28 (18.17) 72.88 (22_53)b 92.21 (15.13)
Lying on the left side 52.61 (20.80)P¢ 71.80 (33.11)° 56.23 (19.56)° 62.64 (32.01)°
Lying on theright side 59.44 (26.32)°° 76.82 (28.56)° 55.54 (19.21)°€ 68.83 (18.23)°
Lying on the back 81.79 (25.97)° 90.65 (12.76) 66.19 (19.64)° 89.39 (25.36)
cPard on 84.79 (25.06) (P=.06) 90.05 (17.76) 65.79 (22.94)° 90.69 (19.76)
VPAP® on 71.78 (26.25) (P=.05) 90.96 (16.18) 39.74 (26.17)°¢ 50.67 (33.11)>¢

8gignificance cal culated using paired sign tests due to nonnormal distributions.
bPer(:entage of heartbeats detected significantly less than detected in the Y gyroscope signa (P<.037).
’Decrease in median heartbeats detected compared with lying on the back (P<.047).

dCPAP: continuous positive airway pressure.
&VPAP: variable positive airway pressure.

Table 3. Median (IQR) percentage of heartbeats that were incorrectly classified as heartbeats by the heartbeat detection algorithm.

Experiment stage®

X gyroscope, median (IQR) Y gyroscope, median (IQR) Z gyroscope, median (IQR) Normalized gyroscope, me-

dian (IQR)
Lying on the back 1251 (37.22)b 4.34 (7.10) 22.09 (25.08)b 5.91 (9.85)
Lying on the left side 42.42 (24.34)°C 16.63 (22.78)° 33.51 (25.68)° 30.95 (32.63)°
Lying on the right side 20.98 (14.78)P¢ 8.55 (17.46)° 31.05 (18.95)>€ 22.09 (16.97)°
Lying on the back 1117 (31.19)13 5.23 (11.55) 25.66 (25.13)b 6.81 (10.63)
cPard on 14.88 (17.66) 461 (12.33) 25.48 (21.10)° 6.23 (10.98)
VPAP®on 17.86 (25.24) 8.07(13.79) 37.25 (22.46)°° 15.62 (13.36)°°

85ignificance cal culated using paired sign tests due to nonnormal distributions.
bPercentage of detected heartbeats significantly greater than detected in the Y gyroscope signa (P<.024).
®Decrease in median heartbeats detected compared with lying on the back (P<.038).

dCPAP: continuous positive airway pressure.
SV PAP: variable positive airway pressure.

Tables 2 and 3 also show that the Z gyroscope signa
(corresponding to forward head tilt) produced the lowest
percentage of correct heartbeats and the highest proportion of
false heartbeats for all sleeping positions.

Tables 2 and 3 show that when the participants were lying on
either side, the heartbeat detection method was significantly
less effective than when the participants were lying on their
back.

https://cardio.jmir.org/2021/1/e26259

The results also showed that there was no difference between
the effectiveness of the heartbeat detection accuracy when the
PAP device was off (stage 4) and when the CPAP mode was
on (stage 5). However, the rapid change in pressure that occurs
during the VPAP therapy mode (stage 6) created motion artifacts
inthe Z gyroscope signal, leading to anincreasein the FPR and
a reduction in the sensitivity. An example of these motion
artifacts caused by the rapidly changing pressure is shown in
Figure 5.
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Figure5. Anexample of how the change in pressure during variable positive airway pressure (blue) causes artifacts in the gyroscope signal (red).
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In summary, the results in Tables 2 and 3 show that accurate
heartbeat detection is possible when the participants are lying
ontheir back, particularly for the Y gyroscope signal. However,
the heartbeat detection algorithm was less effective when the
participants were lying on the side. The heartbeat detection
effectiveness was al so reduced when the VPAP therapy mode
was activated.

Although the heartbeat detection algorithm shows promising
results, the results are not consistent enough for continuous
accurate HR monitoring, particularly when the participantswere
lying on their side. Similar results were observed in previous
preliminary testing [16,27]. Given that from the gyroscope 4

signals were recorded that all measured HR, the next step was
to implement a data fusion method to investigate whether this
would enable a consistent and accurate HR measurement from
the BCG signals.

KF for Data Fusion

An example of how the described KF algorithm can perform
data fusion to estimate HR is shown in Figure 6. This figure
shows good consistency between the output of the KF algorithm
and the HR from the reference ECG signal, even when the HR
values from the individual gyroscope components were less
reliable.

Figure 6. Anexample of how the heart rate (HR) information from the gyroscope signal s are used to estimate the HR using the Kalman filter compared
with the reference electrocardiogram HR. BPM: beats per minute; HR: heart rate.
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The mean HR error of al participants for al the experiment
stagesisshown in Figure 7. The accuracy of the HR estimation
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from the KF was reduced when the participants were lying on
their side (stages 2-3) compared with when they were lying on
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their back in stage 1. Thisisshownin Figure 7 by the 1.5 BPM
increase in the mean error when the participants were lying on
their side (P<.02). Figure 7 aso showed that there was no

Gardner et a

significant difference in the mean error between when the
participants were lying on their left or right side (P>.32).

Figure7. Mean error of the estimated heart rate from the Kalman filter. “*” indicates significant difference (P<.05). Significance was calculated using
paired one-tailed t tests. BPM: beats per minute; HR: heart rate; KF: Kalman filter.
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Figure 5 shows that the VPAP mode (stage 6) caused motion
artifacts in the Z gyroscope signal, which reduced the
effectiveness of the heartbeat detection algorithm, as shown in
Tables 2 and 3. However, Figure 7 shows that the activation of
the VPAP mode (stage 6) did not have a significant effect on
the error of the KF HR estimation when compared with the
CPAP mode (stage 5; P>.14). Hence, the KF algorithm is able
to compensate for the motion artifactsin the Z gyroscope signal,
ensuring no change in accuracy during VPAP mode.

Discussion

Principal Findings

In thisstudy, alow-cost modified PAP therapy mask was created
to estimate the HR of the wearer using the signals from the
on-board gyroscope. A heartbeat detection algorithm was
developed to identify heartbeats in the gyroscope signals, and
a KF agorithm was implemented in an attempt to provide a
more consistent and accurate HR signal. The KF algorithms
were tested with healthy participants lying on their back and
sides and with participants simulating 2 different PAP therapy
modes.

The results in Tables 2 and 3 suggest that the heartbeat signal
is strongest in the Y gyroscope direction. Given the sensor
orientation shown in Figure 1, thisis an unexpected result. The
results of this study suggest that the complex anatomical
structures between the heart and the head cause the head to
rotate the strongest in the Y gyroscope direction and impede

https://cardio.jmir.org/2021/1/e26259
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the gyroscope signal inthe Z direction. Futurework could study
the relationship between the heartbeat and head movement.
Alternatively, other methods for detecting instantaneous HR
from a BCG signal that have been previously developed [33],
including machinelearning—based heartbeat detection algorithms
[34,35], may be able to increase the accuracy of heartbeat
detection when the participants are lying on their side.

Few devices have been developed for monitoring HR during
deep using only a BCG signa. Di Rienzo et a [23] used a
wearable device that contained an accel erometer |ocated on the
sternum of the wearer to monitor cardiac intervalsduring sleep.
However, to monitor theseintervals, the BCG signal information
was combined with an ECG signal that was used to locate and
identify the heartbeats. The results from this study show that a
standal one BCG device can be used to estimate HR during sl eep,
although this does not have the same heartbeat detection
accuracy as systemsthat use only the ECG signal [23] to detect
the heartbests.

Hernandez et al [26] developed a device to measure HR using
only the BCG signals. The algorithm devel oped by Hernandez
et a [26] was designed such that an HR could be accurately
measured when the participant was standing, sitting, and using
the device in normal everyday life. This meant that it needed
to be much more resistant to movement artifacts than if it was
designed for just sleep monitoring. Asaresult, Hernandez et al
[26] did not collect beat-by-beat HR information and instead
used the peak signal frequency over a 20-second interval asthe
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HR value. This method for HR estimation was designed such
that it would require low power and low computational cost.

In our study, a shorter time interval could be used to estimate
the HR, as movement episodes are less likely. However, the
trade-off between the decrease in the signal interval length is
that there is a dlight decrease in the accuracy of the HR
estimation, although it is difficult to compare accuracies over
different time intervals. Hernandez et al [26] were able to
estimate the HR of the wearer to within 0.44 BPM of the
reference HR value over a 20-second interval when the
participantswere lying on their back. In contrast, the mean error
of the HR estimation from the KF algorithm when the
participantswerelying on their back was approximately 3 BPM.
In addition to being ableto track HR changes quicker than other
examples in the literature, by integrating the sensors into the
PAP mask, no additional devices are required to be worn by
people using PAP devices.

The sensor used in this study (MPU-9150) was sampled at a
sampling rate of 50 Hz and then up-sampled to 500 Hz. Thisis
much lower than that of other BCG examples, which have
significantly higher sampling rates [20]. A sensor with a
frequency of 50 Hz was chosen to keep the cost of the device
low, and the trade-off of reducing the cost isthat the resolution
and sampling rate are lower. The results of this study show that
a sampling rate of 50 Hz is sufficient to estimate HR at
1.5-second intervals using the described algorithm.

Limitations

Thisstudy had several limitations. The participants of this study
were not limited to people with OSA or people with cardiac or
respiratory problems. In addition, the participants were not
sleeping during the study but were lying awake. Although the
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results of this study show that the proposed method works well
on healthy participants, futurework will ook at the effectiveness
of the proposed method on people with OSA who are sleeping.

The applied pressures that were used during the CPAP (6 cm
H,0) and VPAP modes (4 cm H,0-8 cm H,0) were relatively
low compared with the pressures used clinically for PAP therapy
modes. These pressures were chosen to ensure the comfort of
the participants, many of whom had not previously undergone
PAP therapy. It is unknown whether for higher pressures, the
results would change significantly.

The HR modédl used in the KF is a simplistic estimation of the
HR dynamics during sleep. Given that it is possible to monitor
additional variables using the gyroscope signals, it is possible
to increase the HR estimation accuracy by increasing the
complexity of the HR model. Future work will look at further
developing the HR model used in the KF.

Conclusions

In this study, the ability to accurately measure HR from a
gyroscope attached to a PAP mask has been shown. Theresults
show that our previously devel oped method for estimating HR
was able to estimate HR accurately for healthy participants
regardless of their sleeping position. In addition, the CPAP and
VPAP therapy modes did not significantly affect the HR
estimation accuracy, despite the changein pressure of the VPAP
mode causing artifacts in the gyroscope signal. The results of
this study suggest that long-term monitoring of the HR of a
person using a PAP device is possible. Future testing will
involvetesting the device during sleep and in patientswith sleep
apnea during PAP therapy and investigation of the device's
response during arrhythmias.
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Abstract

Background: The use of mobile health (mHealth) interventions, including smartphone apps, for the prevention of cardiovascular
disease (CVD) has demonstrated mixed results for obesity, hypercholesterolemia, diabetes, and hypertension management. A
major factor attributing to the variation in mHealth study results may be mHealth user engagement.

Objective: Thissystematic review aimsto determineif user engagement with smartphone appsfor the prevention and management
of CVD isassociated with improved CVD health behavior change and risk factor outcomes.

Methods: We conducted a comprehensive search of PubMed, CINAHL, and Embase databases from 2007 to 2020. Studies
were eligible if they assessed whether user engagement with a smartphone app used by an individual to manage his or her CVD
risk factors was associated with the CV D health behavior change or risk factor outcomes. For eligible studies, datawere extracted
on study and sample characteristics, intervention description, app user engagement measures, and the relationship between app
user engagement and the CV D risk factor outcomes. App user engagement was operationalized as general usage (eg, number of
log-ins or usage days per week) or self-monitoring within the app (eg, total number of entries made in the app). The quality of
the studies was assessed.

Results: Of the 24 included studies, 17 used arandomized controlled trial design, 4 used a retrospective analysis, and 3 used a
single-arm pre- and posttest design. Sample sizes ranged from 55 to 324,649 adults, with 19 studies recruiting participants from
a community setting. Most of the studies assessed weight loss interventions, with 6 addressing additional CVD risk factors,
including diabetes, sleep, stress, and alcohol consumption. Most of the studies that assessed the relationship between user
engagement and reduction in weight (9/13, 69%), BMI (3/4, 75%), body fat percentage (1/2, 50%), waist circumference (2/3,
67%), and hemoglobin A, (3/5, 60%) found statistically significant results, indicating that greater app user engagement was
associated with better outcomes. Of 5 studies, 3 (60%) found astatistically significant relationship between higher user engagement
and an increase in objectively measured physical activity. The studies assessing the relationship between user engagement and
dietary and diabetes self-care behaviors, blood pressure, and lipid panel components did not find statistically significant results.

Conclusions: Increased app user engagement for prevention and management of CV D may be associated with improved weight
and BMI; however, only afew studies assessed other outcomes, limiting the evidence beyond this. Additional studies are needed
to assess user engagement with smartphone apps targeting other important CVD risk factors, including dietary behaviors,
hyperchol esterolemia, diabetes, and hypertension. Further research is needed to assess mHeal th user engagement in both inpatient
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and outpatient settings to determine the effect of integrating mHealth interventions into the existing clinical workflow and on

CVD outcomes.

(JMIR Cardio 2021;5(1):18834) doi:10.2196/18834

KEYWORDS

mHealth; smartphone; mobile phone; engagement; cardiovascular disease; health behaviors; risk factors

Introduction

Background

Heart disease remains the leading cause of death in the United
States[1]. In 2011, the American Heart Association (AHA) set
astrategic impact goal of decreasing deaths from cardiovascular
diseases (CV Ds) and stroke by 20% by 2020; thus, efforts have
been made to improve health behavior and reduce the prevalence
of risk factorsfor heart disease, including smoking, overweight
and obesity, physical inactivity, poor nutrition, diabetes mellitus,
hypercholesterolemia, and hypertension [1]. According to the
2015 National Health Interview Survey, 79% of US adults
reported not achieving adequate physical activity (PA) [1].
According to the 2014 National Health and Nutrition
Examination Survey, 46% of US adults have hypertension
(based on the 2017 American College of Cardiology and AHA
guidelines), 40% of US adults have moderately elevated or high
total cholesterol, and 38% of US adults are obese [1]. Although
still important risk factorsfor CVD, the prevalence of smoking
and diagnosed diabetes is 15% and 9%, respectively, among
US adults, which are lower than the other risk factors [1].
However, the prevalence of diabetes isincreasing, whereas the
prevalence of smoking among adultsis decreasing [1].

Mobile health (mHealth), “the use of mobile computing and
communication technologies, [such as smartphone
applicationg]...for health services and information,” is an
innovative approach that could be a potentially effective means
of involving individuals in heath promotion and CVD
management [2]. Although the prevalence of smartphone
ownership among adults in the United States is high [3-6],
including 73% smartphone ownership among individuals with
CVD risk [7], a state-of-the-science article demonstrated that
there are conflicting findings about the effectiveness of mHealth
interventions for CVD prevention in improving CVD health
behavior change and risk factor outcomes, such as weight
management, PA, hypertension management, diabetes
management, and lipid control [2]. One potential but important
cause of conflicting results may be differential user engagement
with the interventions. However, directly assessing the
relationship between user engagement with smartphone apps
and CV D health behavior change and risk factor outcomes was
not agoal of that review.

Engagement with (smartphone app) interventionsis considered
aprecondition for effectivenessand is of particular concern for
behavior change interventions [8]. Although the field of user
engagement with hedlthinterventionsisin the early stages, there
is work that has been conducted to reach a consensus on how
best to conceptualize and operationalize user engagement with
these interventions [8-10]. For this systematic review, user
engagement with smartphone apps is conceptually defined as

http://cardio.jmir.org/2021/1/e18834/

the “emotional, cognitive, and behavioral experience of a user
with a[smartphone application] that exists, at any point in time
and over time, [to varying degrees]” [11]. User engagement is
a dynamic process that likely coincides with behavior change
to ultimately improve health outcomes [8]. Yardley et a [8]
proposed one potential model, including 4 phases, of this
process. In phase 1, individuas would engage with the
smartphone app and prepare for behavior change [8,12]. In
phase 2, individualswould partakein behavior change, mediated
by sustained user engagement [8,12]. In phase 3, individuals
would continueto partakein behavior change but may disengage
from the smartphone app if no longer needed to sustain behavior
change [8,12]. Finaly, in phase 4, individuals may re-engage
with the smartphone app if thereis alapse in behavior change
[8,12]. Unlike other behavioral change interventions, mHealth
interventions allow for the assessment of user engagement or
intervention fidelity. If user engagement is determined to be
associated with CVD health behavior change and risk factor
outcomes, clinicians and providers could use summary reports
of user engagement with mHealth interventions as a proxy for
determining how individuals adhere to health behavior
recommendations.

The process of user engagement with mHealth interventions
can be measured either subjectively via self-report (eg, focus
groups, observation, think-aloud activities, ecol ogical monetary
assessments, interviews, and questionnaires) to capture the
emotional and cognitive experiences or objectively via
physiological measurements or app analytics (eg, ecological
monetary assessments, eye tracking, time spent on a page,
revisits to app) to capture the behavioral experiences [9-11].
When measuring user engagement with smartphone apps, the
more relevant measures include focus groups, interviews,
guestionnaires, ecological monetary assessments, and app
analytics. App analytics measure the behavioral manifestations
of user engagement with smartphone apps and can be divided
into intersession and intrasession measures [11]. Intersession
measures assess |ong-term user engagement with smartphone
apps across multiple sessions[11]. Intrasession measures assess
user engagement with smartphone apps within asingle session
[11]. For this systematic review, the emotional and cognitive
aspects of user engagement are operationalized through
questionnaires and the behavioral aspects of user engagement
through app analytics.

There has been considerabl e research across multiple disciplines,
examining what factors are associated with higher user
engagement, including intervention content (feedback, goal
setting, reminders, self-monitoring, and social support features),
modes of content delivery (control, credibility, novelty,
personalization, and professional support features), demographic
characteristics (age, computer literacy, education, ethnicity,
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employment, and gender), and psychological characteristics
(experience of well-being, mental health, motivation, and
self-efficacy) [10]. However, a key question to address is
whether the degree of user engagement with an mHealth
intervention correlates with achieving the targeted outcomes,
in this case, CVD risk factor modification and outcomes.
Determining whether user engagement with smartphone apps
is associated with improved CVD health behavior change and
risk factor modification will be critical for determining their
clinical utility in the future.

Objectives

As smartphone ownership becomes more prevalent and
individualsincreasingly usetheir devicesfor health information
and management, with 62% of smartphone owners found in a
prior study to have used their smartphone in the past year to
look up health information [6], we require abetter understanding
of user engagement with smartphone apps. To our knowledge,
no systematic reviews have been previously conducted with the
primary aim of assessing the relationship between user
engagement with smartphone apps and CVD health behavior
change and risk factor outcomes. Schoeppe et al [13] conducted
a systematic review to evaluate the efficacy of interventions
that used smartphone apps to improve diet, PA, and sedentary
behavior. However, they only found 3 studies that examined
the relationship between user engagement and improvements
in PA and healthy eating and cited the need for additional
research to examine the relationship between user engagement
and the outcomes of interest [ 13]. Therefore, the purpose of this
systematic review, conducted 4 years following the work of
Schoeppe et a [13], is to determine if user engagement with
smartphone apps for the prevention and management of CVD
is associated with improved CVD health behavior change and
risk factor outcomes.

Methods

Search Strategy and Eligibility Criteria

ES searched PubMed, EBSCOhost, and CINAHL for articles
published in English between 2007 and 2020. The review was
limited to this period, as smartphones were not available until
2007. No search limitations were placed on participant age,
setting, or population. Specific limitations were not placed on
the population to identify individuals enrolled along the
spectrum of CVD prevention (primordial, primary, and
secondary). Although no search restrictions were placed on
study duration, there were restrictions placed on study design
that aimed to return studies conducted using a correlational
design or nested within a randomized controlled trial (RCT),
guasi-experimental design, or mixed methods design.

Thefollowing keywordswere used to identify candidate studies:
(Disease Management OR Disease Prevention OR Obesity OR
Overweight OR Weight Loss OR Heart Diseases OR Vascular
Diseases OR Cardiovascular Diseases OR Coronary Artery
Diseases OR Heart Failure OR Hypertension OR Diabetes OR
Exercise OR Physical Activity) AND (Mobile Applications OR
mHealth OR Mobile Health OR iPhone OR Android OR
Smartphone) AND (Engag* OR Experienc* OR Usage OR
Usahility or Involv*) AND (Randomized Controlled Trial OR
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Non-Randomized Controlled Trial OR Evaluation Studies OR
Quasi-Experimental OR Mixed-methods OR Correlation
Studies). The final searches were conducted on January 28,
2020. The complete search strategy can befound in Multimedia
Appendix 1. The search terms around user engagement are
meant to encompass both objective and subjective experiences.
Unlike the other CVD risk factors discussed previousy, we
decided not to include smoking in the search strategy, as its
prevalenceislow and decreasing among US adults. Covidence,
asoftwarefor managing and streamlining the systematic review
process, was used to screen the returned studies and remove
duplicates.

Studies were eligible for inclusion if they (1) evaluated user
engagement with asmartphone app; (2) included a smartphone
app that was used by an individual to manage his or her
cardiovascular health; (3) assessed CV D health behavior change
or risk factor outcomes (ie, medication adherence; symptom
management; and changesin diet, PA, weight, and biomarkers)
for primordial, primary, or secondary prevention of CVD
(hypertension, coronary artery disease, obesity, diabetes,
myocardial infarction, or heart failure), not including stroke;
and (4) assessed whether user engagement with a smartphone
app was associated with the CVD health behavior change or
risk factor outcome.

Studies were excluded if the sample size for the mHealth
intervention group was less than 50 participants to reduce the
likelihood of drawing conclusions from insufficiently powered
studies. Although there were no specific search limitations
placed on the study population, with the intention of identifying
individuals enrolled along the spectrum of CVD prevention
(primordial, primary, and secondary), if the study was not
focused on CVD management or prevention, they were
excluded. Examples of study populations excluded for this
reason included those where there may have been elements of
the intervention that aimed to improve cardiovascular health,
but overall the focus was on improving psychological distress,
chronic kidney disease management, type 1 diabetes
management, stroke recovery, or fertility among couples
attempting conception. Thereasonsfor exclusion were assigned
based on a specific hierarchical structure, moving from broader
to more specific exclusion criteria. Coauthors progressed
sequentially through the following reasons for exclusion: (1)
intervention or population not related to CV D behavior change,
(2) smartphone app was not used by the patient, (3) less than
50 participants in the mHealth intervention groups or with
engagement data, (4) no measure of user engagement, (5)
outcome not related to CVD prevention or management, and
(6) relationship between user engagement and CVD outcome
not assessed. Once an article met any of these exclusion criteria,
the coauthors assigned that as the reason for exclusion and did
not continue to assess the article for the subsequent exclusion
criteria.

Screening Process and Data Extraction

Each retrieved title and abstract were screened by ES to
determine eligibility to qualify for full-text review. Occasional
full-text reviews were completed when the operationalization
of user engagement with the smartphone app was unclear from
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the abstract. The articles identified for full-text review were
independently examined for inclusion by ES and JA. A
consensus was reached on all the articles eligible for inclusion,
and athird reviewer was not needed. ES extracted dataon study
and sample characteristics, intervention description, measures
of user engagement with the smartphone app, and results
regarding the relationship between user engagement with the
smartphone app and the CVD health behavior change or risk
factor outcome. In some instances, ES reviewed associated
protocol papers to obtain the necessary data on study design,
quality, and intervention description for the included articles.
Data were extracted into a table to summarize the findings for
the narrative results of this review.

In this review, if multiple treatment arms in a study used a
smartphone app, the results with regard to the relationship
between user engagement and the outcome of interest are
presented asthey werein the original study (ie, either combined
or separated user engagement metrics across groups). If the
relationship between user engagement and the health outcome
was reported at multiple time points, the end of the treatment
time point was used by default when determining if app user
engagement was or was not significantly associated with the
outcome of interest. In the Results section, we characterize a
statistically significant association found in the desired direction
between user engagement and the outcome of interest (ie, a
positive association between user engagement and PA or a
negative association between user engagement and weight) as
a positive finding. We also label a nonstatistically significant
association in the expected direction, no association, or an
association in the opposite direction than expected as anegative
finding. Findings that ended up not being reported were also
labeled as anegative finding. ES and RP independently assessed
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the methodological rigor of the included studies via the Joanna
Briggs Checklist for analytical cross-sectional studies [14]. A
consensus was reached between these 2 authors on the
methodological rigor for each study, and a third reviewer was
not required. The checklist for analytical cross-sectional studies
was chosen, asthefocusfor thisreview was on the relationship
between user engagement and the CV D health behavior change
or risk factor outcome of interest, not the difference in the
outcome between intervention groups or the change in the
outcome over time (ie, the correlational designs nested within
the RCT or quasi-experimental designs).

Results

Results of the Search

The PRISMA (Preferred Reporting Items for Systematic
Reviews and Meta-Analyses) guidelines provided the structure
for the flow of articles throughout the critical review process,
which is shown in Figure 1 [15]. A total of 1964 records were
identified from the 3 el ectronic databases. Then, 546 duplicate
records were removed, and the titles and abstracts of the
remaining 1418 records were reviewed. Of the 1418 records,
155 were identified for full-text review. Of 155 articles, 131
were excluded, and 24 articles (ie, studies), assessing 22
individual interventions, were deemed eligible for inclusionin
this systematic review. Of the 24 studiesincluded in thisreview,
16 (67%) were published in mHealth or technology journals,
and 8 (33%) were published in medical or clinical journals.
These findings likely reflect journal preferences, with medical
and clinical journals, perhaps favoring studies that focus more
on clinical outcomes and not necessarily user engagement with
mHealth interventions.
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Figure 1. Preferred Reporting Items for Systematic Reviews and Meta-Analyses diagram depicting the flow of records. CVD: cardiovascular disease.
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Study Char acteristics

The study characteristics are summarized in Multimedia
Appendix 2 [16-39]. Of the 24 studies, 17 used an RCT design
[16-32], 4 used a retrospective analysis [33-36], and 3 used a
single-group pre-and posttest quasi-experimental design [37-39].
Although 20 studies used an RCT or single-group pre-
and-posttest quasi-experimental design, it wasthe correlational
studies nested within these larger parent studies that were of
interest for this review. For the 17 RCTS, intervention duration
ranged from 6 weeks [22] to 24 months [17,24]. For the 3
single-group pre- and-posttest quasi-experimental studies,
intervention duration ranged from 3 months [37] to 6 months
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[38,39]. For the studies using a prospective design, follow-up
ranged from 1 month [25,26,28] to 24 months [17,24]. All 24
studies were conducted in developed countries, including the
United States (n=11), Australia (n=3), Canada (n=2), Spain
(n=2), the United Kingdom (n=1), Norway (n=1), Finland (n=1),
Japan (n=1), Singapore (n=1), and Korea (n=1). Overall, 2
studies with the same first author assessed one intervention
(MyFitnessPal) [25,26], and another 2 studies with the same
first author also assessed one intervention (Noom) [33,34].
Therefore, although there were 24 studies, only 22 individual
interventions were assessed.
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Of the 17 RCT studies, 14 conducted an apriori power analysis.
Of these 14 RCTs, 3 detected a significant difference in the
primary outcome between groups [21,23,27], 9 did not detect
asignificant differencein the primary outcome between groups
[16,17,22,24-26,29,31,32], and 2 did not report the results of
the difference in the primary outcome between groups [18,30].
One of the studies that did not detect a significant difference
between groups did not achieve the target sample size [32].
Three RCTs did not conduct an a priori power analysis
[19,20,28], one of which was a pilot study [28]. However, one
study dtill detected a significant difference in the primary
outcome between groups[19]. Among the RCTs, only one study
conducted apost hoc power analysisfor the relationship between
user engagement and the outcomes of interest [20]. None of the
3 single-group pre- and-posttest quasi-experimental studies
conducted apower analysis[37-39]. One study had avery large
sample size and found a significant difference in the primary
outcome over time [37]. The other 2 were pilot studies and did
not conduct inferential statistics regarding the primary outcome
[38,39]. None of the 4 retrospective studies conducted a power
analysis[33-36]. One study detected a significant differencein
the primary outcome over time[36]; however, the other 3 studies
did not report differences in the primary outcome over time
[33-35].

Overall samplesizesranged from 55 [38] to 324,649 partici pants
[35]. Although this review was not limited to a specific age
group, al eligible studies comprised adults, but one study
enrolled participants as young as 16 years [28]. All 24 studies
reported on sex, with 16 of the samples consisting largely of
women (range 51%-91%) [22,38], 7 of the samples consisting
largely of men (range 51%-100%) [16,21], and one split evenly
[39]. Thirteen studiesreported sampleraces[17-19,21-28,32,39],
with 7 consisting largely of White participants
[18,19,22,24-26,28]. Seventeen studies reported on sample
educational level, with the majority of the participants within
each individual study having attended some college
[16-26,28-32,38,39]. Ten studies limited their sample to
participantswho were overweight or obese[17,19,21-26,28,35],
and another 11 studies reported enrolling participants with a
baseline mean or mgjority percentage BMI indicating overweight
or obesity [16,20,22,27,29-31,33,34,38,39]. The magjority of the
studies recruited participants from acommunity setting, except
for 5 studies that recruited participants from hospitals [21], a
hospital-based diabetes management education program [32],
primary care[23,29], and acommunity health carefacility [39].

All 22 interventions assessed included an app for addressing
CVD risk factors. Of 22 interventions, 11 (50%) included
commercial apps [19,20,22,25-27,32-37,39] and 11 (50%)
included investigator-devel oped apps[16-18,21,23,24,28-31,38].
In addition, 73% (16/22) of the interventions consisted of not
only an app but also other components, including in-person
meetings, emails, text messaging, phone consults, websites,
Facebook groups, blogs, and podcasts [16-26,29-31,36,38,39].
Of 22 interventions, 6 (27%) consisted solely of an app
[27,28,32-35,37]. Twelve apps were also paired with tracking
devices (ie, pedometers, weight scales, glucose meters)
[18,20-24,29-31,35,38,39]. Most of the studies assessed weight
loss interventions, with 27% (6/22) of the interventions
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addressing additional CVD risk factors, including type 2
diabetes, sleep, stress, excessive alcohol consumption, and
smoking [18,20,31,32,36,39]. The interventions focused on
weight loss used a variety of strategies, including nutrition and
PA tracking-energy expenditure, diet and exercise education,
podcasts, social support, recipes, and behavior change
techniques.

User Engagement With Smartphone App Measures

The behaviora manifestations of user engagement with
smartphone apps were assessed using app analytics. Only
intersession measures were used in the included studies. In 3
of the 17 studies that combined other intervention strategies
with the app (ie, participants had the choice to use both the app
and other intervention strategies such as a website), they did
not differentiate app from website user engagement and provided
a combined effect [16,17,20]. The intersession measures used
were general usage and overall self-monitoring over a defined
period. The general usage of the interventions was assessed in
11 studies through multiple means, including tracking the
number of log-ins per week or month, number of usage days,
total time spent using the app, and number of timesthe different
app features were used [16,20,24,28-32,36-38]. In 2 studies,
self-reported weekly app use was assessed as a proxy for
intersession general usage measures[19,22]. In 14 of the studies,
researchers assessed overall self-monitoring (eg, total number
of days self-monitoring or entries made in the app)
[16-18,21,23-27,32-35,39]. User engagement with the
smartphone appswas al so categorized by frequency and pattern
of self-monitoring or general usage in 14 of the studies
[17,19-21,23,27,29-31,35-39].

In 33% (8/24) of the studies, there was no indication of how
frequently participants were able to or expected to engage with
the intervention (ie, intended engagement)
[18-20,28,31,32,35,36]. In 67% (16/24) of the studies, there
was some indication of how frequently participants were able
to or expected to engage with the intervention
[16,17,21-27,29,30,33,34,37-39], whether it was broad
instructions to self-monitor behaviors daily or almost daily
[16,17,22,25,26,29,30,33,34,37,38], multiple times a day
[21,27], or more specific recommendations for each featurein
theintervention [23,24,39]. It was hot alwaysclear in the studies
that indicated participants were able to self-monitor within the
intervention daily if they were explicitly told or prompted to do
s0.

Overall, 6 studies included a smartphone app in more than one
treatment arm [22,24-26,30,31]. In 2 of these studies, where
there was no difference in the smartphone app between the 2
groups, user engagement data across both groups with the
smartphone app were combined when assessing the rel ationship
between user engagement and the outcome of interest [22,31].
In another study, wherethe versions of the smartphone app were
different between the 2 arms (gamified app vs nongamified
app), the app user engagement data were also combined across
groups [29]. In studies assessing the MyFitnessPal app, user
engagement was both combined and separated across groups
when assessing the relationship between user engagement and
the outcome of interest [25,26]. Asthe app did not differ across
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groups, but rather instruction on how to engage with the app as
well as supplementary material, in the narrative of this review,
we present the combined results[25,26]. In another study, where
both intervention arms had access to the same app, one without
reminders and prompts, the results were presented separately
for each arm [24]. Multimedia Appendix 2 provides a
description of how user engagement with the smartphone apps
was operationalized in each study. None of the studies reported
on the subjective experience of user engagement [11] with a
smartphone app; however, afew did report on satisfaction and
usability of the app [9].

Quiality of Studies

Of the 24 included studies, 21 used convenience or purposive
sampling [ 16-28,30-32,35-39] and only 3 used random sampling
[29,33,34], limiting the externa validity of these results.
Seventeen of the studies used an RCT design [16-32], one of
which aso used random sampling [29], strengthening the
interna validity. In Multimedia Appendix 3, the methodol ogical
rigor for each study is presented using the Joanna Briggs
Checklist for analytical cross-sectional studies [14]. The rules
for how the studies were scored on methodological rigor for
each question, directed by the Joanna Briggs Checklist for
analytical cross-sectional studies guidelines, are also provided
in Multimedia Appendix 3.

The questions that studies performed the worst on the Joanna
Briggs Checklist for analytical cross-sectional studies were
question 1 (“Werethe criteriafor inclusion in the sample clearly
defined?”) in which 42% (10/24) of the studiesreceived ascore
of yes, question 3 (“Was the exposure measured in avalid and
reliable way?") in which none of the studies received a score
of yes, question 5 (“Were confounding factors identified?’) in
which 42% (10/24) of the studies received a score of yes, and
question 8 (“Was appropriate statistical analysis used?’) in
which 38% (9/24) of the studies received a score of yes. The
studies performed well on question 2 (“Were the study subjects
and the setting described in detail ?”) in which 71% (17/24) of
the studies received ascore of yes, question 4 (“Were objective,
standard criteria used for measurement of the condition?”) in
which 94% (17/18, studies with a score of not applicable not
included in denominator) of the studies received a score of yes,
and question 7 (“Were the outcomes measured in a valid and
reliable way?’) in which 88% (21/24) of the studies received a
score of yes.

Of the studies that were not nested within an RCT, 5 found
positive results [33-37], one demonstrated more mixed results
[39], and one with asmaller sample size (n=55) found negative
results [38]. Thus, it does not appear as though studies nested
within a poorer quality design demonstrated more negative
results. In general, the sample sizes were large (88% had a
sample size =100 participants). Heterogeneous app analytics
were used across studies to assess user engagement with
smartphone apps, making it difficult to draw strong conclusions.
In addition, in 3 studies, user engagement was operationalized
across technology platforms, limiting the accurate assessment
of the relationship between user engagement with the app and
the outcome [16,17,20].
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Relationship Between User Engagement With
Smartphone Apps and Health Outcome

Multimedia Appendix 2 aso provides a description of the
relationship between user engagement with smartphone apps
and the CV D health behavior change or risk factor outcome or
both in each study. If the relationship between user engagement
and the health outcome was reported at multiple time points,
the end of the treatment time point was used by default when
determining whether app user engagement was or was not
significantly associated with the outcome of interest. There
were, however, 2 studies that presented these findings at only
a preliminary [32] or longer follow-up [29] time point; thus,
the findings at these time points had to be used instead when
making a determination.

Changesin Anthropometrics

Overall, 15 studies assessed the relationship between user
engagement with a smartphone app and changes in
anthropometrics, including weight, BMI, percent body fat, and
waist circumference.

User Engagement and Changein Weight

Thirteen studies assessed the relationship between user
engagement with asmartphone app and changein weight. Nine
studiesreported statistically significant greater weight losswith
higher user engagement with asmartphone app, with follow-up
ranging from 2 to 12 months [19-21,23,25-27,34,35]. Both
general usage [19-21] and sdf-monitoring measures
[23,25-27,34,35] of user engagement with a smartphone app
were used. In particular, entering PA, dietary behaviors, and
weight; more frequent upload of meal photographs,; completing
more educational articles; customizing more features, and
posting on social platforms were significantly associated with
greater weight loss [23,25-27,34,35]. However, simply
commenting on other users’ posts was not [34]. Four studies
that assessed the relationship between user engagement with a
smartphone app and weight demonstrated negativeresults, with
follow-up ranging from 3 to 24 months [17,24,28,39].
Self-monitoring measures [17,24,39] and general usage
measures [24,28] of user engagement with smartphone apps
were used. Although Lin et a [24] did not find statistically
significant correlations between user engagement and weight
change at 24 months (the length of intervention duration), at 6
months, both intervention arms with an app found that as app
user engagement increased, weight decreased. In addition, at
12 months, this relationship remained statistically significant
for the app intervention arm paired with group dietitian-ed
sessions and phone calls[24].

User Engagement and Changein BMI

Four studies assessed the rel ationship between user engagement
with a smartphone app and BMI [18,20,21,33]. Both genera
usage [20,21] and self-monitoring measures [18,33] of user
engagement with smartphone apps were used. Three of these
studies reported a statistically significant greater reduction in
BMI with higher user engagement with the smartphone app,
with follow-up ranging from 6 to 12 months [20,21,33]. In
particular, activities within the Noom weight loss app, including
logging food and group participation (number of original posts
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and comments and likes on others' posts), were significantly
associated with areduction in BMI [33]. Among Gray Matters
app users, there was no correl ation between the average number
of log-ins per day and change in BMI at 6 months [18].

User Engagement and Changein Waist Circumferenceand
Body Fat Percentage

Three[20,21,27] and 2 [20,21] studies assessed the relationship
between user engagement and waist circumference and body
fat, respectively. In 2 of the studies, sustained users of the app
and web technology interventions and more frequent meal
photograph uploads were significantly associated with greater
reduction in percent body fat [20] and waist circumference
[20,27], with follow-up ranging from 2 to 12 months. One study
that aimed to assess the rel ationship between user engagement
and waist circumference and percent body fat at 6 months did
not report the data [21].

CVD Health Behavior Change

Six studies assessed the relationship between user engagement
with a smartphone app and change in PA or dietary behaviors
or both [16,22,29,30,37,38], and one study assessed the
relationship between app user engagement and diabetes self-care
behaviors [32]. The changes in health behavior were collected
via self-reported data entered into the app or through paired
devices [16,22,29,30,37,38] or via surveys [16,29,30,32].
General usage [16,29,30,37,38] and self-monitoring measures
[16,22] of user engagement with smartphone apps were used.

User Engagement and Changein PA

Among the 5 studies that assessed change in objectively
measured PA (ie, step count and minutes of moderate to
vigorous physica activity) [22,29,30,37,38], 3 studies found
statistically significant associations between user engagement
and increases in objectively measured PA with follow-up
ranging from 3 months to 12 months [29,30,37]. Two of the 5
studieswith smaller sample sizes (n=67 and n=55) and follow-up
at 6 weeks and 6 months did not [22,38]. The relationship
between user engagement with smartphone apps and
self-reported PA was assessed across 3 studies with follow-up
ranging from 3 to 12 months [16,29,30]. One study found that
increased user engagement was associated with increased
self-reported PA [30], and 2 studies did not [16,29]. In a study
conducted by Edney et a [30], app engagement data were
combined across multiple treatment arms using a gamified
versus nongamified app. Although the resultsfor therelationship
between user engagement and step count and self-reported PA
were not presented separately for each arm, they did report that
gamified app users were more likely to be in the high user
engagement group [30].

User Engagement and Changein Dietary and Diabetes
Self-Care Behaviors

In 2 studies with follow-up ranging from 9 to 12 months, no
general usage or self-monitoring measures of user engagement
with the intervention were associated with a change in
self-reported dietary behaviors[16,29]. One study that conducted
an exploratory analysis assessing the relationship between
overal app use and self-reported diabetes self-care behaviors
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at 3 months did not find a statistically significant association
[32].

Changein Risk Factors and Biomarkers

Eight studi es assessed the rel ati onship between user engagement
with a smartphone app and biomarkers, including hemoglobin
Ajc (HbA ., n=5), heart rate (n=1), systolic blood pressure (SBP)
and diastolic blood pressure (DBP;, n=2), cholesterol (n=2),
triglycerides (n=2), blood carotenoids (n=1), serum glucose
(n=2), and insulin levels (n=1) [18,20,21,27,31,32,36,39].
General usage [18,20,31,32] and self-monitoring measures
[18,21,27,32] of user engagement with smartphone apps were
used.

User Engagement and Changein HbA .

Five studies assessed the rel ationship between user engagement
with a smartphone app and HbA . [27,31,32,36,39]. Three of
these studies found that general usage of the app overall was
significantly associated with adecreasein HbA ;. with follow-up
ranging from 3 to 12 months [31,32,36]. However, when
assessing the relationship between self-monitoring measures
and decrease in HbA 4, the findings were slightly more mixed.
One study found that more frequent meal photograph uploads,
when comparing the highest tertile to the lowest tertile, were
significantly associated with decreased HbA . at 8 weeks [27],
but 3 other studies found that meal or diet tracking was not
associated with a decrease in HbA . with follow-up ranging
from 3 to 12 months [31,32,39]. In addition, greater use of the
exercise features in one study was associated with a decrease
in HbA . at 3 months[32] but not in another study at 12 months
[31]. Weight tracking [39], but not blood glucose tracking
[31,32,39], was found to have a significant relationship with a
decrease in HbA ..

User Engagement and Changein Blood Pressure, Lipid
Panel, and Other Biomarkers

Among the 3 other studies assessing the relationship between
user engagement with a smartphone app and risk factors and
biomarkers, one found mixed results [18] and the other 2 found
negative results [20,21]. Among participants enrolled with the
Gray Matters app (n=104), there was a statistically significant
positive correlation between the average number of health
behavior questions answered per day and improvement in total
and high-density lipoprotein (HDL) cholesterol at 6 months
[18]. However, the average number of logs completed per day
was not significantly associated with resting heart rate, SBPR,
DBP, cholesteral, triglycerides, blood carotenoids, serum
glucose, or insulin levels at 6 months [18]. Among users of an
app and web-based technology intervention (n=118), therewere
no statistically significant relationships between sustained and
nonsustained usage and a change in aerobic fithess (METmax),
SBP, DBP, triglycerides, or total cholesterol at 12 months[20].
Among users of the SmartCare weight loss app, at 6 months,
there were no statistically significant differencesin lipid panel
improvement (total cholesterol, HDL cholesterol, and
triglycerides) between those who entered anthropometric data
at least 3 times per week versus those who did so less than 3
times per week [21].
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Table 1 provides the number of studies that looked at each
outcome, the number of studies for each outcome that had a
positive finding, and the number of studies for each outcome
that had a negative finding. A positive finding refers to a
statistically significant association found in the desired direction
between user engagement and the outcome of interest (ie, a
positive association between user engagement and step count
or anegative associ ation between user engagement and weight).

Spaulding et al

A negative finding refers to a nonstatistically significant
association in the expected direction, no association, or an
association in the opposite direction than expected. None of the
studies in this review found a significant association in the
direction opposite to what was expected. For the study that
ended up not reporting waist circumference and body fat
percentage results [21], this was also categorized as a negative
finding.

Table 1. Findings for the relationship between user engagement and the cardiovascular disease health behavior change or health outcome.

Studies with negative finding, n (%)

QOutcome Studies with positive finding, n (%)
Weight (n=13) 9 (69)
BMI (n=4) 3(75)
Percent body fat (n=2) 1(50)
Waist circumference (n=3) 2 (67)
Objectively measured physical activity (n=5) 3 (60)
Self-reported physica activity (n=3) 1(33)
Self-reported diet (n=2) 0(0)
Hemoglobin A, 2 (n=5) 3(60)
Systolic blood pressure (n=2) 0(0)
Diastolic blood pressure (n=2) 0(0)
Total cholesterol (n=3) 0(0)
HDLP cholesterol (n=1) 0(0)
Triglycerides (n=3) 0(0)
Resting heart rate (n=1) 0(0)
Blood carotenoids (n=1) 0(0)
Serum glucose (n=1) 0(0)
Insulin levels (n=1) 0(0)
METmax (n=1) 0(0)

4 (31)
1(25)
1(50)
1(33)
2 (40)
2(67)
2 (100)
2 (40)

2 (100)
2 (100)
3(100)
1 (100)
3(100)
1(100)
1(100)
1(100)
1(100)
1(100)

3HbA ¢ hemoglobin A ..
PHDL: high-density lipoprotein.

A meta-analysis was not conducted because the primary
objective of this systematic review was not to assess the
effectiveness of the interventions as a whole but rather, to
determine whether increased app user engagement was
associated with improvement in CVD health behavior change
and risk factor outcomes. In addition, the heterogeneity in study
designs and methods would have led to biasin ameta-analysis.
However, asasensitivity analysis, we assessed the relationship
between user engagement with a stand-al one app versus an app
plus other intervention components and weight, the most
frequently assessed CVD health outcome. Of the 7 studies that
assessed a stand-alone app [27,28,32-35,37], 4 assessed the
relationship between user engagement and weight [27,28,34,35].
Of these 4 studies, 3 (75%) found positive results [27,34,35].
Of the 17 studies that assessed an app plus other intervention
components, 9 assessed the relationship between user
engagement and weight [17,19-21,23-26,39]. Of these 9 studies,
6 (67%) found positiveresults. Thus, in this sensitivity analysis,
ahigher percentage of studies assessing the rel ationship between
user engagement with a stand-alone app and weight found
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positive results. However, the number of studies assessing a
stand-alone app that also examined the relationship between
user engagement and weight was small.

Discussion

Principal Findings

We found 24 studies that met the dligibility criteria for this
systematic review. This systematic review revealed that
increased user engagement with a smartphone app, measured
by general usage or self-monitoring entries or both, for the
prevention and management of CVD may be associated with a
reduction in weight (9/13 studies with positive findings) and
BMI (3/4 studies with positive findings). Although only afew
studies assessed the rel ationship between user engagement with
a smartphone app and body fat percentage (1/2 studies with
positivefindings), waist circumference (2/3 studieswith positive
findings), and objectively measured PA (3/5 studies with
positive findings), the findings were generally positive.
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However, although only afew studies assessed the relationship
between user engagement with a smartphone app and dietary
(2 studies) and diabetes self-care behaviors (1 study), theresults
were all negative. Among the 5 studies that assessed the
relationship between user engagement with a smartphone app
and HbA ., theresultswere promising (3/5 studieswith positive
findings). The 3 studies that assessed the relationship between
user engagement with a smartphone app and the remaining
biomarkers were largely statistically nonsignificant.

There are multiple explanationsfor why higher user engagement
was associated with greater weight loss but not with reduction
in biomarkers, such as blood pressure, total cholesterol, and
triglycerides. First, the 3 studies that looked at these outcomes
were likely underpowered to detect a significant relationship.
In fact, Mattila et a [20] conducted post hoc analyses
demonstrating that they were underpowered to detect significant
associ ations between user engagement and changein SBP, DBP,
total cholesterol, and triglycerides, although they were
adequately powered to detect significant associations between
user engagement and change in weight, BMI, waist
circumference, and body fat percentage. The study by Hartin
et al [18] was only powered to detect a medium effect size of
0.50 difference between the 2 treatment groups on SBP, DBP,
total cholesterol, and triglycerides. The study by Oh et al [21]
was powered to detect a 1.81 kg difference in weight between
the 2 treatment groups, but they did not conduct power analyses
for the other biomarker outcomes.

Second, only one of these 3 studies [21] incorporated a
medication adherence component into the intervention. This
intervention incorporated telephone consultations with nurses,
exercise specialists, and clinical dietitians, which could include
discussion regarding medications, aswell as covering the costs
of medications as an incentive to partake in the study [21].
However, it is unclear how frequently medication adherence
was discussed as a part of these consultations. The other 2
studies did not include medication adherence components in
their intervention [18,20]. It is possible that the lifestyle
interventionsin these 3 studies, largely focused on diet and PA,
were not sufficient to significantly reduce these CVD
biomarkers. In the future, researchers should consider adding
education on CVD medications such as antihypertensives and
statins as well as medication adherence self-monitoring
capabilities into their mHealth interventions if they want to
impact CVD biomarkers.

Comparison With Prior Work

Few systematic reviews have been conducted in this area, with
most assessing the effectiveness of interventions on health
outcomes or strategies to promote user engagement with
mHealth interventions, as opposed to directly assessing the
relationship between user engagement with mHealth and CvVD
health behavior change and risk factor outcomes. Semper et al
[40] included 6 studiesin their systematic review assessing the
effectiveness of smartphone apps, which encourage dietary
self-regulatory strategies, for weight loss among overweight
and obese adults. This review demonstrated that participants
using the smartphone apps in al studies lost at least some
weight; however, when compared with other self-monitoring
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tools, there was no significant differencein the amount of weight
loss [40]. Semper et al [40] did not report on user engagement
with the apps. Although studies such as this have demonstrated
that self-monitoring may be associated with greater weight loss,
this does not provide a comprehensive picture of how user
engagement with smartphone apps is associated with health
behavior change and outcomes. Smartphone apps are capable
of incorporating multiple behavior change strategies, such as
goal setting, feedback, reminders, and social support features,
and simply assessing self-monitoring of health behaviors may
not be indicative of user engagement with the app as a whole.
Thus, in thisreview, we build upon prior research by assessing
user engagement with the app as a whole as well as individual
features such as self-monitoring.

Schoeppe et a [13] conducted a systematic review to evaluate
the efficacy of interventions that used smartphone apps to
improve diet, PA, and sedentary behavior. Of the 23 included
studiesamong adults, 17 demonstrated significant improvements
in PA (n=13), diet (n=6), weight (n=4), blood pressure (n=2),
sedentary behavior (n=1), fitness (n=1), and cholesterol (n=1)
[13]. Eleven of the studies included in this review reported app
usage to assess user engagement [13]. However, only 3 of these
studies examined the associ ation between app usage and changes
in behavior and health outcomes, cautiously demonstrating that
higher app usage was associated with improvementsin PA and
healthy eating [13]. The authors of this review recommended
that further work be conducted to examine the relationship
between user engagement and the outcomes of interest [13].
Thissystematic review fillsthisgap in theliterature by building
upon these findings and examining the relationship between
user engagement and additional behavior change and health
outcomes.

Another review assessed factors related to user engagement
with internet behavioral interventions across many chronic
health conditions, including type 2 diabetes, weight loss
maintenance, and CVD [41]. They found that the interventions
that adapted to individual needs, including record keeping,
personalized feedback, and accountability, were more engaging
[41]. In this systematic review, measures of user engagement
with asmartphone app, such as self-monitoring (record keeping),
were also frequently associated with improved risk factor
outcomes, including a reduction in weight and BMI. Another
systematic review of 14 RCTs looked at the effectiveness of
technology-based strategies (eg, offering digital health
intervention assistance) to promote engagement with digital
health interventions (web-based platforms paired with emails,
telephone calls, and texting) that targeted various health
behaviors and conditions [42]. The studies often reported
small-to-moderate effects of technology-based strategies on
engagement compared with no strategy [42]. Previous reviews
have focused on compiling strategies to promote user
engagement with mHealth interventions. Thissystematic review
builds upon previouswork by ng the relationship between
user engagement with smartphone apps and the actual CvVD
health behavior change or risk factor outcome.
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Limitations and Future Directions

The studies included in this review varied in how they
operationalized and analyzed user engagement with smartphone
apps, making it challenging to compare results across studies.
None of the studies used intrasesson measures of user
engagement with a smartphone app, limiting this review to
intersession measures. |ntersession measures provide a better
understanding of long-term user engagement with smartphone
apps, but intrasession measures could provide valuable insight
into how users engage within a single session. Researchers
should consider using both types of measures. In addition,
researchers should obtain both general usage and self-monitoring
intersession measures. General usage measures will make it
easier to compare results across studies, but self-monitoring
activities within the app can provide more insight into specific
i ntervention component use and whether engagement with them
is associated with better outcomes.

In addition, 33% (8/24) of the studies in this review did not
provide any indication of intended engagement with the
intervention. Among the 67% (16/24) of the studies that did
indicate how frequently participants were able to use certain
features, it was not aways clear whether participants were
explicitly told or prompted on how frequently to engage. In the
future, providing clear instructions for intended engagement
and then determining whether not meeting, meeting, or
exceeding intended engagement expectations are associated
with achieving the intended outcomes will facilitate
advancement in this field. Ultimately, seeking to determine
what is considered sufficient user engagement with the
intervention to achieve the intended outcomes (ie, effective
engagement), as opposed to the current standard, that more user
engagement is always better [8,10]. No studies have assessed
the subjective experience of user engagement with the
smartphone app, largely limiting this review to the behavioral
manifestations of user engagement with the smartphone app via
app analytics. This narrow focus on the behaviora aspects of
user engagement is reflective of the state of the science but is
not sufficient to assess the multidimensional concept of user
engagement. Future studies could consider using the User
Engagement Scale [43] or the eHealth Engagement Scale [44]
to assess the subjective experience of user engagement.

The majority of the assessed apps focused on weight
management. Additional studies are needed to assess user
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engagement with smartphone apps targeting
hypercholesterolemia, diabetes, and hypertension, other
important risk factors for CVD. In addition, most studies
recruited participants from the community setting. In the future,
more studies need to be conducted where participants are
recruited in the inpatient or outpatient setting, and the apps are
integrated with clinical care to determine whether this further
affects the relationship between user engagement with
smartphone apps and CVD health behavior change and risk
factor outcomes.

There are also limitations specific to the conduction of this
review, which should be taken into consideration. First, hand
searching was not conducted as part of the search strategy.
Second, only one author reviewed the titles and abstracts.
However, if there was any question of whether a study should
be included or excluded at this stage, it was progressed to
full-text review, at which point 2 authors assessed the potentially
eligible studies. Third, only one author extracted the data from
the included studies to populate the table and results. Finally,
it was outside the scope of the review to report on actual user
engagement outcomes; however, this may be important for
future reviews.

This systematic review also has many strengths. First, we
searched multiple databases starting from when smartphones
first became available. Second, 2 authorsindependently screened
the full-text articles. Third, 2 authors independently assessed
the quality of the included studies using a standardized
assessment tool. Fourth, we reported the study findings on the
relationship between both general usage and self-monitoring
measures and the outcome of interest. Fifth, we provided clear
delineation of the number of studies that had a positive or
negative finding for each outcome viaatable.

Conclusions

This systematic review found that user engagement with
smartphone apps may be associated with risk factor outcomes,
including reduction in weight and BMI, among adults using a
smartphone app for CV D prevention and management. To draw
stronger conclusions moving forward and to move toward the
concept of effective engagement, the mHealth community needs
to reach a consensus on how best to consistently operationalize
user engagement with smartphone apps across multiple
platforms and incorporate intended engagement with the
intervention into measurement approaches.
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Abstract

Background: Patientswith heart failure (HF) in skilled nursing facilities (SNFs) have 30-day hospital readmission rates as high
as 43%. A virtual cardiovascular care program, consisting of patient selection, initial televisit, postconsultation care planning,
and follow-up televisits, was developed and delivered by Heartbeat Health, Inc., a cardiovascular digital health company, to 11
SNFs (3510 beds) in New York. The impact of this program on the expected SNF 30-day HF readmission rate is unknown,
particularly in the COVID-19 era.

Objective: The aim of the study was to assess whether a virtual cardiovascular care program could reduce the 30-day hospital
readmission rate for patients with HF discharged to SNF relative to the expected rate for this popul ation.

Methods: We performed a retrospective case review of SNF patients who received a virtual cardiology consultation between
August 2020 and February 2021. Virtual cardiologists conducted 1 or more telemedicine visit via smartphone, tablet, or laptop
for cardiac patients identified by a SNF care team. Postconsult care plans were communicated to SNF clinical staff. Patients
included in this analysis had a preceding index admission for HF.

Results: We observed lower hospital readmission among patients who received 1 or more virtual consultations compared with
the expected readmission rate for both cardiac (3% vs 10%, respectively) and all-cause etiol ogies (18% vs 27%, respectively) in
a population of 3510 patients admitted to SNF. A total of 185/3510 patients (5.27%) received virtual cardiovascular care viathe
Heartbeat Health program, and 40 patients met study inclusion criteria and were analyzed, with 26 (65%) requiring 1 televisit
and 14 (35%) requiring more than 1. Cost savings associated with this reduction in readmissions are estimated to be as high as
US $860 per patient.

Conclusions: The investigation provides initial evidence for the potential effectiveness and efficiency of virtual and digitally
enabled virtual cardiovascular care on 30-day hospital readmissions. Further research is warranted to optimize the use of novel
virtual care programs to transform delivery of cardiovascular care to high-risk populations.

(JMIR Cardio 2021;5(1):€29101) do0i:10.2196/29101
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Introduction

Background

Heart failure (HF) is the leading cause of hospitalization and
readmission in the Medicare population [1]. Among the more
than 1.5 million residentswithin skilled nursing facilities (SNFs)
in the United States, 20%-37% carry adiagnosis of HF [2]. In
the current era, 1 in 4 older patients hospitalized with HF is
discharged to a SNF [3]. SNFsoperate on transfer agreement(s)
with 1 or more participating hospital sto provide skilled nursing,
medical care, and rehabilitation services for patients that are
injured, disabled, or sick [4].

HF readmission rates, while high at baseline, are even higher
within the SNF population. Although community HF
readmission rates average 22%, 30-day HF readmission rates
in the SNF setting range from 27% to 43% [3,5,6]. There is
great interest in reducing this “revolving door” phenomenon
within the growing SNF population, as patientsareliving longer
with greater disease severity and multiple comorbidities [4,7].
These readmissions also come at great expense to the health
care system, averaging over US $9000 for a typica HF
readmission [8].

Virtual visits have been identified as a potential solution to
provide access to health care populations at high risk for
readmission, such as those with HF. A pilot study conducted
by the Cleveland Clinic examined the feasibility and safety of
substituting in-person visits with virtual visitsfor patients with
HF transitioning from hospital to home [9]. The authors found
that there were no significant differences in hospital
readmissions, emergency room visits, or death between the 2
groups. The no-show rate with virtual visits also trended lower
than the rate for in-person visits[10].

The Impact and Resilience of Virtual Cardiovascular
Care

The COVID-19 pandemic propelled virtual careto center stage
in 2020 given the need to reduce exposure risk among both
health care workersand patients, particularly inthe SNFF setting.
For the first time ever, virtua visits surpassed in-person visits
in percentage of overal visit volume. Survey data reported that
virtual visits ballooned from 9% of patient interaction
prepandemic to 51% at its peak [11]. Although televisits

https://cardio.jmir.org/2021/1/€29101

declined in subsequent months, virtual care has had significant
staying power and will likely outlast the pandemic, as supported
by recent Centers for Medicare and Medicaid Services (CMS)
telehealth expansion [12]. In the 2021 Physician Fee Schedule,
CMS has expanded telehealth coverage, reducing frequency
limitations on tel ehealth servicesin nursing facilities, allowing
for morefrequent virtual visitsto occur should they beindicated
[13]. Further, the Federal Communications Commission has
announced additional funding to explore Connected Care Pilot
Programs [14].

There are often barriers to access to specialty cardiology care
when a patient isin the SNF setting, which may be reduced by
virtual care[9]. Virtual visits may eliminate overhead required
for anin-person visit from a SNF setting, such as preparing the
patient for transfer via ambulance or ambulette and receiving
them upon their return. In-person clinic visits may expose
already high-risk patients to infectious diseases, including
SARS-CoV-2 and typical seasonal illnesses such as influenza.
Given the susceptibility of SNF settings to outbreaks of
contagious illnesses, the elimination of unnecessary exposure
has the potential to benefit both residents and staff. Such visits
may not only reduce readmissions, but also reduce costly
emergency department visits that do not ultimately result in
admission. Potential benefits to virtual cardiology care in the
SNF setting are summarized in Table 1.

Despite concerns about physical examination limitations during
virtual care, developing data suggest that remote assessment of
jugular venous pressure may correlate with invasive right heart
catheterization measurements. In one study, bedside and remote
jugular venous pressure assessments were comparable and
significantly correlated with invasive measurements[15]. Other
modified maneuvers can be performed during a virtual
examination, such as an assessment for lower extremity edema.
To observe any edema, the provider may ask a patient by video
to show their legsand press on them, any indentation suggesting
pitting edema. If patients are in a SNF at the time of virtua
visit, staff nurses may assist patients with their examination,
hel ping them to overcome any barriers due to mobility. Further,
the ability for a staff member to assist a patient with a virtual
examination is invaluable given the existing disparities in the
telehealth space, particularly in the Medicare or Medicaid
population. These patientsmay have limited accessto computers
with an internet connection or smartphones [16].
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Table 1. Benefits of virtual cardiology care in the SNF? setting [9].

Friedman et al

Group

Potential benefits

e SNF patients

Increased access to timely care

Increased access to follow-up visits

Reduced disruption (ie, no transport)

Reduced exposure to infectious diseases (eg, flu, SARS-CoV-2)
Reduced emergency department visits or readmissions
Reduced time to optimize guideline-directed medical theory

Increase care delivery to high-risk population

Reduced disruption to clinic flow

Increased feasibility of frequent follow-up televisits

History can be supplemented by SNF nurse during televisit

Physical examination can be performed by a SNF nurse during televisit

Reduced disruption (ie, no transport)

«  Reduced exposure to infectious diseases (eg, flu, SARS-CoV-2) for al residents
«  Reduced reimbursable days lost to readmission

o Providers .
o  Skilled nursing facility .
o Payers .
o Health care system .

Reduced costs (readmission, transportation)

Reduced costs

«  Support research efforts

3SNF: skilled nursing facility.

Purpose

Recent paradigm shiftsin policies and attitudes toward virtual
care have opened the door for new methods of care delivery,
particularly in high-risk populations. While both specialty and
virtual care delivery have been points of interest for
posthospitalization populations, access challenges, including
technology literacy and familiarity, have prevented widespread
adoption of such approaches. Introduction of virtual
cardiovascular care into the SNF setting offers a compelling
opportunity to address these challenges. Given the increase in
complex, older patients living with HF transitioning from
hospitals to SNFs, this population may stand to benefit from
novel, digitally enabled care pathways.

The purpose of this study wasto assess the feasibility, efficacy,
and efficiency of virtual cardiovascular care delivery on a
population of patientswith apreceding index admission for HF
in a SNF setting. We hypothesized that avirtual cardiovascular
care program involving at least one virtual consultation would
reduce the 30-day readmission ratefor patientswith HF relative
to the expected rate for this population for reasons including
thefollowing: (1) direct communication of acare plan between
the patient and specialist, (2) specialist inference of gapsin the
patient’s medical history from the visit and chart review, and
(3) titration of pharmacotherapies. Relatedly, the introduction
of virtual care within the controlled and assisted environment
of a SNF could help to bridge the technology literacy and
familiarity dividethat isassociated with the study demographic,
in addition to saving costs attributed to prevented hospital
readmissions. This investigation precedes an expected larger
study of payer-referred postacute patients along with a future
randomized control trial targeting similar high cardiovascular
risk patients.

https://cardio.jmir.org/2021/1/€29101

Methods

Study Overview

This study represents an uncontrolled initial exploration
conducted over 7 months across a population of patients
receiving long-term care and subacute rehabilitationin 11 SNFs
and 3510 beds in the New York metropolitan area. A total of
185 patients were evaluated based on their referral by the SNF
staff. The SN care team identified patients with adiagnosis of
congestive HF and initiated program enrollment by scheduling
a virtual consultation (consult) with a cardiologist on the
Heartbeat Health software platform. Following enrollment and
participation in a virtual cardiovascular care program,
retrospective chart reviews were conducted across al study
participants and results were tabulated with a specific focus on
hospital readmissions and related outcome improvements and
estimated cost savings.

Virtual Cardiovascular Care Technology Platform

Virtual cardiovascular care was enabled by a software
technology platform provided by Heartbeat Hedlth, a digital
health company with a focus on virtual cardiovascular care
delivery. The platform consists of a software provider interface
and patient facilitator interface. The interfaces are linked by a
secure cloud-based infrastructure connecting the experiences.
Both of the experiences, provider and patient, can be delivered
over mobile, tablet, or laptop device viewports. The technology
allowsfor patient enrollment, patient or patient-assisted requests
for care, provider review of patient records, instantaneous virtual
video and voice visits, and ongoing patient—provider
coordination, among other capabilities. The platform can be
used in conjunction with electronic medical record of the SNF
or practice. The technology was deployed in a provider setting
with a group of cardiologists overseeing care and in a SNF
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setting with the clinical staff, including nurses and nurse
managers, assisting SNF patients in the delivery of care.

Virtual Cardiovascular Care Program

Virtual cardiovascular care was made availabl e to patientswith
avariety of cardiac conditions, though only patients with HF
wereincluded in this study. Aninitial online request for virtual
cardiovascular care was submitted to Heartbeat Health by a
representative from the SNF. Pertinent cardiac symptoms and
diagnoses were noted in the request alongside any additional
notable context. The first consult was scheduled within 1-2

Friedman et al

business days of this request. Consults were performed by a
remote cardiologist with a SNF nurse at the patient’s bedside.
Postconsult care plans were provided to the SNF clinical staff
for implementation. Some patients required additional consults
that were scheduled by the cardiologist as clinically indicated.
Consults were typically focused on symptom assessment,
volume management, and maximization of guideline-directed
medical therapy (GDMT). Heartbeat Health and the cardiology
consult team were not involved in the decision to send patients
to the hospital for readmission; SNF clinical teams made this
decision autonomously on an as-needed basis (Figure 1).

Figurel. A flowchart of the virtual cardiovascular care program for patients. HBH: Heartbeat Health; SNF: skilled nursing facility.

HBH consult with
cardiologist via
smartphone, tablet,
or laptop.

Cardiac patients
identified by SNF
care team and
enrolled.

—)

We performed a retrospective case review of cardiovascular
consultationsthat occurred between August 2020 and February
2021. Data were deidentified and aggregated for analysis.
Inclusion criteriaincluded an index hospitalization for HF, either
HF with reduced gjection fraction (HFrEF) or HF with preserved
gjection fraction (HFpEF), aniinitial virtual consultation within
30 days of arrival to the SNF, and not receiving a comfort care
protocol. Patients who were discharged home from the SNF

B

Additional

Postconsult care ielevisiis a8

plans given to SNF  |—{ clinié’lilil
clinical staff. N )
indicated.

setting within 30 days of arrival were considered lost to
follow-up, as patient readmission status was determined using
SNF data after 30 days from the date of admission.

In apopulation of 3510 SNF beds, 185 patientsreceived virtual
cardiology care viathe Heartbeat Health program. A total of 45
patients met inclusion criteria, of which 40 were analyzed and
5 were lost to follow-up, as they were discharged from SNF to
home within 30 days of their hospitalization (Figure 2).

Figure 2. Patient flow through the analysis. CHF: congestive heart failure, SNF: skilled nursing facility.

n=185
» Diagnosis of CHF
* Discharged to SNF Posthospitalization

v

n=140

Excluded

* Index admission not due to CHF

* Consultation occurred more than 30 days after SNF arrival
+ * Receiving comfort care protocol

n=45
» Enrolled in virtual cardiology program

e 4

n=5
Lost to Follow-Up
* Discharged home within 30 days of SNF arrival

n=40
* Analyzed

Statistical Analysis

All analyses were conducted using R (version 4.0.3; R
Foundation for Statistical Analysis). Participant baseline
characteristics are presented as percentages or means (SD). A
retrospective analysis was conducted comparing readmission
status among participants. Percentages or means (SE) were

https://cardio.jmir.org/2021/1/€29101

RenderX

computed across readmission status. P values for difference
among readmission status were obtained from Fisher exact test
or analysis of variance tests. Hedges g (a corrected version of
Cohen d for smaller sample sizes) and 95% Clswere computed
to assess effect size for continuous risk factors. Lastly, odds
ratios and 95% Cl s across readmission status are presented for
categorical risk factors.
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Results

At baseline, patients were on average 80.5 (SD 10.4) yearsold,
50% (20/40) were female, 65% (26/40) White, 28% (11/40)
Black, 5% (2/40) Hispanic, and 3% (1/40) Asian (Table 2). In
accordance with recent literature, race should be viewed as a
proxy metric for social, environmental, and structural factors
rather than as a biological risk factor [17]. Baseline
comorbiditiesweretypical of an older SNF population with HF

https://cardio.jmir.org/2021/1/€29101

RenderX
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and included coronary artery disease (17/40, 43%), hypertension
(38/40, 95%), diabetes (10/40, 25%), and a history of stroke
(4/40, 10%). Mean gjection fraction was 41.6% (SD 17.9), with
approximately 40% (16/40) of patients having HFpEF, 53%
(21/40) having HFrEF, and the remaining 8% (3/40) having
unspecified HF. Patients in New York Heart Association
(NYHA) Class Il or Class Il were classified together and
represented 93% (37/40) of patients. No patients were NYHA
Class |, and 8% (3/40) were NYHA Class V.
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Table 2. Baseline characteristics.

Characteristic Values (N=40)

Age (years), mean (SD) 80.5 (10.4)

Ejection fraction (%), mean (SD) 41.6 (17.9)

Systolic blood pressure (mmHg), mean (SD) 1275 (19.4)

Diastolic blood pressure (mmHg), mean (SD) 67.7 (9.6)

Sex, n (%)

Male 20 (50)

Female 20 (50)
Race, n (%)

Black 11 (28)

Hispanic 2(5)

Asian 13

White 26 (65)
HF?type, n (%)

HF with reduced ejection fraction 21 (53)

HF with preserved gjection fraction 16 (40)

Unknown 3(8)
Coronary artery disease, n (%) 17 (43)
Stroke, n (%) 4(10)
Hypertension, n (%) 38 (95)
Diabetes, n (%) 10 (25)
Chronic kidney disease, n (%) 15 (38)
Serum creatinine, mean (SD) 164(1)
Chronic obstructive pulmonary disease, n (%) 5(13)

New York Heart Association Class, n (%)

[ 0(0)

-1 37(93)

\Y 3(8)
ACEIP, ARBS, or ARNIY, n (%) 11(29)
Beta blocker, n (%) 28 (70)
Loop diuretic, n (%) 36 (90)
Aldosterone inhibitor, n (%) 7(18)
Intravenous inotrope, n (%) 3(8)

8HF: heart failure.

bACEI: angiotensin-converting enzyme inhibitor.
CARB: angiotensin receptor blocker.

9ARNI: angiotensin receptor-neprilysin inhibitor.

Of the 40 patients analyzed, 1 patient (3%) was readmitted for
a cardiac cause, as compared with the usual care readmission
rate of 10% for this population (Figure 3) [18]. Seven patients
(18%) had all-cause readmissions (inclusive of the 1 cardiac
readmission), as compared with the usual carereadmission rate
of 27% for this population [3].

https://cardio.jmir.org/2021/1/€29101
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A total of 26/40 patients (65%) required only 1 virtua
consultation, whereas 14/40 (35%) required more than 1
consultation as requested by SNF medical staff or cardiology
discretion (Figure 4). One patient required 7 consults during
the 30-day period. Additional consults were most commonly
called for volume management followed by blood pressure
control.
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Retrospective associations between readmission status and
patient characteristics are shown in Table 3. Significant
differenceswere found between those readmitted and those not
readmitted with respect to age (P=.04), race (P=.04), and number
of consults (P=.006). Mean age (SE) among those readmitted
was significantly lower compared with those who were not
readmitted (73 [4.3] vs 82 [1.7], P=.04). Readmission status
also significantly differed by race (P=.04). Specifically, when
comparing readmission status among Black and White patients,

Figure 3. Readmission rate by cause[3,15].

B Virtual Care

50%

40%

30%

20%

10%

30-Day Readmission Rate

0%

All-Cause
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the odds of readmission among the former was 9.21 times the
odds of readmission among the latter (P=.01, 95% ClI
1.17-119.50). L astly, the mean number of consults among those
readmitted was significantly higher compared with those who
were not readmitted (P=.01).

Of the patients readmitted, the majority were diagnosed with
HFrEF (5/7, 71%) and had at least two consults (5/7, 71%),
though each patient had a unique reason for readmission (Table
4).

B Usual Care

Cardiac

Readmission Category
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Figure 4. Number of virtual consults per patient.
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Table 3. Retrospective associations between hospital readmission and characteristics of participants (n=40).

Characteristic Not readmitted (n=33) Readmitted (n=7) Pvalue  Hedgesgor oddsratio
(95% CI)2P
Age (in years), mean (SE) 82.0(1.7) 73.4 (4.3) .04 0.84 (0to 1.68)
Ejection fraction (in %), mean (SE) 429 (3.4) 36.4 (6.8) .40 _¢c
Systolic blood pressure (in mmHg), mean (SE) 129.3 (3.4) 119.1(6.7) 21 —
Diastolic blood pressure (in mmHg), mean (SE) 68.2 (1.7) 65.0 (3.2) 42 —
Number of consults, mean (SE) 1.33(0.11) 2.57 (0.78) .006 -1.2 (-2.06 to -0.34)
Days until first consult, mean (SE) 10.00 (1.4) 5.29 (1.44) A5 —
Number of comorbidities, mean (SE) 2.18(0.17) 243 (0.57) .58 —
Number of HF%-related medication classes, mean (SB) 312(0.17) 3.14(0.26) 95 -
Race (All), n (%) .04 —
White 24(73) 2(29)
Black 6 (18) 5(71)
Hispanic 2(6) 0(0)
Asian 1(3) 0(0)
Race (White and Black only), n (%) .01 9.21 (1.17 to 119.50)
White 24 (80) 2(29)
Black 6 (20) 5(71)
Sex, n (%) >.99 —
Female 17 (52) 3(43)
Male 16 (48) 4(57)
Typeof HF, n (%) .82 —
Unknown 3(9) 0(0)
HF with preserved gjection fraction 14 (42) 2(29)
HF with reduced ejection fraction 16 (48) 5(71)
Chronic kidney disease, n (%) 11(33) 4 (57) .39 —
Chronic obstructive pulmonary disease, n (%) 4(12) 1(14) >.99 —
Diabetes mellitus, n (%) 9(27) 1(14) .65 —
Hypertension, n (%) 32(97) 6 (86) 32 —
Coronary artery disease, n (%) 13(39) 4 (57) 43 —
Stroke, n (%) 3(9 1(14) .55 —
ACEI®, ARB', or ARNIY, n (%) 11(33) 0(0) 15 -
Beta blocker, n (%) 25 (76) 3(43) .16 —
Loop diuretic, n (%) 29 (88) 7 (100) >.99 —
Aldosterone receptor antagonist, n (%) 4(12) 3(43) .08 —
Intravenous inotrope, n (%) 1(3) 2(29) .07 —

@Unpaired t tests and Hedges g test were performed for continuous outcomes along with 95% Cl.
BFisher exact test and odds ratios were performed for categorical variables along with 95% ClI.
€ Not available

9HF: heart failure.

€ACEI: angiotensin-converting enzyme inhibitor.

'ARB: angiotensin receptor blocker.

9ARNI: angiotensin receptor-neprilysin inhibitor.
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Table 4. Characteristics of patients readmitted within 30 days.

Friedman et al

Readmission category Readmission reason Daysin skilled nursing facility before readmission, n  Total consults, n
Cardiac Volume overload 15 2
Noncardiac Pneumonia (unspecified) 11 1
Noncardiac Pneumonia (COVID-19) 7 2
Noncardiac Fever, hypoxia 22 2
Noncardiac Pleural effusion 30 3
Noncardiac Acute kidney injury 20 7
Noncardiac Mechanical fall 26 1
Discussion There were some notable differences in characteristics of

Principal Findings

The results of this study suggest that patients with HF who are
discharged to SNFs and receive at least one virtual cardiology
consultation within 30 days may have lower cardiac-related and
all-cause 30-day readmission rates than the expected rates for
this population.

There may be several reasons for the reduction in cardiac
readmissions as evidenced by clinical literature exploring
cardiovascular care in SNF settings. There may be a lack of
familiarity among SNF clinical teams with current HF
guidelines, which are complex and regularly evolving [5,19].
HF care plans are synthesized from data surrounding most recent
left ventricular function assessment, weight trends, and
parameters for uptitration of GDMT. However, measurement
of weight may be a particular barrier as many SNFs have a
standard protocol to weigh patientsweekly, which isdiscordant
with the daily weight trending required for many patients with
HF [20]. Further, regular SNF diets may be high in sodium
(>2000 mg per day), which can add to sodium retention if an
order for a low-sodium diet is not clear [5]. SNFs may have
limited cardiac records accessible to them upon transfer. While
admission documentation may typically include physical and
social information pertinent to rehabilitation, HF details and
guidance on management may be scant or absent [5].

Specialty cardiologist supervision, delivered virtualy, can
provide a backstop of care to support HF protocols in SNF
settings. The most obvious benefit of such supervision relates
to the increase in access of patients to a care specialty at the
time of need. Often, cardiovascular care in the SNF setting is
delayed beyond advisabletimeframes, resulting in lessdesirable
outcomes and even heightened readmission risk. Thisguidance,
critical for a successful transition of care, can be provided
through a virtual cardiology consultation when otherwise
unavailable from transfer documents. Access to a cardiol ogist
who iswell-versed with the necessity for uptitration of GDMT,
as well as volume management, is irreplaceable in high-risk
patients. Although most patients in this study only required 1
virtual consultation, repeat visits, often needed for GDMT
titration, were made significantly more feasible given their
virtual nature. The frequent touchpoints may have been a
contributing factor to the reduced readmission rate observed in
thisanalysis.

https://cardio.jmir.org/2021/1/€29101

patients that were readmitted to the hospital compared with
those who were not. There were significantly more consultations
performed on patients who were readmitted, which may be
indicative of the level of acuity among these patients. While
the additional visits may result in aslightly higher cost of care
for these patients, the approach is compatible with GDMT and
holds further outcome and cost benefits to HF population
management through a reduction in readmissions. There were
no significant differencesin readmissions between patientswith
HFrEF and those with HFpEF, which is consistent with prior
studies that have found similar rates of readmission between
both HFrEF and HFpEF [21]. Comorbidities were also similar
between those readmitted and those who were not. In terms of
medical therapy, patients on intravenous inotropes trended
toward readmission, though it did not reach dtatistical
significance.

Notably, there was a significant difference between White and
Black patients, with Black patients significantly more likely to
be readmitted (odds ratio 9.21, 95% Cl 1.17-119.50). This
disparity has been identified in previous research examining
HF readmissionsin alarge municipa health system, with Black
patients having ahigher oddsratio for 90-day readmissionsthan
White patients (odds ratio 1.21, 95% CI 1.01-1.47) [22]. Given
the known racial disparities in health care, particularly those
facing the Black community, more research should be performed
to identify the role for virtual care in actively closing existing
care gaps and combating institutional racism [17].

Limitations

This study presents an initial investigation into the relationship
between virtual cardiovascular care delivery in SNF settings
and overall readmissions, and subsequent work will address
several known limitationsto these findings. First, we compared
our readmission rates with the expected readmission rates for
the greater SNF population rather than baseline readmission
datafrom the specific nursing facilities evaluated, which would
have been preferred asacomparison. Second, patientswho were
discharged from the SNF within their 30-day readmission
window were lost to follow-up. Because we were unable to
capture readmission data from this group, we excluded them
from analysis, introducing sel ection bias. Although adischarge
to aprivate homeislikely afavorable prognostic indicator, the
30-day readmission status of these patients who underwent the
virtual cardiology program remains unknown. Third, the strength
of this study was limited by its small sample size. In the future,
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we hope to replicate this study as a randomized control trial
with a larger population of SNF patients, which will address
several limitations including selection bias, confounding,
generalizability, and consistency.

Efficiency Gainsof Virtual Cardiovascular Care

There are significant implications to consider with regard to
cost and time when one replaces an ambulatory in-person visit
from a SNF with a virtual one. Based on current CMS
transitional care guidelines, an in-person visit isrequired within
the first 7-14 calendar days of discharge (CPT 99495) [23].
Traditional in-person appointments come at great expense to
the long-term care facility and, in turn, the health care system.
In-person visits come with direct costs (eg, ambulance- or

Friedman et al

ambul ette-based transportation service, accompanying transport
staff) and indirect costs (eg, time spent by nurses to prepare a
patient for transfer). The average scheduled visit in this study
was 15 minutesin length with no necessary transportation cost.
Inthetraditional setting, the ambulancetrip from an in-network
transport firm averages about US $400 (thus US $800 rounditrip),
and the visit itself represents some US $200 in cost, for atotal
of US$1000. Thisis5 times more than when an in-person visit
is subgtituted virtually [24,25]. Readmission is the most
expensive avoidable outcome, with an average cost of US $9051
per HF readmission [8]. The decreased all-cause readmission
rate of 17.5% for the virtual care group in this study represents
an average expected cost reduction of US $860 per patient
(Table 5).

Table 5. Readmission rates of patients with heart failure from skilled nursing facility with virtual cardiology program versus usual care [3,8,18].2

Readmissions impacts All cause (30 days) Cardiac (30 days)

Usual care Virtual care Usual care Virtual care
Skilled nursing facility heart failure readmission rate, % 27 175 10 25
Expected readmission cost per patient (US $) 2444 1584 905 226
Expected readmission savings per patient (US $) N/AP 860 N/A 679

8Data surrounding average congestive heart failure readmission costs specifically due to cardiac etiologies were unavailable and thus assumed to be

comparable with those of al-cause etiologies.
BN/A: Not applicable.

The Opportunitiesfor Virtual Cardiovascular Care

Virtual cardiovascular care is still in a nascent state and
opportunitiesfor its extension are numerous. The program could
be expanded to include additional visits as needed from a
generalist, with more of a focus on reducing all-cause
readmissions. Further, morerigid protocol s could be established
for repeat virtual consults, with patients clinically stratified
based on their readmission risk; higher-risk stratificationswould
warrant more frequent virtual consults as supported by GDMT
protocols.

Future programs could enforce an initial cardiology consult
within 7 days of SNF arrival. In this study, initial consults
occurred on average 9 days after SNF arrival. Early
postdischarge follow-up for patientsis strongly associated with
lower 30-day readmission. For instance, observational data
examining administrative clams from hospitals of
fee-for-service Medicare beneficiariesfound that hospitalswhich
had the lowest percentage of 1-week postdischarge follow-up
rates after HF admissions had the highest 30-day readmission
rates [26]. Another study investigated the postdischarge
follow-up characteristics associated with 30-day readmission
in patientswith HF [27]. Researchersfound that 50% of patients
had clinical contact within 7 days (84% of the contacts were

Acknowledgments

done via in-person clinic visit versus 16% telephone calls).
Patientswho were followed up within 7 days postdischarge had
a19% lower adjusted odds ratio of readmission.

While televisits appear beneficia in the SNF setting, virtual
care resources may aso bring valuable structure to the home
setting upon discharge, particularly in patients with HF.
Weintraub et a [28] demonstrated that pairing remote patient
monitoring (measuring heart rate, blood pressure, and weight)
with an HF disease management program resulted in lower HF
hospitalizations when compared with standard care.

Conclusions

The implementation of a virtual cardiovascular care program
represents a promising way to reduce readmission rates in
patients with HF in the SNF setting. Our findings and the
discussion above should serve as a call to action for more
research efforts examining postdischarge HF workflows within
the virtual care space, particularly to challenge in-person
requirementsfor transitional care management. Further research
is warranted to determine how virtual care programs may not
only provide additive benefit to existing care modalities, but
also transform how careisdelivered to improve outcomes, cost
efficiency, and the overall care experience.
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Abstract

Background: Virtual care has historically faced barriers to widespread adoption. However, the COVID-19 pandemic has
necessitated the rapid adoption and expansion of virtual care technologies. Although the intense and prolonged nature of the
COVID-19 pandemic has renewed people'sinterest in health systems resilience, which includes how services adapt or transform
in response to shocks, evidence regarding the role of virtual care technologiesin health systems resilience is scarce.

Objective: At Toronto General Hospital in Ontario, Canada, the rapid virtualization of cardiac care began on March 9, 2020,
as a response to the pandemic. The objective of this study was to understand peopl€e's experiences with and the barriers and
facilitators of the rapid virtualization and expansion of cardiac care resulting from the pandemic.

Methods: A single-case study was conducted with 3 embedded units of analysis. Patients, clinicians, and staff were recruited
purposively from an existing mobile, phone-based telemonitoring program at aheart function clinicin Toronto, Canada. Individual,
semistructured phone interviews were conducted by two researchers and transcribed verbatim. An inductive thematic analysis at
the semantic level was used to analyze transcripts and devel op themes.

Results: A total of 29 participants were interviewed, including patients (n=16), clinicians (n=9), and staff (n=4). The following
five themes were identified: (1) patient safety as a catalyst for virtual care adoption; (2) piecemeal virtual care solutions; (3)
confronting new roles and workloads; (4) missing piecesin virtual care; and (5) the inequity paradox. The motivation to protect
patient safety and a piecemeal approach to virtual care adoption facilitated the absorptive and adaptive resilience of cardiac care
during the COVID-19 pandemic. However, ad hoc changes to clinic roles and workflows, challenges in building relationships
through remote methods, and widened inequities were barriers that threatened virtual care sustainment.

Conclusions: We contend that sustaining virtual care hinges upon transformative actions (rather than adaptive actions) that
strengthen health systems so that they can face the dynamic and emergent challenges associated with COVID-19 and other shocks.
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Based on the barriers and facilitators we identified, we present the lessons we learned and recommend transformations for
sustaining virtual care during and beyond the COVID-19 pandemic.

(JMIR Cardio 2021;5(1):€25277) doi:10.2196/25277

KEYWORDS

telemedicine; telehealth; digital health; digital medicine; COVID-19; coronavirus, SARS-CoV-2; public health; surveillance;
outbreak; pandemic; infectious disease; cardiology; patient; organizational innovation; organizational objectives; global health;

resilience

Introduction

Virtual Care Adoption During the COVID-19
Pandemic

Virtual care haslong faced aperplexing paradox; despite having
enormous promise, the incidence of widespread adoption has
remained sparse [1]. However, amid the global COVID-19
pandemic, health systems have rapidly adopted and expanded
virtual care technologies at an unprecedented scale and pace
[2,3]. Virtual carerefersto “any interaction occurring remotely
between patients and/or members of their circle of care, through
any form of communication or information technology with the
aim of facilitating or maximizing the quality and effectiveness
of patient care” [4]. Such interactions may be synchronous or
asynchronous and can be mediated through a variety of
technologies, including video consultations, telemonitoring,
and electronic medical records (EMRs). These technologies
have played a pivotal role in facilitating access to health care
during the pandemic [5], especialy for patients with chronic
illnesseswho are at higher risk of severeillnessfrom COVID-19
[6,7]. As nations plan for the provision of future health care
services, what remains in question is. how can rapidly
virtualized health care services be effectively sustained?

Health Systems Resilience

Inherent to both the response to COVID-19 and virtual care
adoption is complexity, in that both are fraught with
nonlinearity, unpredictability, and interdependencies [8,9]. In
theface of acute or chronic[10,11] stressorsor challenges (also
known as “shocks’) [12], an imperative for health systems is
to be resilient [13]. Health systems resilience is commonly
characterized as*the capacity of health actors, institutions, and
populations to prepare for and effectively respond to crises,
maintain core functions when a crisis hits; and, informed by
lessonsthat arelearned during the crisis, reorganizeif conditions
requireit” [14]. Of importance is not only the ability to return
to equilibrium after experiencing shocks but also the ability to
create anew equilibrium, especially when shocks are persistent
and intense. Blanchet et a [15] describe resilience processes as
absorptive, adaptive, and transformative. With suitable
preparation, health systems may absorb some shocks without
considerable changes in the amount or allocation of resources.
Greater demands however require systemsto adapt policiesand
workflows and reall ocate resources. As demands on the system
increasein intensity or duration, systems may need to transform
by fundamentally changing the services or procedures they
offer.

https://cardio.jmir.org/2021/1/e25277

Asthe global COVID-19 pandemic shifts from an acute shock
to a chronic shock, health systems will need to demonstrate
continued resilience. With the need to deliver health care
remotely during the COVID-19 pandemic, adopting and
sustaining virtual care may constitute important components of
health system resilience. Although virtual care adoption has
been a prominent subject of research [16-19] that has largely
been enabled by theories such as the Unified Theory of
Acceptance and Use of Technology (UTAUT) [20], such
theories often neglect the broader context in which virtual care
adoption occurs[21,22], thereby limiting their ability to capture
the novel phenomenon of virtual care adoption during the
COVID-19 pandemic. Therefore, itisequally important to align
evaluations of virtual care adoption with health system priorities,
such as resilience, to complement the existing literature on
virtual care adoption. Yet, few studies emerging from the
evolving literature on COVID-19 have discussed virtualization
efforts from this perspective.

To facilitate learning from the initial phase of the pandemic
[13], the objective of this paper wasto report patient, clinician,
and staff experienceswith the virtualization of cardiac care, and
the perceived sustainability of thevirtual care model during and
after the pandemic. The research question was asfollows: what
were the experiences, barriers, and facilitators related to the
rapid virtualization of cardiac care during the COVID-19
pandemic?

Methods

Setting

The Peter Munk Cardiac Centre Heart Function Clinic at
Toronto General Hospital in Ontario, Canada began a marked
expansion of virtual care delivery on March 9, 2020. This
occurred 2 days before the World Health Organization
announced the COVID-19 global pandemic[23]. Between April
and September 2020, 1113 scheduled in-person visits were
converted to virtual visits by the Ontario Telemedicine Network
(n=134, 12%) or by phone (n=979, 88%). Clinicians affiliated
with the clinic also had remote access to the hospital’s EMRS,
which centralizes documentation and decisions related to the
patient’s care. Clinicians also had the option to enroll patients
in the Medly program—a mobile phone-based telemonitoring
program for patients with heart failure. The program uses a
rules-based agorithm [24] that delivers tailored self-care
messages to patients and clinical decision support based on the
daily input of weight, blood pressure, heart rate, and symptom
data. The program, which is described elsewhere [25], was
designed to support patients self-management and promptly
identify symptom deterioration between regularly scheduled
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in-person visits. The program became part of standard carein
2016. Clinica alerts were largely managed by a Medly
coordinator (aregistered nurse within the Heart Function Clinic),
and a ertswere escal ated to cardiol ogists asrequired. To support
the clinic’'s rapid virtualization, two nurses from another
cardiology department within the hospital were assigned to the
Medly team on apart-time and temporary basis. No limitswere
established for the duration of enrollment in the Medly program.
Most patients in the Medly program use their existing devices
(phone, weight scale, and blood pressure monitor); however,
equipment is made available to patients who do not have the
means to supply their own devices.

Study Design

Thisstudy used asingle-case study design, with the case defined
asthe Heart Function Clinic [26]. In total, 3 embedded units of
analysis—the use of virtual care by patients, clinicians, and
operational staff—were selected to understand people's
experiences with and the barriers and facilitators of the rapid
virtualization of cardiac care. This was a qualitative study that
focused on semistructured interviews with the three participant
groups.

Recruitment of Participants

Patients, clinicians, and operational staff were recruited as part
of an existing quality improvement study of the Medly
telemonitoring program (University Health Network Research
Ethics Board 16-5789 and University of Toronto Research
Ethics Board 39449). All 12 clinical staff and 4 operational staff
members from the telemonitoring program were invited to
participate. Potential patient participants were identified based
on demographic characteristics collected from a self-report
guestionnaire that was used for the Medly quality improvement
study. Efforts were made to recruit participants across a range
of demographic characteristics, including age, sex, thelocation
of residence (urban, suburban, or rural), ethnicity, income, and
comfort with technology. Eligible patients were those enrolled
inthe Medly telemonitoring program who could speak English.

Data Collection and Analysis

Interview guides consisting of semistructured, open-ended
guestions were developed based on the Benefits Evaluation
Framework [27]. Separate interview guides were developed and
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tailored to patients, clinicians (nurses and cardiologists), and
operational staff. To accommodate physical distancing measures,
in-depth, semistructured interviews were conducted over the
phone by two authors experienced in qualitative research (AS
and SW). Phone interviews were conducted between May 4,
2020, and June 18, 2020, and lasted approximately 30 minutes.
Participants were asked to comment on their experiences with
managing heart failure as well as their experiences with using
virtual care technologies during the COVID-19 pandemic
(including but not limited to virtual consultations and
telemonitoring). All interviews were digitally recorded and
professionally transcribed verbatim for analysis.

An inductive thematic analysis was conducted at the semantic
level according to the iterative, 6-phase approach outlined by
Braun and Clarke [28]. Three authorswereinvolved in the data
analysis process (MG, AS, and SW). To improve the
trustworthiness of the analysis, all authors engaged in both
procedural and analytical memoing throughout the research
process[29]. Transcripts and analytic memoswere entered into
NVivo 12 (QSR International) [30] which was used as an
organizational tool to collate the data and facilitate coding (eg,
creating, sorting, reordering, and merging codes). One author
(MG) independently analyzed all interview transcripts to gain
a holistic perspective on all of the collected data. In parallel,
two authors independently analyzed either patient (AS) or
clinician and staff (SW) transcripts. Authors initially met to
compare and discuss codes for each participant group. At this
stage, codes were clustered into categories to identify
predominant themes for each participant group. After a series
of 4 analytic discussions, the research team collectively
developed 5 themes. The final set of themes was reviewed for
internal coherence, consistency, and distinctiveness by the wider
research team [28,31].

Results

Participants’ Characteristics

A total of 29 participants were interviewed, including 16
patients, 5 cardiol ogists, 4 Medly nurse coordinators (including
new, temporary nurses), and 4 operationa staff members. The
characteristics of interviewed patients are presented in Table 1.
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Table 1. Characteristics of patient interview participants (N=16).
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Characteristic

Value

Age (years), mean (SD; range)
Sex, n
Male
Female
Ethnicity, n
White
Black
Filipino
South Asian
Southeast Asian
Not declared
Place of birth, n
Canada
Other
Not declared
Highest education achieved, n
High school
Trade or technical training
College or university
Postgraduate
Not declared
Rurality, n
Urban
Suburban
Rural
Not declared
Living arrangement,
Living with family or partner
Living aone
Not declared
Income (CAN $[US$]), n
<15,000 (<11,998.80)
15,000-49,999 (11,998.80-39,995.30)
50,000-74,999 (39,996.10-59,993.40)
>75,000 (<59,994.20)
Not declared
Comfort with technology, n
Very comfortable
Somewhat comfortable
Comfortable
Not comfortable

Not declared

54.5 (SD 19.9; 23-78)

N N e

12

k00 &~ DN

B w o A

13

[N

N PO W A

a N B~ N W
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Interview Findings

The following five themes were identified in the analysis of
interview data: (1) patient safety as a catalyst for virtual care
adoption; (2) piecemeal virtual care solutions; (3) confronting
new roles and workloads; (4) missing piecesinvirtual care; and
(5) the inequity paradox.

Patient Safety as a Catalyst for Virtual Care Adoption

As fears related to COVID-19 heightened and widespread
physical distancing measures were established, patients and
clinicians questioned the safety of the hospital environment.
Patients and clinicianswere acutely aware that individual swith
pre-existing conditions were at an increased risk of developing
a severe illness resulting from COVID-19 contraction.
Maintaining patient safety through hospital avoidance wasthus
akey motivation for patients and clinicians to reassess therole
of virtual carein heart failure management. Virtual care wasno
longer seen as an option for complementing in-person care but
rather as the sole care option for many patients in nonurgent
circumstances. For example, a patient said:

...[going to the hospital] could be a little bit worse
knowing my situation and maybe | could get close to
someone and get this COVID, and maybe it could
even be the opposite. So that’s why as much as I'm
[wanting] to see the doctor, | wanted to stay away
also. [Patient 1]

A clinician also stated:

...in large part, because we don't want patients
unnecessarily exposed to potential COVID, we have
moved to a virtual care environment to improve the
safety of patients. [Clinician 9]
When newly adopting virtual care technologies or expanding
their use of virtual care, patients and clinicians weighed the
perceived benefits of virtual care against its burden. For many,
maintaining patient safety by facilitating hospital avoidance
presented anew benefit to virtual care that outweighed previous
reservations. For example, enrolling patients in the Medly
program comforted clinicians when postponing clinic visitsfor
stable patients, asthey knew that symptom deterioration would
beidentified early. Thiswas doneto increase clinician capacity
and ensure that their attention could be focused on treating the
most at-risk patients and planning service restructuring processes
at the peak of the pandemic’sfirst wave. One clinician stated:

“...with the volume of patients that we're now seeing

virtually—right at the beginning it was very helpful

to onboard some of my sickest patients and then |

knew at least they were being tracked by

[telemonitoring] ” [Clinician 8]
Although new benefits to virtual care emerged during the
COVID-19 pandemic, these did not sufficiently outweigh the
burden for a small minority of interviewed patients. For these
patients, the personal benefits of virtual care were unclear and
thus did not justify the new work involved, even when the
monetary costs of participation were covered by the health care
system (ie, equipment provided by the program). For example,
apatient stated:

https://cardio.jmir.org/2021/1/e25277
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..it doesn't cost me anything...but it just is not
beneficial to keep doing [telemonitoring]...I'm not
the type of person that wants to measure
everything—check my weight, and check this, and
check that every single day. You know it diminishes
the quality of life if you have to subject yourself to
this sort of regimentation. [Patient 2]

Piecemeal Virtual Care Solutions

To accommaodate physical distancing restrictions and the need
to work from home, clinic appointments were cancelled,
deferred to alater date, or changed to virtual visit appointments.
Multiple virtual care technologies, including existing and new
technologies, dedicated technologies (eg, EMRs and
telemonitoring systems), and general -purpose technologies (eg,
phone calls and FaceTime; implemented after obtaining
consent), were rapidly deployed using a piecemeal approach to
facilitate virtual visits. A clinician said:

..we'd had a good experience of [telemonitoring]

already, so it was kind of a no-brainer to try and

onboard as many patients as would be appropriate

to the[telemonitoring] platform, and follow themthat

way, in conjunction with the tel ephone follow-ups or

Ontario Telehealth visits to try and keep them

physically out of the hospital. [Clinician 2]
The adoption of multiplevirtual caretechnologiesby clinicians
allowed many patients to newly engage with or expand their
use of virtualized care. Using multiplevirtual caretechnologies
to connect with the health care system was perceived as positive
by patients, asthey thought that using such technologieswould
help them overcome the limitations of each virtual care
technology. For instance, data collected through the Medly
system, which was originally designed to provide care between
in-person appointments, were also used to provide additional
context for virtual visitsand allow for safe and effective remote
medication titration. With different types of information
captured and provided by various technologies, patients felt
reassured that the quality of their care was maintained despite
the reduced capacity of the health care system to see them
in-person. One patient stated:

..it's weird because the doctor can't see me,

right?...But my first appointment | didn’'t have a scale

and | didn't have the blood pressure—it was

pre-[telemonitoring] ...it's definitely comforting to

know that the [telemonitoring] program does exist.

[Patient 3]
For clinicians however, the value of using multiple virtual care
technologies was mixed. A piecemeal approach to virtual care
allowed clinicians to act rapidly, as it provided the flexibility
needed to select technologies based on their needs and backup
options when technical challenges occurred (eg, switchingto a
phone call when a video call freezes). Yet, switching between
multiple siloed virtual care systems often duplicated
administrative work that reduced care efficiency. To improve
the sustainability of virtualized clinic services, clinicians
expressed a strong desire for connectivity between virtual care
systems:
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It is extremely important, | think, having
[telemonitoring] connect with our online EMR system,
soit doespull the blood work, but it doesn’t pull other
things. We have to manually input medications, which
isvery tricky...Everything in one systemwould allow
ustowork alot more seamlesdy and it would be more
efficient, and it would be possible probably to look
after more patients if everything was combined.
[Clinician 4]

Confronting New Roles and Workloads

As workspaces shifted from clinic to home, clinicians had to
learn to work with reduced administrative capacity. Working
efficiently from home without timely and convenient accessto
administrative, clinical, and lab systems posed a challenge to
clinicians and staff. For instance, a clinician said:

I'malittle bit more preoccupied about not having the
paper trail and that things are going to fall through
the cracks. We had very robust mechanismsin place
to sort of make sure that things weren't missed and
I'm a little bit more worried about that happening
with virtual care. [Clinician 6]

The reduced support when working from home, lack of clarity
regarding transitioning roles, and compromised administrative
safety net during clinic virtualization meant that clinician
workloads unexpectedly increased with the addition of extra
tasks in an ad hoc manner. As more patients were onboarded
to the Medly program amid the pandemic, the program faced
unique challenges to scaling up its operations and delivery
methods. One staff member said:

...while we were also addressing this quick ramp up,
we were also figuring out our roles in terms of how
wewould split up that person’sresponsibilitiesamong
the numbers who were left. [Staff 4]

A clinician also stated:

The numbers of patients that I'm contacting on the

phone are fewer than the patientswewould seeinthe

clinic. Thereason for that isthat the phone follow-ups

and documentation and paperwork take longer. It's

more cumbersome than if we were physically on-site

at theclinic. The other reason isthat —we're just one

person. [Clinician 2]
Concurrent with the added administrative duties, cliniciansalso
faced changed dynamics with patients. With virtual care, the
onus was on clinicians to reach out to patients at home instead
of on patients, who were previously expected to meet clinicians
at the clinic. Thus, barriers to the clinical encounter that were
traditionally experienced by patients (eg, delays, waiting times),
were now experienced by the clinicians, thereby generating new
frustrations. One clinician said:

Trying to find patientsisal little bit more difficult than
patients trying to find us. What | mean by that is that
there'salot of timethat iswasted in chasing patients
down when they don't pick up the phone. [Clinician
6]
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Changes to roles and patient-provider dynamics sometimes
resulted in clinicians feeling less satisfied with their job when
working remotely. This negative impact on their job satisfaction
impacted their perceptions of virtual visits as a sustainable
option. Another clinician stated:

I think most physicians didn’t sign up to make 50
phone calls a day. None of us trained to [be] sort
of...telemarketers. It's kind of what you feel like,
right? Making call, after call...It's not that much fun.
Now clinic is clinic, but it's the interaction with the
patients in person that kind of like make it worth it
and | don't think any of us really signed up for this.
[Clinician 8]

Missing Piecesin Virtual Care

Patients and clinicians expressed the need to make virtual care
interactions more clinically and personally meaningful.
Structured information collection via certain virtual care
technologies was thought to limit the type of information
patients could communicate to their headth care teams.
Moreover, routine diagnostic exams took longer to complete
during the pandemic, which further delayed decisions about
patients' care. Visual assessment, touch, and diagnostic exams
were some of theelements missing in virtual carethat hampered
a comprehensive and timely assessment. For example, one
clinician stated:

You miss the physical examination to see the patient,

like the thingsthat we do with our eyes. Becausethere

are some patients that complain about everything and

there are some patients that don't say anything. So

those two cases are very difficult to assessif you don't

have objective assessment..\\e have [objective

assessment] with a delay, which is annoying.

[Clinician 5]
Patients and clinicians also had fewer opportunities to interact
directly with each other in this new setting. For example,
clinicians mentioned that they spoke with patients' caregivers
(eg, family member) instead of patients. Patients who
participated in the telemonitoring program would only be
contacted by the health careteam if they reported worsening or
severe symptoms. Consequently, stable patients who only
presented mild heart failure symptoms were less satisfied with
their relationship with the health care team because they did
not know how the program was impacting their care
management. Thefollowing are statementsfrom aclinician and
patient:

Many times, we talk to one person, whereasin clinic,
usually if the patient comes with someone else, we'll
talk to both...I alwaysliketo interact with my patients
directly and you missthat with virtual care. [Clinician
9]

But to me, it's just stated that I'm feeding
[information] automatically to some black hole. And
| don’'t know what's coming out of it or what will ever
come out of it except if they go out of the parameters.
[Petient 4]

JMIR Cardio 2021 | vol. 5 | iss. 1 [e25277 | p.61
(page number not for citation purposes)


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

JMIR CARDIO

One clinician reflected upon how the COVID-19 pandemic
changed their perceptions of their previous experiences with
implementing virtual care at another clinic. From the COVID-19
pandemic, they learned that asking about how virtual care could
overcomethe limitations of in-person care was more useful than
comparing virtual care to in-person visits. They said:

[The clinicians at the other clinic] didn’'t even ask
the patients; they asked the doctors. “ Do you think
the video was as good as in-person?” And they said
no. and so we said “ OK, we're going to scrap this
approach” In my opinion that was the wrong
question to ask because, of course, in personis better.
But the question was “ [ig] this better than not any
visits? And was it adequate?” And the answer
would’ ve been certainly yes. [Clinician 8]

The Inequity Paradox

It was widely accepted among participants that virtua care
technologieswereintegral for facilitating accessto cardiac care
during the COVID-19 pandemic. However, clinicians had
different views on how these technologies would impact
peopl€e's access to care after the pandemic. For example, one
clinician said:
| don’t foresee clinics going back to the way they
were. | think they' Il be reserved for people who are
unwell or who need their diagnosticsdone. [Clinician
3
Another stated:

The ones that can afford it, the ones that want to see

their doctor, they're going to want to come see their

doctor again even if they could do that virtually. But

for [ some of] the patients...therisk/benefit ratio really

favorsjust sitting and doing it from home. [Clinician

8]
A critical barrier of sustaining virtual care was its paradoxical
impact on inequities; while virtual care technologies could
potentially improve the distribution of health care services, they
often targeted patients who already had access to health care.
Thus, as populationswith accessto care enjoyed faster and more
convenient care, inequities continued to widen. One clinician
said:

I'll give you examples of patientsthat are the highest

risk patients—and | see a lot of patients that were

recently admitted—but you take the homel ess people,

the people that are under-housed with a touch of

dementia...Like[telemonitoring] isnot going to work

for them. And those are exactly who you need it to

work for. [Clinician 8]

Clinicians regjected the notion that a single virtua care
technology could serve the needs of all patients. Instead, a
dynamic approach to virtual care involving an ecosystem of
technologies that are allocated based on the needs and means
of patients was envisioned for the future. A clinician stated

...not losing humanism and not losing the patient
per spective about what things should or shouldn’t be
pushed versus pulled by [ patients] is part of what we
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need to figure out as we move digital health
forward...We're still pushing things at patients;, we
haven't been able to provide a venue of tools and an
explanation of what those tools are. [Clinician 9]

Discussion

Principal Findings

Scholars have argued that pandemics are opportune times for
strengthening health systems [32]. Yet, few have explored the
role of virtual care in health systems resilience amidst shocks,
especialy in high resource settings. In this study, we sought to
understand the experiences, barriers, and facilitators of therapid
virtualization of cardiac care during the COVID-19 pandemic
from the perspective of patients, clinicians, and staff. Across
the five themes identified in this study, it was found that the
motivation to protect patient safety and a piecemeal approach
were factors that facilitated the rapid virtualization of cardiac
care, whereas ad hoc virtual care roles and workflows,
difficulties in building patient-clinician relationships, and
widened inequities served as barriers. Through thelens of health
systemsresilience, we found that thelarge and likely prolonged
disruption to the Heart Function Clinic that was introduced by
the COVID-19 pandemic prompted resilience processes for
maintaining cardiac care services. This study illustrates how
virtual care can facilitate health systems resilience despite
shocks that hinder or constrain health care delivery.

This study reveals that the adoption and expansion of virtual
care within the Heart Function Clinic allowed absorptive (ie,
new uses of existing virtual care technologies) and adaptive
resilience (ie, the reduced number of in-person appointments)
to mitigate the impacts of the COVID-19 pandemic. We
observed that the COVID-19 pandemic created conditions in
which the motivation to protect patient safety acted as an
organizing vision that promoted the adoption and expanded use
of virtual care technologies [33]. Drawing upon the UTAUT
[20] may explain how these factors shaped clinicians , patients,
and staff members behavioral intentions to use virtual care
during the pandemic and in the future. According to the
UTAUT, performance expectancy (ie, the benefits introduced
to end-users after completing a task) shapes users' behavioral
intentionsto use atechnology [20]. Our research showsthat the
conditions associated with the pandemic changed the
performance expectancy of virtual care by promoting its
increased adoption. In particular, virtual care was perceived to
have a greater relative advantage within a pandemic context, as
patients and clinicians sought to avoid nonessential, in-person
hospital visits. Findings that have been corroborated el sewhere
have shown that reduced rates of emergency department visits
and hospitalizations for heart failure were observed during the
early phase of the pandemic [34]. Ascircumstances evolve with
the COVID-19 pandemic, patient and clinician interest in, and
use of, virtual care may shift asin-person settings are perceived
to be safer. Consequently, the relative advantage [20] of virtual
care may decrease as circumstances improve. Continuing to
frame virtual care as a safety net for traditional, in-person care
(regardless of whether in-person delivery has been restricted)
may facilitate its sustained use by patients and clinicians.
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A piecemeal approach that involved using dedicated and
general -purpose technol ogies was critical for providing arapid
response. However, this approach must aways follow
organizational and jurisdictional policies about patient privacy,
such as the need for patient consent and compliance with the
Personal Health Information Protection Act. The use of
genera -purpose tools within clinical care might reflect the fact
that robust telehealth tools were not yet available in settings
that did not have existing virtual care options for absorbing
shocksto in-person delivery. Alternatively, this may reflect the
unanticipated technical challenges (eg, poor quality and dropped
calls) that clinicians faced when using dedicated technologies.
Other studies have documented the widespread adoption of
genera-purpose videoconferencing tools, such as FaceTime,
Skype, and Zoom, during the COVID-19 pandemic [35].
Although the use of these off-the-shelf technologies allowed
the Heart Function Clinic to act rapidly, our findings suggest
that it inadvertently introduced or duplicated tasksthat hindered
clinician efficiency. Tailored virtual workflows for bridging
multiple platforms were strongly desired by cliniciansin order
to work in avirtual care environment.

While the rapid virtualization efforts instated by health care
settings are to be celebrated, we argue that they remain fragile
to the prolonged and intense nature of COVID-19 and future
shocks placed on health systems. Long-term reliance on
adaptations to the pandemic, which Lee et al [36] called
“coping,” will likely proveto beinsufficient without appropriate
transformationsto roles, clinical workflows, and infrastructures.
Indeed, in this study, the adaptations to cardiac care were
perceived asinadequate for sustaining virtualized clinic services.
The drastic loss of administrative infrastructure when working
in a virtual care environment led to perceptions of reduced
productivity and increased workloads from clinicians. Similar
impacts on clinician productivity have been well documented
[37], and emerging studies have reported a considerable decline
in the overall number of appointments during the pandemic
despite the provision of virtualized clinical services (eg, a
decrease of 25%) [35]. Revisiting clinic roles and designing
workflows that are tailored to virtual care were desired by the
interviewed clinicians and staff.

Workflow challenges were compounded by the limited types
of datathat could be captured by virtual caretechnologies. This
made the development of meaningful patient-clinician
interactionsdifficult. Patientsin this study perceived relationship
quality based on the frequency and content of the feedback (both
automatic and on-demand feedback) they received from virtual
care technologies. When feedback fell short of their
expectations, patients perceptions of virtua care were
negatively impacted. We posit that unclear expectations for
virtual care may stem from the fact that dedicated virtual care
technologies deployed during the COVID-19 pandemic were
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designed and implemented to fulfill purposesthat were different
from their roles in the COVID-19 pandemic. For example,
virtual visits were previously considered as a care option;
however, they are now regarded as essential during the
pandemic. As many virtual care technologies are being used in
expanded ways (eg, replacing care visits instead of
complimenting them), adaptations to existing virtual care
technologies are needed so that they can continue to operate
within this new context.

Although we observed that virtual care provided the patients of
Heart Function Clinic with an essential health care service
during the pandemic, only a small portion of patients could
participate in virtual care. Cliniciansin this study reported that
the barriers to virtual care and in-person care were largely the
same. However, improving the convenience and speed of care
delivery for those who could access virtual care resulted in
widened inequities. Assimilar findings about the digital divide
have emerged during the pandemic [38], characterization of,
and adaptations for, various underserved groups are essential
for preventing the further widening of gaps.

Leadership and governance have been identified as critical
components of health systems resilience [13,39]. It is thus
important to note that this study occurred within a context of
strong governance and quality improvement leadership. Strong
leadership not only enabled resilience capacities for clinical
purposes but also allowed for the rapid evaluation of
interventions. Health systemsfacing similar shocks may benefit
from facilitating similar leadership commitments to research
and quality improvement during the COV1D-19 pandemic. Such
actions will facilitate the oft-forgotten component of learning
that isintegral to continued health systemsresilience [13]. Our
rapid evaluation serves asan indicator of learning from the early
stages of the COVID-19 pandemic, and it will continueto guide
efforts throughout and beyond the pandemic. A critical issue
that remains with respect to governance is identifying the
leadership capacitiesthat are needed to facilitate transformations
in health care settings that promote virtual care sustainment.
Transition management principles [40], which are used to
“explore, understand, operationalize, guide and accelerate
transitions with networks of change agents’ [41], can offer
guidance. This approach to planning and governance can not
only benefit the transformation of health care and promote
virtual care sustainment, but also prepare health systems for
future shocks [41].

Recommendations

Our research highlights opportunities for transformative
resilience, which, if realized, will assist in the sustainment of
virtualized clinic servicesthroughout and beyond the pandemic.
In light of the study findings, we offer recommendations to
promote virtual care sustainment (Textbox 1).
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Textbox 1. Recommendations for promoting virtual care sustainment.
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reduce the impact of single points of failurein avirtual workflow.

health care team.

Recommendation 5: Revisit patient groups served by virtual care

groups.

have accessto virtual care [42].

Recommendation 1: Invest in avirtual care ecosystem that acts as a safety net for in-person care
«  Curate resources and technologies for virtual care that will support clinical management from afar.

«  Design context-based and patient-specific recommendations for patients who experience worsening symptoms.

Recommendation 2: Streamline tasksthat rely on multiple technologies
«  Minimize interruptions from multitasking and enable the cross-publishing of information across virtual care technologies.

«  Backup options should be established to limit the impact of technical issues (eg, alow clinicians to immediately switch platforms as needed).

Recommendation 3: Redesign roles and wor kflows to support collaboration
«  Consult with clinicians, staff, and patients to devise innovative workflows that take advantage of task sharing to increase care provider efficiency.

« Maintain some level of redundancy between roles and tasks (eg, cosharing responsibilities for patient education, education, and follow-ups) to

Recommendation 4: Personalize follow-up systemsto achieve the desired intensity of care

«  Consult with patients and clinicians to identify their preferences in terms of the mode (eg, video, voice, or text), frequency (eg, the amount of
times a patient should be contacted by the health care team), and delivery (eg, synchronous or asynchronous delivery) of messages among the

.  Characterize the population served by the clinic in terms of age, ethnicity, gender, and geographical location to identify potentially underserved

« Revisit affordability, usability, and availability requirements to ensure that patients in communities without high-speed internet connections can

Limitations

There are severa limitations to note. First, as all patient
participants were enrollees of a telemonitoring program, our
findings may not reflect the views of individuals who solely
attended video and phone visits. Second, due to physical
distancing measures, in-person interviews were not possible at
time of data collection. As such, phone-based recruitment and
data collection may have resulted in a greater representation of
patientswho feel comfortable with technology. Third, athough
health systems resilience is a global health priority, this study
was conducted in a high-resource setting. As resilience
capacitiesmay differ inlow-resource settings, therole of virtual
carein these contextswarrants further exploration. Fourth, three
cardiologists from the Heart Function Clinic were not
represented due to scheduling challenges. Finally, despite our
efforts to purposefully recruit participants with a range of
demographic characteristics, the patients we interviewed were
predominately young, White, residing in suburban areas, and
college educated. Although we believe that our sample was
representative of the patient population of the Heart Function
Clinic, our sample is unlikely to be reflective of the broader
population with heart failurein terms of age, ethnicity, rurality,
and education. As such, our study may have potentialy
overestimated patients’ use of and experienceswith virtual care.
Further research with more diverse samplesis needed.
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Conclusions

As health systems face shocks such as the global COVID-19
pandemic, virtual care technologies have been critical enablers
of health systems resilience. In this study, we report that the
adoption and expansion of virtual care enabled absorptive and
adaptive resilience of cardiac care. This transition was largely
motivated by a need to maintain patient safety and facilitated
by a piecemeal approach to virtual care adoption. Despite the
absorptive and adaptive resilience demonstrated by cardiac care
services, we identified barriers that were experienced by
patients, clinicians, and staff within avirtual care environment,
including a lack of administrative support, the use of ad hoc
virtual care roles and workflows, difficulties in building
patient-clinician relationships, and widened inequities. If left
unaddressed, these barriers threaten the sustainment of virtual
care, thereby leaving the opportunity to strengthen health
systemsthrough virtual care unrealized. We arguethat resilience
processesthat areimplemented during the COVID-19 pandemic
need to be transformative. Thisinvolves the reconsideration of
clinical roles and workflows, the redesign of virtual care
systems, and active efforts for engaging populations that
continue to be underserved. To assist health settings, we present
recommendationsfor promoting virtual care sustainment, which
will help them build resilience to the shocks inherent in and
created by complex processes within complex adaptive systems,
such as the health care system. Through such transformations,
health systems enduring shocks may emerge strengthened and
more resilient than before.
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Abstract

Background: The rise of COVID-19 and the issue of a mandatory stay-at-home order in March 2020 led to the use of a
direct-to-consumer model for cardiology telehealth in Kentucky. Kentucky has poor health outcomes and limited broadband
connectivity. Given these and other practice-specific constraints, the region serves as a unique context to explore the efficacy of
telehealth in cardiol ogy.

Objective: This study aims to determine the limitations of telehealth accessibility, patient satisfaction with telehealth relative
to in-person visits, and the perceived advantages and disadvantages to telehealth. Our intent was two-fold. First, we wanted to
conduct arapid postassessment of the mandated overhaul of the health care delivery system, focusing on arepresentative specialty
field, and how it was affecting patients. Second, we intend to use our findings to make suggestions about the future application
of atelehealth model in specialty fields such as cardiology.

Methods: We constructed an online survey in Qualtricsfollowing the Patient A ssessment of Communication During Telemedicine,
a patient self-report questionnaire that has been previously developed and validated. We invited all patients who had a visit
scheduled during the COVID-19 telehealth-only time frame to participate. Questions included factors for declining telehealth,
patient satisfaction ratings of tel ehealth and in-person visits, and perceived advantages and di sadvantages associated with teleheal th.
We also used electronic medical records to collect no-show data for in-person versus telehealth visits to check for nonresponse
bias.

Results: A total of 224 respondents began our survey (11% of our sample of 2019 patients). Our recruitment rate was 86%
(n=193) and our compl etion rate was 62% (n=120). The no-show rate for telehealth visits (345/2019, 17%) was nearly identical
to the typical no-show rate for in-person appointments. Among the 32 respondents who declined atelehealth visit, 20 (63%) cited
not being aware of their appointment asaprimary factor, and 15 (47%) respondents cited their opinion that atelehealth appointment
was not medically necessary as at |east somewhat of afactor in their decision. Both in-person and telehealth were viewed favorably,
but in-person was rated higher across all domains of patient satisfaction. The only significantly lower mean score for telehealth
(3.7 vs 4.2, P=.007) was in the clinical competence domain. Reduced travel time, lower visit wait time, and cost savings were
seen as big advantages. Poor internet connectivity was rated as at least somewhat of afactor by 33.0% (35/106) of respondents.

Conclusions: This study takes advantage of the natural experiment provided by the COVID-19 pandemic to assess the efficacy
of telehealth in cardiology. Patterns of satisfaction are consistent across modalities and show that tel ehealth appearsto be aviable
alternative to in-person appointments. However, we found evidence that scheduling of telehealth visits may be problematic and
needs additional attention. Additionally, we include a note of caution that patient satisfaction with telehealth may be artificially
inflated during COVID-19 due to external health concerns connected with in-person visits.
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Introduction

Inits most simplistic form, telehealth or telemedicine refersto
the mixture of art and science to maintain health and prevent
disease from a distance [1]. The definition of telehealth has
evolved along with technological advances. Medicaid currently
defines it as “two-way, real time interactive communication
between the patient, and the physician or practitioner at the
distant site. This electronic communication means the use of
interactive telecommunications equipment that includes, at a
minimum, audio and video equipment” [2,3]. The use of
telehealth has been increasing, as demonstrated by the rise of
telehealth visitsamong the commercially insured from 206 (0.02
per 1000) in 2005 to 202,374 (6.57 per 1000) in 2017. This
annual growth rate of 52%, and the 261% increase between
2015-2017 aone, islikely associated with therise of parity laws
mandating coverage for such visits. The main contributors to
this rise have been in primary care telehealth and tele-mental
health visits [4]. The medium has been adopted by disciplines
that regquire minimum physical exam findings, such asradiology
and dermatology, while other, more heavily exam-dependent,
specialties such as cardiology have been more resistant [5].

Perceived barriers from the physician-side include the lack of
a comprehensive physical examination, technically challenged
staff and patients, public resistance to telehealth, cost,
reimbursement issues, and lower standards of care concerns
[5,6]. Naser et al [7] conducted a literature review to present
perspectives of telemedicine in cardiology in Bosnia and
Herzegovina. This study provided an interesting take on how
telemedicine is advancing in transitional countries and focused
mainly on the different types of technol ogy needed for a patient
encounter. The key issue seemed to be devel opment of software
that would provide authentic data and be available for patients
use. The authors suggested a primary limitation on the use of
telemedicine, or information technology itself in medicine, was
poor quality of software solutions and poor connectivity, with
inadequate software maintenance. Although these and other
technological factors can limit itsusein rural areas, Naser et a
[7] concluded that interactive video consultations provided
better access to heart specialists and subspecialists than other
means, accurate diagnosis, better treatment, reduction of
mortality, and a significant reduction in costs.

Additionally, Di Lenarda et a [8] examined the strategic
importance of innovative models of care for nonhospitalized
patients with heart failure, along with the challenges and
opportunities for its widespread clinical implementation. Their
research reveal ed that technol ogy development is mostly market
driven, leading to an excess of data, unverifiable quality, and
scarce utility. They recommended a multidisciplinary and
multi-professional “ Chronic CareModel” of integration between
hospital and territory, and suggested that Italy’s active role in
integrating telemedicine is helping to avoid heart failure
hospitalizations.

http://cardio.jmir.org/2021/1/e25074/

Despite the continuing dial ectic around the efficacy of telehealth
in cardiology, the onset of the global COVID-19 pandemic
necessitated a more or less immediate shift toward remote
modalitiesto ensure continuation of carefor cardiology patients,
without increasing health risks. The transition has generated
many important research questions about not only quality care
but also patient use and perceptions of the novel modality. Will
patients be able to access this care? Will they be satisfied with
the experience? What are their perceived advantages and
disadvantagesto this new approach? Few studies have evaluated
satisfaction with telemedicine in a broad range of cardiology
patients, but what is available comes mostly from heart failure
studies. Kraii et a [9] evaluated 14 publications from multiple
databases. They found patients were satisfied with telemedicine
but that the measurement of patient-reported outcomes, such as
patient satisfaction with noninvasive telemedicine in patients
with heart failure, is underexposed. None of the studies
examined provided a clear definition or concept of patient
satisfaction with telemedicine, and all studies evaluated patient
satisfaction using different scales or questionnaires. The authors
recommended that patient satisfaction become amore prominent
themein telemedicine research and that well-designed, validated,
and standardized instruments with theoretic foundations were
needed to measure patient satisfaction with telemedicine.

One such instrument, developed and validated by Agha et al
[10], isasdlf-report questionnaire called the Patient A ssessment
of Communication During Telemedicine (PACT). The PACT
is built on the four key domains of the physician-patient
experience:  patient-centered  communication,  clinical
competence, interpersona skills, and supportive environment
[11-13]. The domain of *patient-centered communication”
assesses the perception of the physicians' active involvement
with patients. Items regarding the “perceived clinical
competence” of the physician focus on the patient’s experience
with the clinical examination and their confidence in the
physician’sclinical abilities. Patient perception of “interpersonal
skills” includes patient’s emotional needs and comfort in
discussing medical concerns with their providers. The
“supportive environment” domain measures patients’ perception
of professionalism with their cardiologist and other in-office
personnel. The theoretical foundations of instruments like the
PACT allow for acomparison between patients' perceptions of
telehealth visitsand standard in-person visits; the four domains
are transferable to both modalities.

Kentucky presently serves as an ideal study location in the
United States for examining the efficacy of and patient
satisfaction with telehedlth in cardiology. In recent years,
Kentucky has ranked in the top 10 states for prevalence of
obesity (2018) and among the top five states for prevalence of
diabetes (2016) [14,15]. These factors contributed to the state’s
top 10 ranking in age-adjusted total cardiovascular deaths per
100,000 persons (from 2016 to 2018) [16]. This poor chronic
health standing is compounded by the fact that Kentucky ranks
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in the bottom 10 states for household income as of 2018 [17].
Economic constraints combined with rural geography contribute
to alack of internet availability; one of every four households
in Kentucky lacks a broadband internet connection [18].
However, the rise of COVID-19 and issuance of a mandatory
stay-at-home order for al nonessential employees by the
Kentucky State government on March 16, 2020, necessitated
use of adirect-to-consumer model for cardiology telehealth for
adult patients.

The cardiovascular needs of Kentuckians, coupled with the
limitations described, provides the context for atimely natural
experiment. Here, we use a survey of cardiology patients to
investigate the utility of telehealth from their perspective. Our
primary objectives were to determine the existing limitations
of telehealth accessibility, patient satisfaction with telehealth
relative to traditional in-person visits in a situation where the
mandatory shift to telehealth minimized self-selection bias, and
the resulting perceived advantages and disadvantages to
telehealth. Our intent wastwo-fold. First, we wanted to conduct
arapid postassessment of the mandated overhaul of the health
care delivery system, focusing on a representative specialty
field, and how it was affecting patients. We needed to know
what was working and what was not so as to inform adaptive
management in the near term. Second, we intended to use our
findings to make suggestions about the future application of a
telehealth model in specialty fields such as cardiology.

Methods

We employed aweb-based survey and used existing electronic
medical record (EMR) datato answer these research questions.
Although an online survey may seem like an odd choice (the
same barriersthat may keep patientsfrom using telehealth could
also keep them from answering an online survey on a PC or
other device, such as lack of broadband internet access or lack
of computer skills), it afforded the rapid analyses required to
answer these questionsin real time.

Survey Sample

We intended to survey individuals who had appointments
scheduled with their cardiologist at Western Kentucky Heart
and Lung (WKHL) during the COVID-19 pandemic. WKHL
is the primary cardiology and pulmonary and critical care
training site for the University of Kentucky cardiovascular
fellowship programs in Bowling Green, Kentucky and is
associated with TheMedical Center asitsmain hospital. WKHL
office staff consolidated the contact information for all patients
scheduled between March 15, 2020 (the start of telehealth-only
appointmentsdueto COVID-19), and the survey implementation
date on June 7, 2020. The resulting pool consisted of 2019
patients across 7 cardiologists. Our research protocol and
guestionnaire were approved by the Institutional Review Board
of the Medical Center (IRB #20-6-05-SinA-TeleCOVID). All
respondents provided an informed consent and data were kept
on a secure device.

We constructed the questionnaire using Qualtrics (Qualtrics
International Inc) and sent a bulk invitation email with a direct
link to the online questionnaire to all 2019 patients. We
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optimized the survey for mobile browsers and sent two
reminders, both as text messages and emails, with adirect link
to the questionnaire [19]. These reminders were sent after the
first week and the day the survey closed. To increase
participation, we informed invitees that we would donate to
COVID-19 relief efforts at The Medical Center for each
completed survey [20,21]. We also provided an assurance of
confidentially and included a statement of thanks to others that
had responded in the reminder messages [22].

Survey Instrument

Datawere collected viaan anonymous online survey following
Dillman et a’s[20] Tailored Design Method for internet surveys
and included expert review by cardiologists using telehealth
and was pilot-testing among 25 WKHL office staff and medical
interns for validity. Our questionnaire closely followed the
PACT, the patient self-report questionnaire developed and
vaidated by Aghaet a [10]. Aswiththe PACT and other studies
our questionnaire assessed perspectives acrossthe four domains
of patient satisfaction: patient-centered communication,
perceived clinical competence, interpersona skills, and a
supportive environment [23,24]. Aside from afew additionsto
address the current context of COVID-19, the accessibility of
specific tel ehealth modalities offered, and perceived advantages
and disadvantages of telehealth, all questions and items were
designed based onthe PACT and other validated patient surveys
regarding telehealth [25]. All questions, aside from the open
response, race and ethnicity, and gender, required a response
for the participant to continue. Respondents were not allowed
to “go back” or review their answer choices at the end of the
guestionnaire. Excluding consent, the questionnaire was three
pages long for patients who did not have a telehealth visit and
four pages long for those who did. Each page had from 7 to 24
guestion items (in three blocks).

Following consent, the survey began with demographic
guestions to ensure we could measure representation in our
sampl e, especially because economic and health disparities may
be related to demography as well as access to telehealth.
Respondents were also asked if they had sought medical care
during the pandemic, about their travel timeto their cardiologist,
and if they participated in telehealth through their cardiol ogist
during the pandemic. The answer to thislast question bifurcated
respondents onto two different survey paths.

If arespondent answered “no” regarding their participation in
telehealth, they were directed to a“No Tele” set of questions
regarding potential barriers to their access of telehealth. They
were asked what factors may have influenced their decision not
to participatein atelehealth visit, which included not medically
necessary, no access to a smartphone or other device, privacy
concerns, preference for in-person visits, and an open response
option to include other influential factors. Respondents were
asked to rank each option on a 3-point Likert-type scale as not
afactor, somewhat of afactor, or the primary factor.

If arespondent answered “yes’ regarding their participation in
telehedlth, they were directed to a “Had Telehealth” set of
questions. They were asked about the modality of their tel ehealth
visit (eg, phone cal or faceto-face with a smartphone,
computer, or tablet) and which platform was used (eg, Zoom
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[Zoom Video Communications] or Doxy.me). Respondents
werethen asked to rank potential disadvantages (eg, technology
issues due to internet connectivity, technology issues related to
adevice, understanding of device use, comfort communicating
viacameraand microphone, and privacy concerns) and potential
advantages (eg, reduced travel time, reduced visit wait time,
and reduced travel costs) associated with telehealth on a 3-point
Likert-type scale. They were aso provided an open response
option to include and rank additional disadvantages and
advantages. Respondents were next asked to rank their level of
agreement, on a5-point Likert scale, with 11 positive statements
regarding the four domains of patient satisfaction. Lastly,
respondents were asked to rank their overall experience on a
5-point Likert-type smile scale [26].

Following these two separate paths, all respondents concluded
the survey with a section regarding perceptions of their standard
in-person visitswith their cardiologists. The first section asked
respondentsto rank their level of agreement, on a5-point Likert
scale, with the same 11 positive statements regarding the four
domains of patient satisfaction. Similarly, they were al so asked
to rank their overall experience on a 5-point Likert-type smile
scale [26]. Lastly, respondents were asked in an open response
guestion if they wanted to add any other comments. They were
asked to select their physician’s name from a drop-down box
and were asked if they would use telehealth after social
distancing measures were no longer in place.

Electronic M edical Record Data

Aside from data collection via the survey, we also used EMR
data to determine the no-show rate for telehealth appointments
during our research period as well asthe standard no-show rate
for in-person visits during the 10 weeks prior to the state
stay-at-home order. These additional datawere collected to help
address our questions around access to care and to ensure our
sample was representative (ie, that we received enough
responses from those who declined or missed their telehealth
visits) and not suffering from nonresponse bias.

Statistical Analysis

All statistical analyseswere carried out using SY STAT, version
13 (Systat Software Inc). Cronbach alpha was used to test for
internal consistency and scale reliability among related
guestions. Paired differencein the average ratings for telehealth
versusin-person appointments wastested for significance using
a Wilcoxon signed rank test. Differences among cardiol ogists
in mean ratings for telehealth versus in-person appointments
were examined using Kruskal-Wallis (KW) nonparametric
analysisof variance. Individua itemsweretested for significant
differences in ratings using chi-square tests of association.
Correlations among survey items were computed using
Spearman rank correlations and interpreted for significance
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based on Bonferroni-adjusted criteria. Post hoc power analysis
was used to determine the level of statistical power in our
comparisons of satisfaction ratings between telehealth and
in-person visits.

Results

Respondent Characteristics

A total of 224 unique individuals (based on Internet Protocol
addresses) consented to take the survey (11% of our total sample
of 2019). Of those, 86% (n=193) were recruited (ie, completed
thefirst page and consented). Of those recruited, our completion
rate was 62% (n=120), and early terminated surveys were
analyzed by completed sections only. The vast mgjority of the
193 respondents identified as White, non-Hispanic (n=172,
89.1%); 10 (5.2%) respondentsidentified as African American,
2 (1.0%) as Hispanic/Latinx, 1 (0.5%) as Asian, and the
remainder as unidentified; these percentages are consistent with
the racial and ethnic diversity of the surrounding region [27].
The majority (n=190, 98.5%) described themselves as native
English speakers. Respondents ranged from 18 to 100 years of
age, with an average of 59.9 (SD 1.0) years. More than
one-quarter (n=53, 27.5%) of individuals had sought medical
care during the survey period; of these, dightly less than half
(10.9%) did so for heart-related issues. Respondents reported
a mean travel time to in-person appointments of nearly 40
minutes (mean 39.2, SE 2.5), with 9 (4.7%) indicating a 2- to
3-hour required commitment.

Access: Reasonsfor Declining Telehealth

Over the course of our study period, the no-show rate for
scheduled telehealth appointments at WKHL was 17%
(343/2019); the no-show rate of in-person visitsin the 10 weeks
prior to the switch to telehealth was al so between 16% and 17%
(526/3172). Among our 193 respondents, 28% (n=55) did not
attend their scheduled telehealth visit. However, of the 32
respondents compl eting the section on barriersto telehealth, 20
(62.5%) indicted they did not realize they had been scheduled
for a telehealth visit during the study time frame. There were
15 (47%) respondents that cited their opinion that a telehealth
appointment was not medically necessary as at |east somewhat
of afactor in their decision; 20 (62.5%) cited a preference for
in-person appointments as at | east somewhat of afactor intheir
declining telehealth; 7 (21.9%) cited comfort with technology
as playing a role in their decision, while a small percentage
identified accessto technology (n=2, 6.2%) or privacy concerns
(n=2, 6.2%) as factors. These data are summarized in Table 1.
Additional responses collected via open response included
concerns about the validity of telehealth appointmentsto address
cardiac conditions.
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Table 1. Distribution of responses to survey items relating to respondents’ basis for opting out of telehealth and perceived advantages/disadvantages

of telehealth by those who had a telehealth appointment.

Survey items No factor, n (%) Somewhat, n (%) Primary, n (%)
Factorsin declining telehealth (n=32)
Not scheduled 5 (15.6) 7(21.9) 20 (62.5)
Not medically necessary 17 (53.1) 5(15.6) 10 (31.3)
Access to technology 30(93.8) 0(0.0) 2(6.2)
Comfort with technology 25(78.1) 5(15.6) 2(6.3)
Privacy concerns 30(93.8) 1(3.1) 1(3.1)
Preference for in-person 12 (37.5) 13 (40.6) 7(21.9)
Advantagesto participating in telehealth (n=106)
Reduced travel time 12 (11.3) 33(3L1) 61 (57.5)
Reduced visit wait time 12 (11.3) 37(34.9) 57 (53.8)
Travel or cost savings 19 (18.0) 44 (41.5) 43 (40.5)
Disadvantages to telehealth (n=106)
Poor internet connectivity 71 (67.0) 27 (25.5) 8(7.5)
Device technology issues 82 (77.4) 19 (17.9) 5(4.7)
Comfort with device/software 76 (71.7) 21(19.8) 9(8.5)
Communication issues 73 (68.9) 26 (24.5) 7 (6.6)
Privacy concerns 91 (85.8) 11 (10.4) 4(3.8)

Patient Satisfaction: Telehealth Ver sus|n-Person Visits

Both in-person and telehealth experiences were viewed
favorably, but in-person more so. The highest ratingswere seen
on individual items relating to the cardiologist’s perceived
competence, interpersonal skills, and interest in their patient’s
medical concerns; this pattern was consistent across both
telehealth and in-person formats. Thelowest ratingswere given
on items relating to the cardiologist’s support for the patient’s
emotions, perceived interest in establishing a medical

http://cardio.jmir.org/2021/1/e25074/
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partnership, and thoroughness of the clinical exam. Mean scores
were nearly identical among three of the four survey domains,
ranging between 4.32 and 4.33 out of 5. Only the clinical
competence domain generated a lower mean score (4.23), and
thiswas driven entirely by the low rating on the item related to
the thoroughness of the clinical exam; when this item was
excluded, the domain mean score improved to 4.33. There was
also high reliability among items within each survey domain,
as Cronbach alphavalues ranged from .879 to .973. These data
are summarized in Table 2.
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Table 2. Summary of responses by those who participated in telehealth, characterizing their telehealth (n=106) and in-person (n=96) experiences.

Survey domains, Strongly dis-  Disagree,n  Neither, n Agree, n (%)2 Strongly Mean (SE)®  r© P value?
items, and mode agree, n (%)% (%)? (%)? agree, n (%)

Patient-centered communication®

PCC®-1. My cardiologist seemed interested in my medical concerns. 74
Tl 5(4.7) 1(0.9) 8(7.6) 30(28.3) 62 (58.5) 435(0.10)  0.46
In-p9 2(2.1) 2(2.1) 5(5.2) 29(30.2) 58 (60.4) 4.45 (0.09) 0.49
PCC-2. My cardiologist tried to find out everything that was concerning me. 22
Tele 7(6.6) 2(L9) 5(4.7) 38(35.8) 54 (51.0) 423(011)  0.40
In-P 2(21) 3(31) 7(7.3) 25 (26.0) 59 (61.5) 442(0.09) 048
PCC-3. My cardiologist wasinterested in establishing a medical partnership. .16
Tele 4(38) 2(1.9) 15 (14.1) 45 (42.5) 40(37.7) 409(0.09 035
In-P 2(21) 1(1.0) 7(7.3) 34(35.4) 52 (54.2) 439(0.09 041
PCC-4. Instructions and treatment planswere clear to me at the end of the visit. 54
Tele 4(3.8) 3(2.8) 8(7.6) 44 (41.5) 47 (44.3) 420(0.09)  0.40
In-P 2(21) 2(2.1) 5(5.2) 33(34.3) 54 (56.3) 441(009) 056
Clinical competenceh
cc-1. My cardiologist provided an appropriate level of medical care. 71
Tele 5(5.7) 2(L9) 8(7.6) 39(36.7) 51 (48.1) 420(0.10) 043
In-P 2(21) 2(2.1) 5(5.2) 33 (34.4) 54 (56.2) 4.41(009)  0.40
CC-2. My clinical exam was thorough. .007
Tele 5(4.7) 6 (5.7) 29 (27.4) 38(35.9) 28 (26.4) 374(0.10)  0.49
In-P 2(2.1) 2(2.1) 14 (14.6) 30(31.2) 48 (50.0) 425(010) 041
CC-3. | had confidencein my cardiologist’s clinical competence. 27
Tele 5(4.7) 0(0.0) 6(5.7) 39(36.8) 56 (52.8) 430(0.09)  0.40
In-P 2(2.1) 1(1.0) 4(4.2) 26 (27.1) 63 (65.6) 453(008) 045
I nter personal skilld
1s-1. My cardiologist seemed supportive of my emotions. 76
Tele 4(3.8) 2(L9) 14 (13.2) 42 (39.6) 44 (41.5) 413(010)  0.39
In-P 2(21) 221 10 (10.4) 34(35.4) 48 (50.0) 429009 041
IS-2. | was comfortable discussing my medical concerns. .54
Tele 4(3.8) 3(2.8) 7(6.6) 40 (37.7) 52 (49.1) 426(0.10)  0.39
In-P 2(2.1) 3(3.1) 6(6.3) 27(28.1) 58 (60.4) 4.42(0.09) 042
IS-3. My cardiologist displayed appropriate inter personal skills. .33
Tele 4(3.8) 0(0.0) 6(5.7) 37(34.9) 59 (55.6) 438(0.09) 042
In-P 3(3.1) 2(2.1) 5(5.2) 24 (25.0) 62 (64.6) 446(0.10) 053
Supportive environment
SE'. My interaction with other in-office personnel was professional. 37
Tele 5(4.7) 0(0.0) 10 (9.4) 43 (40.6) 48 (45.3) 422(0.09 032
In-P 221 1(1.0) 7(7.3) 32(33.3) 54 (56.3) 441009 041
Overall
Averageratings of all items .001
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Survey domains, Strongly dis-  Disagree, n Neither, n Agree, n (%)2 Strongly Mean (SE)° ¢ P value®
items, and mode agree, n (%)® (%) (%)2 agree, n (%)%

Tele N/AT N/A N/A N/A N/A 419(0.08)  N/A
In-P N/A N/A N/A N/A N/A 4.40 (0.08) N/A
Overall, how did you feel about your experience? 22
Tele 2(19 3(2.8) 5(4.7) 25(23.6) 71(67.0) 4.51 (0.08) N/A
In-P 1(1.0) 1(1.0) 6 (6.4) 20 (20.8) 68 (70.8) 459(0.08)  N/A

#These columns show number and percentage of respondents selecting a given response.
b These columns summarize tests of difference in means for items between formats.

®This column shows the Spearman correlation between individual items and respondent’s overall rating of their experiences; all were significant at
P<.001. Post hoc power analysis yielded levels of power >0.95 for all comparisons of individual survey items.

dcronbach alpha Tele .920 and In-P .973.
€PCC: patient-centered communication.
Tele: telenealth.

9In-P; in-person.

ACronbach alpha: Tele .879 and In-P .938.
icc: dlinical competence.

Icronbach alpha: Tele .931 and In-P .927.
Ks: interpersonal skills.

ISE: supportive environment.

MN/A: not applicable.

Respondents rated the in-person experience somewhat higher
acrossall 11 individual items (Table 2 and Figure 1); the mean
rating in telehealth for 8 of the 11 items was below the grand
mean, while only 2 items (patient-centered communication-1
and interpersonal skills-3) were above the grand mean; by
contrast, only 2 items (clinical competence-2 and interpersonal
skills-1) showed amean in-person rating bel ow the grand mean
(Figure 1). The paired difference in average response was
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significantly lower for telehealth (z=3.98, P<.001). Despitethis
trend, only the item relating to the perceived thoroughness of
the clinical exam showed a significantly different pattern of
responses between appointment types. However, there was no
significant differencein mean responseto thesingleitem related
to respondents’ overall perception of their tel ehealth or in-person
experience (z=1.22, P=.22). These dataare summarized in Table
2.
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Figure 1. Changes in satisfaction ratings for individual survey items between telehealth and in-person. Points are expressed as the deviation of the
mean of individual survey items from the grand mean of 4.30 for in-person (horizontal axis) and telehealth experiences (vertical axis). Labels reflect
the survey domain and item number as indicated in Table 2. Points above and/or to the right of their respective axis indicate items whose mean rating
was above the grand mean of all items, while those to the left and/or below indicate points with ratings below the grand mean. The lower right quadrant
contains items for which in-person mean ratings were above the grand mean, whilein telehealth were below the grand mean. CC: clinical competence;
IS: interpersonal skills; PCC: patient-centered communication; SE: supportive environment.
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All individual survey items showed significant positive
correlationswith respondents’ overall rating of their experience,
across both telehealth and in-person formats, based on
Bonferroni-adjusted criteria.  For telehealth, Spearman
correlations ranged from 0.49 for the item related to
thoroughness of the clinical examination (P<.001) to 0.32 for
the item related to the interaction with in-office personnel
(P<.001). For the in-person experience, correlations ranged
from 0.56 for the item relating to the clarity of instructions and
treatment plans (P<.001) to 0.40 for the item related to the
appropriateness of the level of medical care provided (P<.001).
These data are summarized in Table 2.
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Average ratings for all cardiologists across both telehealth and
in-person formats was uniformly high; all meansfor both were
above 4.0 on a five-point scale (Figure 2). In addition, all
cardiol ogists showed minimal differencein mean ratings across
the two appointment types (Figure 2). There was no significant
difference among cardiologistsin their patients’ perceptions of
either their telenealth (KW stetistic 6.24, df=6, P=.40) or
in-person experience (KW statistic 3.75, df=6, P=.71). Similarly,
there was no difference among cardiologists in the paired
difference in telehealth versus in-person ratings (KW statistic
7.2, df=6, P=.30).
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Figure 2. Average ratings of survey items relating to the telehealth (light grey bars) versus in-person experience (medium grey bars) by cardiologist.

Dark grey bars represent the paired differencein ratings.

B I
5 —

4 u

Mean +~ SE

1] 1 2 3

4 ] 3] 7 g

Cardiologist

Per ception: Advantages and Disadvantagesto
Telehealth

Reduced travel time was seen as a big advantage over traditional
in-person appointments by 61 (57.5%) of the 106 respondents
who participated in telehealth, and 94 (88.7%) viewed it at |east
somewhat of an advantage. Similarly, the mgjority (n=57,
53.8%) viewed reduced visit wait time as a big advantage, and
94 (88.7%) saw it as at least somewhat of an advantage. A
similar percentage (n=87, 82.0%) saw travel cost savings as at
least somewhat of an advantage to telehealth, including 43
(40.5%) who rated it as a big advantage. These data are
summarized in Table 1. Respondents listed increased comfort,
the ability to continue work, and lower risks of COVID-19 as
additional benefitsin the open response.

There was no relationship between communication modality
(ie, phone, smartphone, computer, or tablet) and respondents’
overal rating of the telehealth experience (x28:6.14, P=.63);
similarly, there was no relationship between software platform
and overal ratings (x22=0.91, P=.63), though the majority of
respondents (62.3%) indicated they did not remember the
platform used. There was also no relationship between
respondents’ travel time to in-person appointments and their
overal rating of the telehealth experience (Spearman r=0.02,
df=1, P=.24). Of 120 respondents, 100 (83.0%) indicated they
would at least consider using telehealth in the future, including
59 (49.2%) who said they were likely to or would prefer to use
telehealth going forward.

Among the 106 respondents who participated in telehealth,
fewer than 10% (range 4-9 respondents, 3.8%-8.5%) rated any
of the potential issues as a big disadvantage; by contrast,
individual survey items were rated as not a disadvantage by
67%-86% (range 71-91) of respondents, based on their
experience. Privacy concernswere seen astheleast problematic
of the potential issues, with only 15 (14.2%) respondents

http://cardio.jmir.org/2021/1/e25074/

reporting this as at least somewhat of a disadvantage. Poor
internet connectivity was of most concern, rated as at least
somewhat of a factor by 35 (33.0%) respondents. These data
are summarized in Table 1. Responses collected via open
response included a lack of hands-on attention, difficulty
communicating, and alack of end-of-visit paper summaries as
additional disadvantages.

Discussion

Accessto Telehealth Offers Both Opportunities and
Challenges

This study takes advantage of the natural experiment provided
by the COVID-19 pandemic to explore the utility of telehealth
from the patient perspective. We found both opportunities and
challengesrelated to accessibility, and the modality is perceived
by patients as a viable aternative to in-person office visits and
patients saw clear benefits to its use. Our results have
implicationsfor cardiology practices moving forward but should
be interpreted with caution due to sampling constraints and the
unique context of the global pandemic.

Internet and technology access do not seem to be significant
barriersto the use of telehealth. Of the 193 initial respondents,
55 (28.4%) reported declining to use telehealth. However,
among the 32 respondents who declined and reported factors,
only asmall percentage (n=2, 6.2%) cited accessto technology
as a factor in their decision. Of the 106 respondents who
participated intelehealth, asimilarly low percentage (n=8, 7.5%)
viewed internet connectivity as a big disadvantage, though a
more substantial 25.5% (n=27) did cite it as somewhat of a
disadvantage. Nevertheless, patients expressed a fairly high
level of satisfaction with telehealth, in terms of both average
ratings among items and overall rating of their experience.
Similarly, more than 70% of respondents reported unfamiliarity
with technology (both hardware and software) as not being a
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factor in declining telehealth or as a disadvantage by those who
participated (n=82, 77.4% and n=76, 71.7%, respectively). These
findings suggest that, even during a period of rapid and
unplanned change, internet access and use of technology are
likely manageable issues for most patients and that continued,
intentional efforts on the part of governments, health care
systems, and corporate providers to address access disparities
will only improve the situation moving forward.

However, there is some evidence that it may be harder to
coordinate tel ehealth appointments, at least initially. Although
respondents did not indicate significant issues in navigating or
communicating as part of their telehealth appointments, our
data do suggest there was some ambiguity about the need for
or opportunity to participatein tel ehealth. Of the 32 respondents
who did not participatein tel ehealth, 27 (84.4%) cited not having
an appointment as at least somewhat of afactor intheir decision.
However, all patients invited to participate in the study had an
appointment scheduled with their cardiologist prior to the
COVID-19—elated executive orders prohibiting in-person
delivery of nonacute health care services; these appointments
were shifted to a telehealth format. The most common reason
patients did not meet their tel ehealth appointment wasinability
of the WKHL office to contact patients the day of their
appointment, and we suspect miscommunication between the
WKHL office and the patients or patients family members
regarding changes in the appointment modality as the possible
reason for this. Going forward, it will beimportant for providers
to ensure consistent and reliable communication with patients
to minimize any confusion regarding appointments.

Telehealth |'s Perceived asa Viable Alternative to
I n-Per son Cardiology Appointments

Patternsof Satisfaction Are Consistent AcrossModalities

Therewas no significant shift in rankings of patient satisfaction
scores between modalities. Although satisfaction scores
decreased somewhat in telehealth for all items, the decreases
were generally modest and consistent. This suggests that the
different modalities do not present qualitatively different
challenges to establishing a physician-patient relationship,
though more intentional effort may need to be applied across
the board to ensure that patients perceive tel ehealth as offering
an equivalent standard of care.

Physicians Seem to Be Able to Adapt Well

Satisfaction scores were high and consistent among all 7
cardiologists represented in the sample. Despite having little or
no previous experience with telehealth, all physicians appeared
to operate effectively within the new environment. On abroader
scale, there were few if any differences in patient satisfaction
scores among the four survey domains of the physician-patient
experience, both within and among telehealth and in-person
modalities.

The Clinical Exam |san Issue That Needs to Be
Addressed

The only item that showed a significant decrease in patient
satisfaction between in-person and telehealth visits was the
perceived thoroughness of the clinica exam. Our patient
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population included a substantial number of older and rural
individuals, many with limited technology abilities, limited
access to technology, and limited access to broadband
connection. This trandated into a significant proportion of
telehealth visits done without face-to-face evaluation, which
might have contributed to a lower scoring on the physical
examination component.

Thisfinding isalso consistent with existing concerns regarding
telehealth in specialty fields [5]. It is clear that, if use of
telehealth isto expand within cardiology or other similar fields,
multiple mechanisms must be put in place to enable physicians
to collect necessary clinical dataremotely. Such remote patient
monitoring solutions might include remote clinical stations
located in partner clinics nearer to patients homes or use of
smartphone apps that record heart rate, blood pressure, pulse
oximetry, or electrocardiogram data and delivering those
wirelessly to the physician [28].

Patients See Clear Advantagesto Using Telehealth

More than 80% of the 106 respondents identified time (n=94,
88.7%) and cost savings (n=87, 82.1%) as either somewhat or
aprimary advantage of telehealth, and overall satisfaction with
teleheath was independent of the distance traveled by
respondents to in-person appointments. This suggests that the
perceived time and cost savings are threshold benefits that
positively impact the majority of patients more or less equally.
By contrast, privacy concernswere not viewed asafactor either
by those who participated in tel eheal th or those who opted out.
This pattern suggests that time and cost efficiency for patients
should be aprimary concern whenimplementing telehealth and
that sensitive issues such as privacy protection can be readily
accommodated.

Limitations

Our study has some unavoidable limitations, due to its natural
experiment dimension and the desire for real-time rapid
response. The reliance on online delivery of the survey may
well have limited our response rate, especially among those
individuals less comfortable with or having limited access to
technology. However, the ability to generate data on patient
satisfaction in rea time, as a means of rapidly assessing the
mandated shift to telehealth, justifies its use. In any case, we
appear to have captured a representative sample of our patient
population, both demographically and in terms of accessibility
(ie, telehealth no-shows), making the trends and relationships
in our dataworthy of further consideration. Moreover, post hoc
power analyses indicated that our sample sizes were sufficient
to establish a level of statistical power >0.95 for comparisons
between telehealth and in-person visits.

Although our data highlight relevant lessons for the continued
or expanded use of telehealth in cardiology, we must also be
cautious. Satisfaction ratings of in-person appointments may
be less reliable (and perhaps inflated) due to differences in
reporting period; that is, we asked respondentsto rate in-person
experiences that occurred less recently than telehealth
experiences. Longer reporting periods cause respondents’ ratings
to be more affected by the most intense or recent experiences,
while the impact of milder experiences is attenuated [29,30].
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On the other hand, the dangers of COVID-19, especially for
these patients who are at risk, nearly ensures a positive bias
toward telehealth, which may disappear somewhat or entirely
if and when the health care delivery system returns to more
“normal” operation. As a result, we may have observed less
difference between satisfaction with telehealth and in-person
appointments than we might have originally expected (or might
expect to see in the future). Once the fear related to the
COVID-19 pandemic subsides, will patients still feel as positive
about their experiences with telehealth?

These caveats suggest that, although we could expect the
patterns among individual survey items to hold, we should be
cautious in assuming that the degree of equivalency observed
between tel ehealth and in-person satisfaction can be generalized
to new health care delivery contexts. They aso argue for
considering even nonsignificant trends, as these may be
indicative of differences that could become accentuated in a

Singh et d

more normal environment. Finaly, they highlight the need for
randomized controlled trials to truly evaluate differences
between in-person and tel eheal th experiences.

Conclusions: Future Application of a Telehealth M odel
in Specialty Fields Such as Cardiology

The overall level of satisfaction expressed with telehealth and
perceived time- and cost-saving benefits identified by patient
indicate that it can play an increasing role in providing health
care access and servicesbeyond COVID-19, particularly inrural
areas. As such, the efficacy of telehealth needs to be better
examined, especialy in medical speciaty fields, and patient
and provider perception of telehealth needs to be evaluated to
determine if it is worth expanding into regular practice.
Increased literature on telehealth use in rural populations will
hopefully aid in determining the best course of action in
addressing health care disparities in a substantial part of the
United States.
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Abstract

Background: Current atherosclerotic cardiovascular disease (ASCVD) predictive models have limitations; thus, efforts are
underway to improve the discriminatory power of ASCVD models.

Objective: We sought to evaluate the discriminatory power of social media posts to predict the 10-year risk for ASCVD as
compared to that of pooled cohort risk equations (PCEs).

Methods: We consented patients receiving care in an urban academic emergency department to share access to their Facebook
posts and electronic medical records (EMRS). We retrieved Facebook status updates up to 5 years prior to study enrollment for
all consenting patients. We identified patients (N=181) without a prior history of coronary heart disease, an ASCVD scorein
their EMR, and more than 200 words in their Facebook posts. Using Facebook posts from these patients, we applied a
machine-learning model to predict 10-year ASCV D risk scores. Using amachine-learning model and apsycholinguistic dictionary,
Linguistic Inquiry and Word Count, we evaluated if language from posts alone could predict differences in risk scores and the
association of certain words with risk categories, respectively.

Results. The machine-learning model predicted the 10-year ASCV D risk scores for the categories <5%, 5%-7.4%, 7.5%-9.9%,
and =10% with area under the curve (AUC) values of 0.78, 0.57, 0.72, and 0.61, respectively. The machine-learning model
distinguished between low risk (<10%) and high risk (>10%) with an AUC of 0.69. Additionally, the machine-learning model
predicted the ASCVD risk score with Pearson r=0.26. Using Linguistic Inquiry and Word Count, patients with higher ASCVD
scores were more likely to use words associated with sadness (r=0.32).

Conclusions: Language used on social media can provide insights about an individual’s ASCVD risk and inform approaches
to risk modification.

(JMIR Cardio 2021;5(1):€24473) doi:10.2196/24473
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Introduction

Secondary prevention approaches have improved the longevity
of patients with cardiovascular (CV) disease; however, risk
factors and adverse health behaviors (eg, physical inactivity,
smoking) are highly prevalent, and <1% of adults in most
contemporary seriesmeet all factorsof ideal CV health[1]. The
logistics and practicalities of meeting the goal of ideal CV health
have not been clearly elucidated. Practice guidelinesrecommend
using atherosclerotic cardiovascular disease (ASCVD) pooled
cohort equations (PCEs) [2] or other prediction toolsto classify
patients risk of CV disease and the need for risk-reducing
therapies such as statin medications [3]. There is aso an
increasing focus on identifying markers that provide better
measures of risk. To best prevent ASCVD, it is important to
precisely determine an individual’s 10-year risk for ASCVD.
Asdigital platforms are increasingly used to document health
behaviors, datafrom digital sources may provide awindow into
manifestations of novel risk factors and can provide
complementary data to characterize existing risk factors.

Social mediadatain the form of posts, photos, and “likes” can
provide information about individuals daily activities and
behaviors. Social media has been used to track heart disease
mortality rates [4] and depression [5]. Data on social media
platforms are generated at afast rate. Accessing these datafrom
consenting individuals offers an opportunity to collect and
analyzethese datain real time. Thisinformation could facilitate
identification of earlier signals of disease development or
exacerbation, and timely tracking of the health of individuals
and the collective health of a community [4-9]. The data are
generally unscripted and spontaneous, and can therefore provide
information that is different from standard survey assessments.
Another potential use of datafrom digital platformsisthat they
can be used for direct intervention, so that the same platforms
that are being used to assess insights can also be used to deliver
targeted health information or evaluate information delivery.

The potential of social mediadatafor CV health liesin tracking,
codifying, and better understanding the hard-to-measurelifestyle
choices, along with exposuresrelated to diet, exercise, smoking,
and other factors that can significantly contribute to the
development and progression of heart disease. At present,
measuring many of these behaviorsis dependent on self-report
and recall [4]. Yet, posts or images from digital media could
better inform a patient-provider discussion about how to change
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actual dietary choicesand consumption. Incorporating datafrom
digital sources has the potential to enhance our approach for
characterizing individuals' risk and tailoring management, as
anew type of precision medicine.

We sought to use social mediadatafrom consenting individuals
to predict ASCVD risk reported in an electronic medical record
(EMR), and to characterize differences in posts relative to four
categories based on the 10-year primary risk from ASCVD risk
SCOres.

Methods

Data and Design

Thiswasaretrospective analysis of social mediaand EMR data
of consenting patients. This study was approved by the
University of Pennsylvania Institutional Review Board.

Recruitment for compiling the social mediome dataset began
in March 2014 and included patients from inpatient and
outpatient settings across two urban academic medical centers.
Participants in this dataset consented to sharing access for
selecting historical data from their social media accounts (eg,
Facebook, Twitter, Instagram) and accessto their medical record
data. Data are stored in a Health Insurance Portability and
Accountability Act (HIPAA)-compliant secure server and
participants can elect to discontinue sharing data at any time
point. Additiona information about this dataset is published
elsawhere [10,11].

Following recommendations of Goff et al [12], which outlines
the process of developing a risk equation for predicting the
10-year ASCVD risk of individuals between the ages of 40 and
79 years, from our dataset, we identified patients aged 40 to 79
years and without a prior history of ASCVD documented in
their EMR. Of these patients, weidentified 181 with acal culated
10-year primary risk of ASCVD score in their EMR. For all
these patients, demographics (age, race, gender) were also
extracted from the EMR aong with ASCVD scores. We
retrieved Facebook status updates up to 5 years prior to
enrollment for all users.

Table 1 showsthe demographic information of patientsincluded
in our analysis. Of the 181 participants meeting the criteriafor
this study, the majority werewomen and Black, and the average
agewas 50 years. The participants had 159,958 Facebook posts
overall (mean 884, SD 3227).

Table 1. Demographic information of patients included in our analysis (N=181).

Characteristic Value
Race, n (%)
African American 104 (57.5)
White 64 (35.4)
Other 13(7.2)
Men, n (%) 48 (26.5)

We used two approachesto process language from social media
postsfor inclusion in aregression moddl. Specifically, language
features from posts were derived using (a) open vocabulary

http://cardio.jmir.org/2021/1/e24473/

topicsand (b) dictionary-based psycholinguistic features. These
derived language features were then used to predict the patients
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10-year ASCVD risk scores and to distinguish patients with
different ASCVD risk scores.

Open Vocabulary Approach

The open vocabulary approach uses latent Dirichlet allocation
(LDA) [13], which is a natural language-processing method
that is used to analyze the co-occurrences of words in text (in
this case Facebook posts). Distinct groupings of these words
represent topics (eg, groups of co-occurring words) and these
topics can be labeled based on their content. For example, the
model could cluster the words “dinner,” “cheese” “eat,
“made,” and “food” as a reference to food by utilizing the
similaritiesin thedistributional propertiesin the Facebook posts.
We generated 20 topics using Facebook posts from all of the
users in our dataset. Each user was represented as a
20-dimensional vector based on the probability of each topic
in al users' posts. Multimedia Appendix 1 shows the LDA
topics and 10 words associated with each topic. To determine
the number of topics, consistent with prior work [14,15], we
varied the number of topicsusing 10, 20, 50, 75, and 100 topics,
respectively; 20 topics had the most coherent topic themeswhen
reviewed by one of the coauthors.

Dictionary-Based Approach

The dictionary-based psycholinguistic approach uses language
from Facebook posts to identify the prevalence of predefined
word categoriesrepresented in the Linguistic Inquiry and Word
Count (LIWC) dictionary [16]. LIWC represents a dictionary
of 73 different psycholinguistic word categories such astopical
categories and emotions. For each user, the rate of words that
occurredin agiven LIWC category was measured and included
asinput in amodel to predict ASCVD risk as described below.

Predicting ASCVD Risk Scores Using Social Media
Language

We sought to investigate the discriminatory power of predicting
apatient’s 10-year ASCVD risk using language features derived
from Facebook posts. We extracted the features described using
an open-vocabulary approach and trained alogistic regression
model, asimplemented in Python 3.4 scikit-learn [17], to predict
ASCVD risk scores using 5-fold cross-validation. We defined
the outcome in three different ways.

Andy et a

In 2013, the American Heart Association and American College
of Cardiology put forth the ASCVD PCEs [2], which can be
used to predict an individual’s 10-year risk of ASCVD.
Therefore, in Model 1, ASCVD risk was set as a categorical
variable. We categorized patients into the following different
thresholds: <5%, 5%-7.4%, 7.5%-9.9%, and 210%. We trained
a multiclass logistic predictive model to predict these four
categories of ASCVD risk scores. The prediction performance
isreported asthe area under the receiver operating characteristic
curve (AUC).

For Model 2, the ASCVD risk score of patients was applied as
a continuous variable rather than as a categorical variable that
wasused in Model 1. The performance of Model 2 was assessed
using the Pearson correlation coefficient (r).

Identifying patients with high risk (=10%) of ASCVD is of
interest to clinicians. Therefore, in Model 3, wetreated ASCVD
risk as a dichotomous variable and built a logistic regression
model to distinguish the high-risk category using language
compared to low ASCVD scores (ie, <10%). Additionally, we
used LIWC to distinguish the different features associated with
high-risk patients by correlating the LIWC category feature of
patients from their social media posts and whether they arein
the high-risk (>10%) or low-risk (<10%) categories, we
measured the effect size using Cohen d. To indicate significant
correlations, we used Benjamini-Hochberg P value correction
with a significance threshold of P<.001.

Results

Predicting ASCVD Risk Score Using Social Media
Language

Model 1

The multiclasslogistic regression model on Facebook postswas
trained to classify patients in four different categories (<5%,
5%-7.4%, 7.5%-9.9%, =10%) based on their ASCVD risk
scores. The model was able to delineate patients in the lowest
risk category (<5%) from patients in other categories with an
AUC of 0.78. The model delineated patients in the categories
5%-7.4%, 7.5%-9.9%, and 210% from those in other categories,
as shown in Table 2.

Table 2. Areaunder the curve (AUC) scores for each category of atherosclerotic cardiovascular disease risk scores from Model 1.

Category AUC (age only) AUC (language only)
<5% 0.52 0.78
5%-7.4% 0.55 0.57
7.5%-9.9% 0.45 0.72
210% 0.59 0.61

Model 2

Using the linear regression model on Facebook posts, we
predicted the ASCVD risk score of patients with r=0.26
(P<.001).

http://cardio.jmir.org/2021/1/e24473/

Model 3

The logistic regression model delineated patients with a high
risk (=10%) of ASCVD from those with alow risk (<10%) with
an AUC of 0.69.
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I dentifying Differentially Expressed L anguage Features
According to High and Low ASCVD Scores

The sadness LIWC category was most strongly associated with
the high ASCVD risk category (210%) a a
Benjamini-Hochberg—corrected significance level of P<.001
and Pearson r=0.32. None of the other LDA topics or LIWC
categories was significantly associated with high and low
ASCVD risk.

Discussion

Principal Findings

Language from Facebook posts has the potential to distinguish
patients based on their calculated 10-year ASCVD risk score
categorization and actual risk score. Although social mediadata
areunlikely to replacetraditional approachesfor predicting CV
risk, these findings suggest that such data can potentially provide
supplemental information about an individual’s lifestyle and
behavior, which can complement our understanding of
contributors to long-term CV risk. More than 2 billion people
share information about their daily lives on social media
platforms, which can include information about what they eat
and drink, if they smoke, when they exercise, what their lab
results are, and other factors associated with Life's Simple 7
[18]. However, less is known about how much of this
information is noise or if there is an actual relevant signal in
the volumes of datain online chatter such as Facebook, where
individuals often reveal information about themselves.
Additionally, prior work has demonstrated that social media
data can be used to predict several medical conditions such as
diabetes and mental health conditions [4,5].

The potential opportunity in exploring social mediadatais that
this emerging data source could include data about behavior
and lifestyle that might not have been reported to clinicians.
Thereisstill agap in how thiswould beimplementedin clinical
practice, and would require further evaluation of feasibility,
acceptability, and interpretability. These data are unlikely to
replace the existing risk score input but rather may provide
complementary adjunct data. Prior work has explored the
contribution of nonclinical factors (eg, patient interviews about
socioeconomic status, health status, adherence, psychosocial
characterigtics) in predicting CV outcomes (eg, congestive heart
failure readmissions). Themodel performance overall was poor,
although patient-reported information extended the predicted
ranges of rates of readmission and slightly improved model
discrimination [19]. Social media data in the form of photos,
videos, and likes [20,21] have been used to predict users
personality [22], mental health, and other behaviors.
Consequently, future work could use multiple modalities of
user-generated content to model the ASCVD risk score.
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In our patient cohort, ahigh ASCVD risk score was associated
with increased use of “sad” language on Facebook. This is
consistent with research demonstrating that depression is more
prevalent in populations with CV disease, and is predictive of
adverse outcomes (such as myocardia infarction and death)
among popul ations with preexisting CV disease [23].

In our analysis, the AUC for Model 1 indicated low accuracy.
A potential reason for thisisthat we used datafrom individuals
between the ages of 40 and 79 years, and individualsin thisage
group do not post as much on social mediacompared to younger
individuals. Accordingly, in our dataset, some users had fewer
posts, leading to low accuracy from the AUC. We hypothesize
that with more posts (ie, more words), our modelswill perform
better.

We compared Models 1 and 3 together to determine which
performed better at predicting the ASCVD risk score of
individuals. Toward this end, we computed the micro AUC of
Model 1 and compared it to that of Model 3, which was 0.66
and 0.69, respectively. This suggests that Model 3 is more
reliable at predicting ASCVD risk compared to Model 1.

The findings of this study offer promise for using emerging
digital data sources for identifying risk factors. This moves
beyond what is simply reported by patients to what may be
revealed when looking at a diary of information over multiple
timepoints. Thiscould aid cliniciansin providing individualized
recommendations for managing risk factors that contribute to
heart disease.

Limitations

This study has several limitations. The study cohort was
primarily female and African American. Our analysis used posts
from patients with at least 200 words in their Facebook posts,
and therefore we cannot extrapol ate about those who used social
media less or did not consent to share; we used 200 words
because prior work on using socia media for predicting
individuals' traits determined that for good and stable predictive
performance when working with social media data, data from
users with 200 words or more on Facebook should be used
[24,25]. Our sample was a so limited to those with an ASCVD
risk scorein asingle health system EMR, and therefore we may
have missed individuals with a risk score in another EMR or
that may not have had arisk score calculated in our EMR.

Conclusion

We show that language from Facebook posts can be used to
predict an individual’s 10-year risk for ASCVD. Specific
information in posts could help to guide clinicians in better
understanding lifestyles and behaviors, and in counseling
patients about heart disease risk.
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Abstract

Background: Professional society guidelines are emerging for cardiovascular care in cancer patients. However, it is not yet
clear how effectively the cancer survivor population is screened and treated for cardiomyopathy in contemporary clinical practice.
As electronic health records (EHRs) are now widely used in clinical practice, we tested the hypothesis that an EHR-based
cardio-oncology registry can address these questions.

Objective: The aim of this study was to develop an EHR-based pragmatic cardio-oncology registry and, as proof of principle,
to investigate care gaps in the cardiovascular care of cancer patients.

Methods: We generated a programmatically deidentified, real-time EHR-based cardio-oncology registry from all patientsin
our institutional Cancer Population Registry (N=8275, 2011-2017). We investigated: (1) left ventricular g ection fraction (LVEF)
assessment before and after treatment with potentially cardiotoxic agents; and (2) guideline-directed medical therapy (GDMT)
for left ventricular dysfunction (LVD), defined as LVEF<50%, and symptomatic heart failure with reduced LVEF (HFrEF),
defined as LVEF<50% and Problem List documentation of systolic congestive heart failure or dilated cardiomyopathy.

Results: Rapid development of an EHR-based cardio-oncology registry was feasible. Identification of tests and outcomes was
similar using the EHR-based cardio-oncology registry and manual chart abstraction (100% sensitivity and 83% specificity for
LVD). LVEF was documented prior to initiation of cancer therapy in 19.8% of patients. Prevalence of postchemotherapy LVD
and HFrEF was relatively low (9.4% and 2.5%, respectively). Among patients with postchemotherapy LVD or HFrEF, those
referred to cardiology had a significantly higher prescription rate of a GDMT.

Conclusions: EHR data can efficiently populate a real-time, pragmatic cardio-oncology registry as a byproduct of clinical care
for health care delivery investigations.

(JMIR Cardio 2021;5(1):622296) doi:10.2196/22296
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Introduction

The success of cancer therapies hasled to agrowing population
of cancer survivors, over 17 millionin the United Statesin 2020.
Surviving cancer no longer marks the final treatment goal but
rather the beginning of “cancer survivorship.” An important
facet of this care is the recognition and management of the
cardiotoxic effects of cancer therapies, which includetraditional
metabolic diseases such as hypertension, dyslipidemia, and
insulin resistance, as well as overt cardiovascular diseases,
including coronary artery disease, left ventricular dysfunction
(LVD), and heart failure with reduced left ventricular gjection
fraction (HFrEF) [1]. Cardio-oncology has emerged as an
important multidisciplinary specialty to provide cardiovascular
careto the cancer patient. Practice guidelinesfrom the American
Society of Oncology (ASCO) and the European Society of
Cardiology (ESC) provide specific recommendations such as
left ventricular ejection fraction (LVEF) measurement
assessment before and after treatment with potentially
cardiotoxic agents such as anthracyclines and epidermal growth
factor receptor 2 (HER2) blocking antibodies [2,3].

Electronic health records (EHRS) used for day-to-day patient
care activities provide a unique repository of aggregate data
about this at-risk population [4]. Hierarchical EHR databases
harbor rich clinical data with specificity exceeding the
information available from flat file claims data because EHR
diagnoses are encoded with SNOMED CT (formerly
Systematized Nomenclature of Medicine-Clinical Terms) instead
of claims data that are encoded solely based on International
Classification of Diseases, Tenth Revision (ICD-10) codes [5].
For instance, rena cell carcinoma, nephroblastoma, rena
sarcoma, and multiple other kidney cancer types all share a
single ICD-10 code and cannot be differentiated by
| CD-10-encoded claims data, necessitating manual chart review
for differentiation. EHR data are also accumulated in real time,
rather than after adelay for claims submission and processing.
These novel information management technol ogies can handle
large-scale health care data more efficiently than traditional
approachesfor standard registries, which are massive endeavors.

In this study, we aimed to test the hypothesis of the feasibility
to rapidly construct a cardio-oncology registry from existing

https://cardio.jmir.org/2021/1/e22296

EHR data and to employ such a registry, as proof of concept
for (a) care gap identification for optimizing individual patient
care, (b) analysis of one's local population or local oncology
management patterns, and (c¢) comparison of the use of
guideline-directed medical therapy (GDMT) among patients
who were referred to cardiology vs those who were not.

Methods

Study Population

Documentation of clinical care delivered to all patients at
University of Texas Southwestern Health System is recorded
within our enterprise-wide EHR, Epic (Epic Systems). Our
overall EHR-based cancer population registry included all
patients with a cancer diagnosis listed on their Problem List,
using the intentionally broad SNOMED CT concept
hierarchy-based value set definition: [Malignant neoplastic
disease (disorder) (363346000), including descendants OR
Carcinomain situ (disorder) (109355002), including descendants
OR Adenocarcinoma in situ in villous adenoma (disorder)
(99741000119100), including descendants OR Neoplasm of
brain (disorder) (126952004), including descendants] AND
NOT [Benign neoplasm of brain (disorder) (92030004),
including descendants OR Family history of clinical finding
(situation) (416471007), including descendants]. A patient with
any diagnosis on their Problem List that fit the above rule was
included in the broad Cancer Population Registry (N=73,067).

After filtering for patients with documentation in the EHR
oncology module, the Cardio-oncology Registry members
comprised 8275 patients who had received cancer treatment
from January 1, 2011 until June 30, 2017. Patients meeting the
criteriafor LV D or HFrEF (see definitions below) that predated
cancer treatment were excluded (n=372), leaving a final
population of 7903 patients (Figure 1). More specific registry
populations were then derived by filtering this broad registry
by one or more criteria. Use of patient-level EHR data to
construct this cardio-oncology registry was approved by the
institutional review board at University of Texas Southwestern
Medical Center. Registry development and data management
of the EHR are further described in Multimedia Appendix 1
and the interface for registry population management is shown
in Multimedia Appendix 2.
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Figure 1. CONSORT diagram of patient populations. Our overall EHR-based cancer population registry includes all patients with a cancer diagnosis
listed ontheir Problem Ligt, using theintentionally broad SNOMED CT (Systematized Nomenclature of Medicine-Clinical Terms) concept hierarchy-based
value set definition. A patient with any diagnosis on their Problem List that fits the above rule is included in the broad Cancer Population Registry
(N=73,067). LVD: left ventricular dysfunction; HF: heart failure with reduced ejection fraction; EHR: electronic health record; HER2: epidermal growth

factor receptor 2.
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For all cancer patientsin theregistry, if an LV EF measure was
available prior to the chemotherapy initial exposure date, the
patient was counted as having a prechemotherapy ejection
fraction assessment. If any LVEF measure was available
following their chemotherapy initial exposure date, they were
counted as having a postchemotherapy LV EF assessment. For
the purposes of this analysis, postchemotherapy LVD was
defined as LVEF<50% (by any of the imaging modalities
described previously) and postchemotherapy systolic HFrEF
was defined as presence of systolic heart failure and/or dilated
cardiomyopathy on the Problem List. Patients meeting the
criteria for LVD or HFrEF prior to the chemotherapy initial
exposure date were excluded (n=372). Manual chart review was
performed by two authors (AC and V Z) to verify the diagnostic
accuracy of the above-described methodology for data
extraction. For LVD (ie, LVEF<50%) as detected by the EHR
registry, manual review was performed on 100 randomly
selected charts, including 50 charts of patients identified as
having LVD measures and 50 charts of patients identified as
not having LV D measures. Similarly, for HFrEF as detected by
the EHR registry, manual review was performed on 200
randomly selected charts, including 100 charts of patients
identified as having HFrEF measures and 100 charts identified
for patients asnot having HFrEF measures. Interrater agreements
between the two authors were 86% for HFrEF and 94% for
LVD. A third author (SD) adjudicated the cases in which AC
and VZ disagreed and made the final decision.

Once posttreatment cardiac dysfunction has developed,
neuro-hormonal medical therapy (beta-blockers,
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cardiomyopathy with reduced gjection fraction isrecommended
according to American College of Cardiology (ACC)/American
Heart Association (AHA) guidelines[6]. Registry patientswith
postchemotherapy LVD or HFrEF were considered to be on
one of the GDMT drugsif the active medication list at thetime
of dataextraction contained the following: (1) beta-blockersfor
HFrEF, including al formulations of carvedilol, metoprolol
succinate, and bisoprolol; (2) ACE inhibitor, including all
formulations with the First Data Bank (FDB) Pharmaceutical
Class or Pharmaceutical Subclass title containing the phrase
“ACE Inhibitor” (2 Pharmaceutical Classes plus 7
Pharmaceutical Subclasses), or dl formulations of 8 combination
medications containing an ACE inhibitor; (3) angiotensin
receptor blocker (ARB), al formulations with the FDB
Pharmaceutical Class title containing the phrase “Angiotensin
Receptor Antagonist,” “Angiotensin  Receptor Blocker,”
Angiotensin || Receptor Blocker,” or abbreviations of these (6
Pharmaceutical Classesin total), along with all formulations of
aliskiren/valsartan; (4) the patient was included as receiving
“ACE-inhibitor/ARB” if their active medication list included
either an ACE inhibitor, ARB, or both; and (5) MRA, including
all formulationswith FDB Pharmaceutical Subclasses containing
the phrase“Aldosterone Receptor Antagonist” (2 Pharmaceutical
Subclasses).

Statistical Analysis

Categorical variables are shown as numbers and percentages.
Continuous variables are shown as median (IQR). Comparisons
between two dichotomous categorical variableswere performed
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using the x test. Sensitivity of EHR-based outcomes detection
was calculated by dividing the number of true positive outcomes
confirmed by manual chart review over the sum of true positives
and false negatives. Specificity was calculated by dividing the
number of true negatives over the sum of true negatives and
false positives. Two-sided P values <.05 were considered
significant. Statistical analysis was carried out using Microsoft
Excel 365.

Chandraet d

Results

Study Population

Among the 8275 patientsincluded in our EHR cardio-oncology
registry (Figure 1), the majority were women (Table 1). Their
median age was 63 years. Over a quarter of the patients had
hypertension and approximately 15% had diabetes. Their median
BMI was 26 kg/m?. The most common treatment was

anthracyclines, followed by HER2 antibodies and other tyrosine
kinase inhibitors.

Table 1. Electronic health records—based cardio-oncology registry patient demographics and their clinical characteristics (N=8275).

Characteristic Vaue

Age at time of data extraction (years), median (IQR) 63 (52-71)
Female gender, n (%) 4516 (54.57)
Alive at time of data extraction, n (%) 5576 (67.38)
Hypertension, n (%) 2135 (25.80)
Diabetes mellitus, n (%) 1013 (15.24)
BMI (kg/m?), median (IQR) 26 (23-30)

Systolic blood pressure (mmHg), median (IQR)
Diastolic blood pressure (mmHg), median (IQR)
Breast cancer, n (%)

Time from Beacon chemotherapy (days), median (IQR)
Cancer treatment, n (%)

Anthracyclines
HER2? antibodies

Tyrosine kinase inhibitors

Immune checkpoint inhibitors

Prechemotherapy LVEF assessment method, n (%)
Echocardiogram
MUGA® scan
Cardiac MRI¢
None
Postchemother apy LVEF assessment method , n (%)
Echocardiogram
MUGA scan
Cardiac MRI

None

120 (96-135)
73 (53-79)
1585 (19.15)
431 (200-689)

1472 (17.78)
410 (4.95)
730 (8.82)
26 (0.31)

1597 (19.29)
25 (0.30)
16 (0.19)

6637 (80.2)

3362 (40.62)
17 (0.22)
13 (0.15)
4883 (59.01)

3HER2: human epidermal growth factor receptor 2.
BLVEF: left ventricular gjection fraction.

°MUGA: multigated acquisition scan.

dMRI: magnetic resonance imaging.

Care Measures

LVEF was documented prior to initiation of chemotherapy in
1636 (19.77%) of all 8275 patients (Figure 2), with 97.5% of
these patients having echocardiogram as the LV EF assessment

https://cardio.jmir.org/2021/1/e22296

RenderX

method. Documented prechemotherapy LV EF assessment did
not vary significantly by chemotherapy categories such as
anthracyclines or HER2 antibodies (25.88% vs 27.8%, P=.43).
After the chemotherapy initia treatment date, a significantly
higher percentage of all patients had a documented gjection
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fraction assessment compared to assessment prior to
chemotherapy initiation (3385/8275, 40.91% vs 1636/8275,
19.77%; P<.001). Patientstreated with anthracyclinesor HER2
antibodies had a significantly higher frequency of

Chandraet d

postchemotherapy LV EF assessment than patients not exposed
to these known cardiotoxic therapies (69.1% vs 32% and 85.1%
VS 32%, respectively; P<.001 for both comparisons).

Figure 2. Documented LV EF assessment before and after cancer therapy. LVEF: left ventricular gjection fraction; HER2: human epidermal growth

factor receptor 2 blocking antibodies; AC: anthracyclines.
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Comparison of Registry-Based Outcomes Detection
Strategies

To validate the performance of an EHR-based cardio-oncology
registry to identify clinically relevant outcomes, a random
selection of patient charts (n=300, 100 for LVD and 200 for
HFrEF) were reviewed for diagnostic accuracy. For detection
of postchemotherapy LVD (LVEF<50%), only the patients
undergoing postexposure screening (n=3196) were considered
to beat risk. Compared with manual review of al cardiovascular

imaging study reports, the SQL query—based method of LVEF
extraction had 100% sensitivity and 83% specificity for
detection of LVD (Table 2). For detection of postchemotherapy
systolic heart failure, all patients completing cancer treatment
at our ingtitution (N=7903) were considered to be at risk.
Compared with manual chart review for indicators of systolic
heart failure (Problem List, echocardiogram, N-terminal pro
b-type natriuretic peptide, discharge diagnoses), the Problem
List method had 95.3% sensitivity and 83.5% specificity for
detection of HFrEF.

Table 2. Validation of electronic health records (EHR)-based outcomes detection.

Performance metric

Left ventricular dysfunction

HFrEF?

EHR definition EFP<50%

Charts reviewed, n 100
Population at risk (n)

Sensitivity, % (95% CI)

Specificity, % (95% CI)

Positive predictive value, % (95% ClI)

Negative predictive value, % (95% ClI) 100 (N/AS)

Surveillance echo (3196)
100 (91.2-100)
83 (71.5-91.7)
80 (69.4-87.6)

Problem List entry

200

Completed chemotherapy (7903)
95.3(88.4-98.7)

83.5 (75.4-89.8)

81 (73.8-86.6)

96 (90.2-98.4)

BHFrEF: heart failure with reduced left ventricular ejection fraction.
bEF: ejection fraction.
°N/A: not applicable.

Prevalence of Postcancer Treatment Cardiomyopathy

Overdl, the prevalence of LVD (LVEF<50%) among the
subpopulation with postchemotherapy LVEF assessment was
9.4% (Table 3). This prevalence rate varied by treatment
exposure, with patients receiving anthracyclines and HER2
antibodies having lower incidences compared with those of
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other types of chemotherapy. In a sensitivity analysis, we
selected patients who had their LVEF assessed prior to
chemotherapy and then had their LVEF assessed after
chemotherapy (n=833). Of those, 117 patients (13.7%) were
found to have LV D, which is higher when compared with the
rate of 9.4% reported above.
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In contrast to LVD (which was captured by SQL queries of
cardiovascular procedures), HFrEF isaclinical entity that can
be captured by Problem List documentation. The overall
prevalence of documented postchemotherapy HFrEF was 2.5%.

Chandraet d

Patients exposed to HER2 antibodies had a significantly higher
prevalence (P<.001) compared with that of al other patients
(Table 3).

Table3. Prevalenceof left ventricular (LV) dysfunction and heart failure with reduced | eft ventricular gjection fraction (HFrEF) following chemotherapy.

Chemotherapy LVEF?assessed, N LV dysfunction, n (%) Problem List documented, N HFrEF, n (%)
All 319 299 (9.4) 7903 202 (2.5)
Anthracyclines 979 41 (4.2) 1401 50 (3.5)
HER2® antibodies 322 16 (4.9) 399 36 (9.0)

Not ACSHER? 1923 243 (12.6) 6151 122 (1.9)

8 VEF: |eft ventricular ejection fraction.
PHER2: human epidermal growth factor receptor 2.
CAC: anthracyclines.

Care Gap Identification: Use of GDMT in Patients
With Postcancer Treatment Cardiomyopathy

Of the patients who developed postchemotherapy LVD or
HFrEF, 237 (63.9%) were referred to cardiology. Compared
with patients who were not referred to cardiology, those who
werereferred to cardiology had asignificantly higher frequency
of prescriptions for beta-blockers (44.1% vs 18.8%, P<.001),
ACE inhibitors/ARBs (47.4% vs 30.6%, P=.01), and MRA
(11.8% vs 2.4%, P=.01).

Discussion

Principal Findings

In this study, we have demonstrated that rapid development of
an EHR-based cardio-oncology registry is feasible and yields
actionable information early, with a performance in identifying
clinically relevant outcomes very similar to that of manual chart
abstraction. In a proof-of-concept application, we identified
that: (1) baseline LV EF prior to initiation of cancer therapy was
documented in only 20% of patients treated for cancer; (2) the
prevalence of LVD and HFrEF related to cancer therapeutics
wasrelatively low (9.4% and 2.5%, respectively); and (3) among
patients who developed postchemotherapy LVD or HFrEF,
those who were referred to cardiology had significantly more
prescriptions for aGDMT.

Clinical guidelinesinthisfield arerelatively new [2,3], creating
opportunities for identifying and closing care gaps through
population heal th—based approaches, with the goal of enhancing
patients' long-term outcomes. Pragmatic registries using EHR
data collected as abyproduct of clinical carewould prove more
practical than manual chart abstraction for scaling to meet local
and national needs [7]. The ability of an EHR-based
cardio-oncology registry to identify care gapsin real time could
help identify patients not meeting guideline-directed
cardiotoxicity surveillance timelines. We discovered that only
a minority of the patients treated for cancer at our institution
had a documented baseline LV EF measure prior to initiation of
cancer therapy. Although uniform echocardiographic
prescreening of all cancer patients is not indicated or
cost-effective, this screening pattern is inadequate and likely
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leads to underestimation of prechemotherapy cardiovascular
risk. Itisworth noting that if our patients had received an LV EF
assessment at another facility, they would not have been
capturedinour anaysis. Thus, it islikely that we underestimated
the prevalence of LV EF assessment pre and postchemotherapy.
Significantly more patients had an LV EF assessment after the
oncology treatment start date, with patients receiving HER2
antibodies having the highest rate of echocardiographic
assessment. This observed differencein postexposure screening
isin line with the established structural cardiotoxicity of HER2
antagonism and the Food and Drug
Administration—ecommended screening interval of every 3
months[8]. Interestingly, our study showed that patients exposed
to nonanthracyclines and non-HER?2 targeted chemotherapies
were significantly less likely to undergo postexposure
echocardiography. We suspect that this is due to
underrecognition of the potential cardiotoxicity of the other
widely used chemotherapeutic agents. Additionally, practice
guidelines regarding LVEF assessment before and after
treatment with potentially cardiotoxic agentswere not available
for most of the time period covered in this study (January 1,
2011 to June 30, 2017) as the ESC and the ASCO guidelines
were released in 2016 and 2017, respectively.

An EHR-based cardio-oncology registry can also provide
descriptive statistics on the local oncology population as a
byproduct of routine clinical care. Overall, incidences of LVD
and HFrEF postcancer treatment were low (9.4% and 2.5%,
respectively). Of note, patients receiving anthracyclines and
HER?2 antibodies had alower incidence of LV D when compared
with that of patients receiving other types of chemotherapy.
This difference likely reflects selection bias and relative
underscreening of the population exposed to chemotherapy
classes not traditionally viewed as cardiotoxic. In contrast to
LVD (which was captured by SQL queries of cardiovascular
procedures), HFrEF isaclinical entity that can be captured by
Problem List documentation. Patients exposed to HER2
antibodies had a significantly higher prevalence of HFrEF
documentation. Thisis perhaps attributabl e to increased provider
awareness of this medication’s cardiotoxic effects and a
tendency to code volume overload states in these patients as
heart failure. These prevalence estimates varied based on
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chemotherapy exposure but are also likely influenced by cancer
type, heterogeneity of echocardiographic screening, as well as
referral bias. Nevertheless, the observational data derived from
routine clinical care provide an opportunity for narrowing the
focus of pre and postexposure screening efforts. We are
currently investigating use of this EHR registry to develop a
predictivetool to estimate therisk of cancer therapeutics—el ated
cardiac dysfunction at the time of cancer diagnosis.

Once posttreatment cardiac dysfunction has developed,
neurohormonal GDMT for cardiomyopathy with a reduced
gjection fraction is recommended according to ACC/AHA
guidelines [6]. Perhaps of most interest and reflective of other
“real-world” heart failure experiences such asthe CHAMP-HF
registry, we found that adherence to guideline-directed medical
therapies was suboptimal in patients with cardiomyopathy
following chemotherapy [9]. It is unclear whether this reflects
the general underutilization of GDMT in ambulatory HFrEF
patients or an undertreatment phenomenon when cancer and
HFrEF coexist. Referral to a cardiologist was associated with
significant  improvement in  guideline-recommended
beta-blocker, ACE inhibitor/ARB, and MRA prescriptions. Our
relatively low prevalence of GDMT useislikely dueto HFrEF
being defined as LVEF<50% in our registry rather than the
threshold of <40% used in other registries or clinical trials. We
were also unable to assess contraindications to GDMT such as
hypotension or hyperkalemia.

Our study further supports the premise that pragmatic clinical
research employing EHR data can be feasible and fruitful
[10-14]. EHR-based registriesfor specialized conditions can be
constructed in short time frames (weeks to months) using
replicable frameworks [4] and can then be employed for
investigation. For multisite, multi-EHR studies, mapping of
EHR fields to standard terminologies (SNOMED, LOINC,
RxNorm) now required for EHR certification on interoperability
can be leveraged for defining conditions [5], observations, and
medications identically across all sites. Multicenter studies are
expedited by adoption of a common data model. In the future,
writing SQL code once for transforming each of thelarge EHR
vendors' data models to the common data model, and then
sharing the transformed SQL code scriptsamong each vendors
customers, would greatly facilitate multiingtitution, multi-EHR
clinical research. Clinical imaging data increasingly extends
the range of digitized patient information useful for analytics
and clinical research [15]. Applying machine learning and other
forms of artificial intelligence to analyze the information
contained within the images themselves will increasingly add
important insights [16]; this field is poised for further major
advances.

Devel oping an ingtitution-wide cardio-oncology registry, aswe
have done here, enables local care gap closure initiatives and
can foster future clinical research projects. Moreover, combining
experiences across multiple institutions offers the promise of
advancing the field faster, and with broader applicability and
patient benefit. As above, adopting standard terminologies
(mapping local EHR codesto standard codes) greatly facilitates
combining data from multiple sites. Additionally, the use of
standard Health Level Seven International Fast Healthcare
Interoperability Resources (FHIR) now enables communication
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of data between EHRs and a common registry database. For
instance, we have successfully employed FHIR to integrate data
from our produced Epic EHR to aREDCap study database[17].
Thus, one can envision a national/international REDCap
cardio-oncology registry database—either a single shared
database or a federated database employing a common
structure—that is able to receive contributions from multiple
sites via FHIR-enabled EHR connections. Such a structure
would streamline the acquisition and curation of EHR-derived
registry data from multiple sites on diverse EHRs.

Limitations

For this initial report, we used a single cancer treatment start
date, corresponding to the patient’s first treatment episode on
our EHR’s oncology module. Some patients can have morethan
one cancer, or alate recurrence of an original cancer, and thus
have more than one cancer treatment episode. More
sophisticated analyses would require performing some
evaluations at the episode level rather than the patient level and
including start/stop dates of treatments. Chemotherapy dosing
is not accounted for in this analysis; thus, more sophisticated
dose-effect or epidemiologic studies would also be needed to
account for this variable. For all of the above, the additional
data elements needed are collected in the EHR as a byproduct
of clinical care, and such additionally requested information
types can be added iteratively to the Cancer Population Registry,
expanding relevance and utility for multiple purposes.

We used each patient’s Problem List as the source of their
oncology diagnoses as well as their comorbid conditions.
Although Problem List compl etenessremains an area of concern
for pragmatic clinical trials and registries [18], Problem List
diagnoses prove to be more specific than encounter or claims
diagnoses, since the latter are allowed to be used to indicate
“rule-out” conditions[19]. In our setting, Problem List diagnoses
were used for cancer staging in our EHR oncology module and
for linking Oncology Treatment Plans and Episodes to
diagnoses, both of which tended to ensure the presence of active
cancer diagnoses. Patients also received acopy of their Problem
List at each visit and on their patient portal for coverification.
In the future, we are planning to increase our use of clinical
decision support systems and automated additions as studies
have shown that these can enhance Problem List completeness
[20-23].

Conclusions

Cardiac complications of both established and newer
chemotherapy agents have given rise to the emerging
subspecialty field of cardio-oncology and generated guidelines
for optimizing care. EHR-derived population health tools for
detecting and resolving care gaps are needed. From this
EHR-based cardio-oncology registry, we found (a) an apparent
caregap in adherence to guidelinesfor baseline gjection fraction
assessment; (b) documented postchemotherapy cardiac
dysfunction to be arelatively rare event; and (c) a second care
gap in prescribing guideline-directed medications for patients
with posttreatment cardiomyopathy, with improved rates among
patients seen by a cardiologist. Asabyproduct of clinical care,
EHR data can efficiently populate areal -time pragmatic registry
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of cardio-oncology patients with data enabling pragmatic comparative effectiveness research.
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Abstract

Background: A strong association exists between consuming a healthy diet and lowering cholesterol levels among individuals
with high cholesterol. However, implementing and sustaining a healthy diet in the real world is a magjor chalenge. Digital
technologies are at the forefront of changing dietary behavior on a massive scale, as they can reach broad populations. Thereis
alack of evidence that has examined the benefit of a digital nutrition intervention, especially one that incorporates nutrition
education, meal planning, and food ordering, on cholesterol levels among individual s with dyslipidemia.

Objective: The aim of this observational longitudinal study was to examine the characteristics of people with dydlipidemia,
determine how their status changed over time, and evaluate the changesin total cholesterol, high-density lipoprotein cholesterol
(HDL-C), low-density lipoprotein cholesterol (LDL-C), non-HDL-C, and triglycerides among individuals with elevated lipids
who used Foodsmart, adigital nutrition platform that integrates education, meal planning, and food ordering.

Methods: We included 653 adults who used Foodsmart between January 2015 and February 2021, and reported alipid marker
twice. Participants self-reported age, gender, weight, and usual dietary intakein a53-item food frequency questionnaire, and lipid
values could be provided at any time. Dyslipidemia was defined as total cholesterol =200 mg/dL, HDL-C <40 mg/dL, LDL-C
=130 mg/dL, or triglycerides =150 mg/dL . We retrospectively analyzed distributions of user characteristics and their associations
with the likelihood of returning to normal lipid levels. We calculated the mean changes and percent changes in lipid markers
among users with elevated lipids.

Results: In our total sample, 54.1% (353/653) of participants had dyslipidemia at baseline. Participants with dyslipidemia at
baseline were more likely to be older, be male, and have a higher weight and BMI compared with participants who had normal
lipid levels. We found that 36.3% (128/353) of participants who had dyslipidemia at baselineimproved their lipid levelsto normal
by the end of follow-up. Using multivariate logistic regression, we found that baseline obesity (odds ratio [OR] 2.57, 95% ClI
1.25-5.29; P=.01) and Nutriscore (OR 1.04, 95% CI 1.00-1.09; P=.04) were directly associated with achieving normal lipid levels.
Participants with elevated lipid levels saw improvements as follows: HDL-C increased by 38.5%, total cholesterol decreased by
6.8%, cholesterol ratio decreased by 20.9%, LDL-C decreased by 12.9%, non-HDL-C decreased by 7.8%, and triglycerides
decreased by 10.8%.

Conclusions: Thisstudy characterized users of the Foodsmart platform who had dyslipidemiaand found that users with elevated
lipid levels showed improvements in the levels over time.

(JMIR Cardio 2021;5(1):€28392) doi:10.2196/28392

KEYWORDS
dydipidemia; hyperlipidemia; lipids; cholesterol; digital; nutrition; meal planning; food environment; food ordering; food
purchasing
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Introduction

Cardiovascular disease (CV D) istheleading cause of morbidity
and mortality in the United States and globally [1]. The annual
estimated cost of CVD in the United States is over US $200
billionin health care services, medications, and lost productivity.
Dysdlipidemia has been established as a strong risk factor for
CVD. It has been estimated that onein three adultsin the United
States has dydlipidemia [2]. Dydlipidemia refers to elevated
total cholesterol, low-density lipoprotein cholesterol (LDL-C),
or triglycerides, or low levels of high-density lipoprotein
cholesterol (HDL-C) [3]. While this condition can be due to
genetic factors, it is usually associated with unhealthy lifestyle
behaviors such as poor diet and physical inactivity.

Atherogenic lipoproteins play an important rolein theinitiation
and progression of atherosclerosis;, therefore, maintaining
optimal lipid levelsiscrucial for achieving ideal cardiovascular
health [4]. LDL and other apolipoprotein B—containing
lipoproteins slowly accumulate in the artery wall early in life,
which eventually can result in large amounts of atherosclerotic
plague. This can lead to abstruction of blood flow, which could
cause cardiovascular events such as acute coronary syndrome
and myocardia infarction. Statins are the most commonly
prescribed lipid-lowering drug in patients with dyslipidemia
Other LDL-lowering drugsinclude PCSK 9 inhihitors, ezetimibe,
and bile acid sequestrants [5]. Despite high awareness of
abnormal lipid levels (>80%), statin use has been found to be
low (37.6%) among adults with severe dyslipidemia[2]. Issues
with nonadherence or unwillingnessto take cholesterol-lowering
medications pose obstacles to reducing CVD risk.

For years, guidelines have suggested dietary modification to be
acrucial component in strategiesto reduce CVD risk [5,6]. Diet
has been shown to have amajor impact onlipid levelsand CVD
[7,8]. Studies have suggested that nuts, plants, and fiber-rich
foods may reduce LDL-C levels [3]. Additionally, a dietary
pattern low in saturated fats, low in refined carbohydrates, and
rich in unsaturated fatty acids and proteins has been shown to
be successful in reducing plasmaLDL-C levels[9,10]. Despite
the strong associations between dietary changes and cholesterol
levels, many patients fail to adopt a healthy dietary pattern or
make lasting changes. Thus, adoption and sustainability of a
healthy diet are critical issues.

Many barriers to adopting and sustaining a healthy dietary
pattern exist, such as time, cost, accessibility, and knowledge.
Foodsmart isadigital nutrition and meal planning platform that
is designed to make healthier eating achievable and sustainable
among the general population, and it addresses the most
common barriersto eating well. Foodsmart uses amultipronged
approach including educating individual s on how to eat healthy,
leveraging the food frequency questionnaire, recommending
personalized healthy recipes based on food preferences, and
automating grocery list creation and online grocery purchasing,
all whiletracking the individual’simprovementsin biometrics.
The platform has been found to be associated with at least 5%
weight loss and has been shown to sustain weight loss over 3
years [11,12]. Previous research has suggested that by simply
cooking at home rather than ordering food or eating out, diet
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quality improves[13]. Therefore, thisdigital platform that uses
precision nutrition to encourage healthier eating and sustained
practices has broad potential to improve important health
markers such aslipid levels.

While many digital applications seek to improve eating
behaviors and health outcomes, few studies have evaluated their
effectiveness for changing lipid levels among users with
dydipidemia. The aim of this study was to examine the
characteristics of users with dyslipidemia and evaluate the
changesin lipid markers over time.

Methods

Study Sample

As of February 2021, 13,754 users of Foodsmart had entered a
plausible value (defined later) for at least one lipid marker (total
cholesterol, HDL-C, LDL-C, or triglycerides). Of those, 1445
users of Foodsmart had entered at least one lipid marker at two
different time points. We excluded participants who reported
their second lipid marker lessthan 1 month after their first report
and those with implausible changes. Our final sample size was
653 participants who had at least two reports of at least one
lipid marker.

The Foodsmart Platform

Foodsmart is a digital nutrition platform that uses precision
nutrition to create lasting behavior change through nutrition
education and personalized recipe recommendations, and
facilitates healthy eating through online grocery and food
ordering integration. Rooted in behavior change theory,
Foodsmart has two components, FoodSmart and FoodsMart, to
help users access and engage with affordable, tasty, and healthy
food.

The FoodSmart component emphasizes|earning by helping the
user understand how their typical eating behaviors compare to
national targets and how to plan their meals for the week. Once
users create their account, they are directed to the in-app
Nutriquiz, a dietary assessment (based on the National Cancer
Intitute Diet History Questionnaire). Users report their usual
dietary habits, and the quiz provides immediate and specific
feedback on aspects of their diet toimprove on. Over time, users
can retake the Nutriquiz to track their progress on diet and
biometrics. Based on the Nutriquiz results, personalized recipe
recommendations are given to the user. The second component
is FoodsMart, which focuses on altering the food purchasing
environment to make healthier options the easier default path.
Thisis achieved through personalized meal plan conversion to
a grocery list and integrated online ordering and delivery of
groceries, meal kits, and prepared foods, wherefood advertising
paid for by food manufacturers is removed and replaced with
nudgesto healthier substitutionsthat align with user preferences
and their personalized meal plan. Customized grocery discounts
on healthier options help users save money and further nudge
users to make healthier choices.

Foodsmart is available through health plans and employers and
can be accessed via the web or the iOS or Android operating
system.
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M easurements of Lipids and Weight

Users were given the option upon enroliment to input
self-reported total cholesterol, HDL-C, LDL-C, triglycerides,
weight, and height data. They could update their biometrics at
any time during usage of the platform. All lipid markers were
reported in mg/dL. Given the self-reported nature of lipids, we
considered the following val ues as missing data: total cholesterol
<65 or =750 mg/dL, HDL-C <10 or 2120 mg/dL, LDL-C <30
or =200 mg/dL, and triglycerides <10 or =2000 mg/dL [14].
We only included people who reported alipid measurement at
least twice, and we used the first and last values. We defined
the “end” value as the last value. We defined the following
prespecified cutoffs as markers of dydipidemia based on the
National Cholesterol Education Program (NCEP) Adult
Treatment Panel 111 (ATP II1) classification of lipid profiles:
total cholesterol =200 mg/dL, HDL-C <40 mg/dL, LDL-C =130
mg/dL, or triglycerides 2150 mg/dL [15]. If any of these
thresholds were met, the participant was considered to have
dydipidemia. The same method was applied to the end value
to assess dydlipidemiaat the end of follow-up. Changesin lipid
markerswere cal culated by subtracting thefirst reported values
from the end values. Percent change was cal culated by dividing
changeinlipid valuesby thefirst lipid value. We al so examined
values of the cholesterol ratio (total cholesterol/HDL-C), with
athreshold of =5 considered elevated.

Baseline BMI was calculated asfirst weight entry in kilograms
divided by height in meters squared (kg/m?). We categorized
participants by baseline BMI category asfollows. normal BMI
was defined asBMI <25 kg/m?, overweight was defined as BM|
between 25 and 29.9 kg/m?, and obese was defined as BMI =30
kg/m?.

Dietary Assessment

Participants self-reported their usual dietary intakein Foodsmart.
Upon registration, users were prompted to fill out a dietary
guestionnaire called Nutriquiz, a 53-item food frequency
guestionnaire adapted from the National Cancer Institute Diet
History Questionnaire [16]. Information on sex, age, weight,
and usual frequency of dietary intake (fruits, vegetables, whole
grains, proteins, carbohydrates, fats, fiber, sodium, and water)
were ascertained in Nutriquiz. We calculated a score to assess
overal diet quality (Nutriscore), which is based on the
Alternative Healthy Eating Index-2010 and the Commonwealth
Scientific and Industrial Research Organization Healthy Diet
Score [17,18]. Participants were assigned a score from 0 to 10
(with 10 being optimal) for each of the following seven
components.  fruits, vegetables, protein ratio (white
meat/vegetarian protein to red/processed meat), carbohydrate
ratio (total fiber to total carbohydrate), fat ratio (polyunsaturated
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to saturated/transfats), sodium, and hydration (percent of daily
fluid goal). A total Nutriscore (possible scores ranging from 0O
to 70) was calculated by summing the scores of the seven
components. Change in the Nutriscore was calculated as the
difference between a participant’s first and last Nutriscores.

Statistical Analysis

We used descriptive anayses to examine the baseline
demographic characteristics, lipid markers, and diet quality of
the total study population and according to whether they had
dydipidemia at baseline. We reported categorical variables as
number (percentage) and continuous variables as mean (SD).
We used the chi-square test and analysis of variance to test for
differencesin categorical and continuous variables, respectively.

In order to better understand how the dydlipidemia status
changed over time, we calculated the percent of participants by
category of changein the dydlipidemia status from the beginning
to the end of the program as follows: dyslipidemiato normal,
normal to dydipidemia, dyslipidemia to dyslipidemia, and
normal to normal. Multivariate logistic regression was used to
estimate the odds ratios (ORs) and 95% Cls of achieving normal
lipid levels among participants with baseline dyslipidemia and
was mutually adjusted for gender, age category, baseline BMI
category, baseline Nutriscore, and change in Nutriscore (per 5
points).

Among participantswho had elevated lipid levels, we calcul ated
the mean start value, mean end value, and mean changesin total
cholesterol, cholesterol ratio, HDL-C, LDL-C, non-HDL-C,
and triglycerides. We used paired t tests to test whether the
changes were dtatistically significant. Additionaly, we
calculated the mean percent change for each marker. To further
explore the performance of LDL-C, we examined changes in
LDL-C dratified by the category of baseline LDL-C (optimal:
<100 mg/dL; above optimal: =100 and <130 mg/dL ; and high:
>130 mg/dL).

We considered a P value smaller than .05 to be significant for
all tests. Stataversion 16 (StataCorp) was used for all analyses.

The study was declared exempt from institutional review board
oversight by the Pearl Institutional Review Board given the
retrospective design of the study and the less than minimal risk
to participants.

Results

Participant Characteristics

Baseline characteristics of the total study sample and those
stratified by baseline dydlipidemia status are shown in Table 1.
We found that 54.1% (353/653) of participants had dyslipidemia
at baseline.
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Table 1. Baseline characteristics of the total study sample and those stratified by baseline dyslipidemia status.

Characteristic Total (N=653) Normal (N=300) Dyslipidemia (N=353) P value?
Number of  Percentage or Number of  Percentage or Number of  Percentage or
participants  mean (SD) participants  mean (SD) participants  mean (SD)

Age (years) A1

<40 196 33% 100 36% 96 30%
40-59 306 51% 138 50% 168 52%
=260 99 16% 38 14% 61 19%

Female gender 346 53% 177 59% 169 48% <.001

Weight (kg) 649 79.4 (20.0) 299 75.3 (18.6) 350 83.0 (20.4) <.001

BMI (kg/m?) 649 273(57) 299 26.1(5.3) 350 283(5.9) <.001

Total cholesterol (mg/dL) 632 180.1 (37.2) 289 163.1 (25.5) 343 194.4 (39.5) <.001

Cholesterol ratio? 608 3.6(14) 276 2.8(06) 332 43 (1.4) <.001

HDL-C® (mg/dL) 623 54.6 (17.5) 284 61.2 (13.9) 339 49.0(18.3) <.001

LDL-CY (mg/dL) 606 102.0 (31.8) 275 88.0 (101.8) 331 113.7 (34.3) <.001

non-HDL-C (mg/dL) 608 1251 (37.2) 276 101.8 (25.2) 332 1445 (34.3) <.001

Triglycerides (mg/dL) 639 117.6 (37.2) 288 90.8 (30.8) 351 139.6 (77.2) <.001

Baseline Nutriscore (range 0-70) 351 34.3(8.3) 168 34.6(8.1) 183 34.1(8.4) 58

Change in Nutriscore 389 2.4(7.3) 181 2.4(7.3) 208 2.4(7.3) .99

Follow-up duration (months) 653 16.9 (11.3) 300 17.4 (11.5) 353 16.5(11.2) 33

8Chi-square tests and analysis of variance were used to test differences for categorical and continuous variables, respectively.
bCholesterol ratio was defined as total chol esterol/high-density lipoprotein cholesterol.

CHDL-C: high-density lipoprotein cholesterol.
dLpL-C: low-density lipoprotein cholesterol.

There were 653 participants included in the analysis, of which
306 were between 40 and 59 years old and 346 were female

(Table 1). The mean BMI was 27.3 kg/m?, the mean baseline
Nutriscore was 34.3 points, and the mean change in the
Nutriscore was 2.4 points. The mean follow-up length was 16.9
months and ranged from 1 to 60 months. Compared to
participants who did not have dyslipidemia, participants who
had dysdlipidemia were more likely to be in the 40-59 or =60
age categories, more likely to be male, and more likely to have
ahigher weight and BMI.

We calcul ated the percent of participants based on what category
of dydlipidemia status change they were in. We categorized
participants into four groups based on their dyslipidemiastatus
at the beginning and end of their follow-up as follows:
dydlipidemiato normal, normal to dyslipidemia, dysipidemia
to dydipidemia, and normal to normal. We found that 19.6%
(128/653) of participants had dyslipidemiain the beginning and
achieved normal lipid levels by the end, 12.4% (81/653)

https://cardio.jmir.org/2021/1/e28392

devel oped dydlipidemia, 34.4% (225/653) had dyslipidemiaand
it did not change, and 33.5% (219/653) had normal lipid levels
and they did not change. Among participants who had
dydipidemiaat baseline, 36.3% (128/353) improved their lipid
levelsto normal by the end of follow-up.

In order to better understand what type of user was successful
in achieving normal lipid levels, we examined the association
between baseline characteristics and odds of achieving normal
lipid levels in a multivariate logistic regression model (Table
2). Adjusting for all other variables, there was no significant
association between gender or age and achieving normal lipid
levels. Participants who were obese were 157% more likely to
achievenormal lipid levels (OR 2.57, 95% CI 1.25-5.29; P=.01).
Having ahigher baseline Nutriscore (healthier diet quality) was
also associated with higher odds of achieving normal lipid levels
(OR 1.04, 95% CI 1.00-1.09; P=.04). Improvement in the
Nutriscore was positively associated, though this was not
statistically significant.
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Table 2. Association between predictors and the likelihood of changing the dyslipidemia status to normal in multivariate logistic regression models.

Variable Odds ratio (95% ClI) P value
Female 0.81 (0.45-1.46) 49
Age (years)

<40 1 (reference) N/AR

40-59 0.69 (0.33-1.43) .32

260 2.13(0.96-4.76) .07
Baseline BM| category

Normal 1 (reference) N/A

Overweight 1.26 (0.63-2.55) 51

Obese 2.57 (1.25-5.29) 01
Baseline Nutriscore 1.04 (1.00-1.09) .04
Change in Nutriscore (per 5 points) 1.07 (0.86-1.33) .56

8N/A: not applicable.

Changesin Lipid Levels

Table 3 presents the mean start values, end values, and changes
in lipid markers among participants who were classified as
having elevated levelsfor each marker. The mean changeswere

Table 3. Changesin lipid levels among users with elevated lipid levels.

asfollows: total cholesterol, —16.4 (SD 34.4) mg/dL ; cholesterol
ratio, -1.5 (SD 1.7); HDL-C, 11.2 (SD 14.0) mg/dL; LDL-C,
-20.6 (SD 30.1) mg/dL; non-HDL-C, —13.6 (SD 31.3) mg/dL;
and triglycerides, —34.2 (SD 95.1) mg/dL. All changes were
statistically significant (P<.001) using paired t tests.

Variable Number of participants ~ Start value, mean (SD)  End value, mean (SD) Change, mean (SD) P value®
Total cholesterol (mg/dL) 171 2235(21.1) 207.1 (31.8) -16.4 (34.4) <.001
Cholesterol ratio? 64 6.1(1.3) 47(0.9) -15(17) <.001
HDL-C® (mg/dL) 115 33.3(5.9) 445 (13.2) 11.2 (14.0) <.001
LDL-CY (my/dL) % 150.7 (16.9) 130.1 (27.1) -20.6 (30.1) <.001
Non-HDL-C (mg/dL) 193 158.7 (23.0) 145.2 (30.7) -13.6(31.3) <.001
Triglycerides (mg/dL) 107 213.3(77.0) 179.1 (74.3) -34.2(95.1) <.001

3P values were calculated using paired t tests.

PCholesterol ratio was defined as total chol esterol/high-density lipoprotein cholesterol.

CHDL-C: high-density lipoprotein cholesterol.
dLpL-C: low-density lipoprotein cholesterol.

We determined the mean percent changes in total cholesteral,
cholesteral ratio, HDL-C, LDL-C, non-HDL-C, and triglycerides
among users with elevated lipid levels. The greatest percent
change wasin HDL-C (+38.5%), followed by cholesterol ratio
(-20.9%), LDL-C (-12.9%), triglycerides (—10.8%),
non-HDL-C (-7.8%), and total cholesterol (—6.8%).

To better understand how LDL-C changed according to baseline
LDL-C, we examined the mean changesin LDL-C stratified by
the category of baseline LDL-C (normal, slightly elevated, and
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moderate or highly elevated) (Table 4). We found that the
greatest reduction in LDL-C was among people with high
LDL-C. Among userswho had normal baselinelevelsof LDL-C
(<100 mg/dL), an increase in LDL-C was noted (mean 16.6,
SD 31.3 mg/dL). Among users with dightly elevated LDL-C
levels (=100 and <130 mg/dL), there was a small decrease in
LDL-C (mean -2.0, SD 23.0 mg/dL), and among users with
moderate or highly elevated LDL-C levels (=130 mg/dL ), there
was alarge decrease in LDL-C (mean —20.6, SD 30.1 mg/dL).
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Table 4. Changesin low-density lipoprotein cholesterol (LDL-C) levels according to the category of baseline LDL-C.

Category of baseline LDL-C? Number of Start LDL-C (mg/dL), End LDL-C (mg/dL), Changein LDL-C (mg/dL),
participants mean (SD) mean (SD) mean (SD)

Normal (<100 mg/dL) 202 76.1 (16.9) 92.8 (30.8) 16.6 (31.3)

Slightly elevated (=100 and <130 mg/dL) 148 1135 (8.7) 111.5 (24.6) -2.0(23.1)

Moderate or highly elevated (=130 mg/dL) 90 150.7 (16.9) 130.1(27.1) -20.6 (30.1)

8_DL-C: low-density lipoprotein cholesterol.

Discussion

In our study, of 653 users who reported at least two lipid
markers, we found that 54.1% (353/653) of participants had
dydipidemiaat basdline, and of those, 36.3% (128/353) showed
improvements in their lipid levels to norma by the end of
follow-up. Participants with dyslipidemiaat baseline were more
likely to be older, be male, and have a higher weight and BMI.
Baseline obesity and Nutriscore were associated with a higher
likelihood of achieving normal lipid levels. Between the start
and end of using the Foodsmart platform, total cholesterol,
cholesterol ratio, LDL-C, and triglycerides al significantly
decreased and HDL-C significantly increased. These findings
suggest that usage of the Foodsmart platform may be associated
with improvements in lipid markers, most likely through
improved diet quality.

Theresults of this study support the findings of previous studies
that found beneficial effects of dietary interventions on lipid
levelsamong peoplewith dyslipidemia. A meta-analysisof over
200 studies that examined the impact of dietary interventions
on cholesterol levelsfound that areduction in saturated fatsand
an increase in polyunsaturated fats were primary factors in
lowering total cholesterol levels [19]. Another meta-analysis
of 60 trialsfound that replacing trans fats with polyunsaturated
fats was successful in improving blood lipids [20]. Increasing
dietary soluble fiber has also been shown to decrease total and
LDL cholesterol levels, although the effect was modest (5
mg/dL) [21]. In the landmark PREDIMED randomized
controlled trial that tested the effect of two Mediterranean-style
dietary patterns against a low-fat dietary pattern among
participants at high risk of CVD, investigators found that just
after 3 months, the cholesterol ratio decreased by 0.38 and 0.26
for a Mediterranean-style diet supplemented with extra-virgin
olive oil and nuts, respectively [22].

Though the association between diet and cholesteral is strong
and has been established for decades, implementing and
sustaining behavior change in real life, especialy with diet, is
complex and challenging. It has been noted that physiciansface
many challenges in encouraging behavior change to improve
lipid profiles and other CVD risk factors in patients [23]. A
review found that patients who received dietary advice reduced
total cholesterol levelsby 6.2 mg/dL and LDL-C by 7.0 mg/dL,
although there were no significant changes in HDL-C [24].
Another review found that dietitian advice was more successful
in reducing cholesterol levels compared to physician advice
(9.7 mg/dL difference for total cholesterol), although it was
not better than self-help materials[25]. Thereis sparse evidence
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of adigital intervention improving cholesterol levels, especially
among commercial nutrition applications.

The annual per person expenditure related to dyslipidemia
among people without CV D has been estimated to be about US
$856 [26]. Annual national expenditure has been estimated to
be US $23.1 hillion. The majority of expenditures (59%-90%)
were attributable to prescription medications, namely statins.
High-intensity statins, such asrosuvastatin and atorvastatin, can
lower LDL-C by 50% or more, while moderate-intensity statins
lower LDL-C by 30%-49% and low-intensity statins lower
LDL-C by lessthan 30% [5]. While statins have generally been
regarded as safe, there are some side effects, such as myalgia,
which is observed in 5%-20% of patients, leading to
nonadherence [5]. Additionally, patients who are initially
adherent to statin therapy may not continue to have long-term
adherence for other reasons [27,28]. While PCSK9 inhibitors
can result in further reductions in LDL-C and reduce risks of
cardiovascular events, cost-eff ectiveness model s have suggested
that their high costs do not outweigh the potential benefits yet
[5,29]. Given the high pharmaceutical costs of treating
dydipidemia, with questionable adherence, prevention and
treatment of high cholesterol through a healthy diet can be
considered an attractive option. Unfortunately, we did not have
information on whether participants were on statins or other
cholesterol-lowering medications. Therefore, we do not know
whether participants had started taking medications before
enrolling in Foodsmart, and if so, for how long they had been
taking medications. Despitethislack of data, we sought to make
a ballpark comparison of price pointsin lowering lipid levels
between Foodsmart and prescription medications. Digital
platformsrepresent an aff ordable alternative, asthe mean annual
cost for the Foodsmart platform is US $12.30 per dligible
member as of 2021. Based on our analysis, the cost per 1%
reductionin LDL-C was US $0.95 using Foodsmart. Inthe case
of statins, on the low end, it would cost US $12.89 per 1%
reductionin LDL-C for lovastatin (20 mg), and on the high end,
it would cost US $77.50 per 1% reduction in LDL-C for
rosuvastatin (10 mg) [30,31]. From these calculations and
assuming that participants in the analysis were not on
cholesterol-lowering medications, we estimate that a digital
platform like Foodsmart is 93% to 99% more affordable per
1% reductionin LDL-C compared with standard statin treatment.

The present study has several limitationsworth addressing. The
first isthat all lipid measurements were self-reported and were
not validated. However, in a validation study among about
40,000 female hedlth professionals in the Women's Health
Study, investigators found that the Spearman correlation
coefficients between self-reported and blood samples for
triglyceridesand HDL-C were 0.57 and 0.63, respectively [32].
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Thissuggeststhereis moderate correl ation between self-reported
and blood measures. Since users were not obligated to enter
their cholesterol levels, it is more likely that people who did
report their lipid levels had accurate reports (no guessing) and
entered them into the app for the purpose of tracking. Thisalso
means that our participant pool may be subject to selection bias,
as participants who were more aware of their cholesterol levels,
possibly due to having a health condition, were more likely to
be in our sample. Ancther limitation is that we unfortunately
did not have participants’ medical history or medication use.
Participants may have been on cholesterol-lowering medications,
which could have contributed to improvementsin lipid levels.
We aso did not know whether participants had a genetic
condition related to high cholesterol levels. However,
genetics-related cholesterol conditions are usually marked by
extremely high cholesterol levels (>300 mg/dL) or triglyceride
levels (>500 mg/dL) and therefore woul d not have been included
intheanalysis[2]. Future studieswould benefit from collecting
medical history and medication useto better elucidate and better
understand these associations. In our analysis, we did not
account for the frequency of engagement with the platform,
which could have an effect on the associations. We also did not
account for socioeconomic factors, such as baseline education,
that are potential confounders. For future studies, we plan on
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ng and incorporating engagement activities and education
levels.

There are also many strengths of this study. Very few studies
have demonstrated the real-life application of a digital
intervention that changes a user's mea planning and food
ordering behaviors, and its effect on cholesterol levels. By
leveraging our large database of users of the Foodsmart
platform, we could evaluate real-world data to draw patterns
and associations that provide insights into the utility of
commercia digital applications. Additionally, many participants
wereenrolled for at least ayear, allowing usto examine changes
in lipids over a long time span. Few studies, especially
randomized clinicdl trials, on digital applications havefollow-up
datafor lipids after more than 2 years.

In conclusion, this is one of the first studies of this scale and
duration to examine changes in lipids among individuals with
dydlipidemiawho were users of adigital nutrition platform with
personalized dietary recommendations, as well as online meal
planning, food ordering, and grocery discounts and incentives.
Future studies are warranted to examine specific food
componentsthat are associated with lowering cholesterol levels,
perform cost comparisons between pharmaceutical and digital
interventions, and identify causal associations by comparing
interventionsto a control.

EAH, JS, VN, and JL are employees of Zipongo, Inc, DBA Foodsmart.
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Abstract

Background: Patients with obstructive sleep apnea (OSA) are at a higher risk for atrial fibrillation (AF). Consumer wearable
heart rate (HR) sensors may be ameans for passive HR monitoring in patients with AF.

Objective: The aim of this study was to assess the Apple Watch's agreement with telemetry in measuring HR in patients with
OSA in AR

Methods: Patients with OSA in AF were prospectively recruited prior to cardioversion/ablation procedures. HR was sampled
every 10 seconds for 60 seconds using telemetry and an Apple Watch concomitantly. Agreement of Apple Watch with telemetry,
which is the current gold-standard device for measuring HR, was assessed using mixed effects limits agreement and Lin's
concordance correlation coefficient.

Results: A total of 20 patients (mean 66 [SD 6.5] years, 85% [n=17] male) participated in this study, yielding 134 HR observations
per device. Modified Bland—-Altman plot reveal ed that the variability of the paired difference of the Apple Watch compared with
telemetry increased as the magnitude of HR measurements increased. The Apple Watch produced regression-based 95% limits
of agreement of 27.8 — 0.3 x average HR — 15.0 to 27.8 — 0.3 x average HR + 15.0 beats per minute (bpm) with a mean bias of
27.8 —0.33 x average HR bpm. Lin's concordance correlation coefficient was 0.88 (95% CI 0.85-0.91), suggesting acceptable
agreement between the Apple Watch and telemetry.

Conclusions: In patientswith OSA in AF, the Apple Watch provided acceptable agreement with HR measurements by telemetry.
Further studies with larger sample populations and wider range of HR are needed to confirm these findings.

(JMIR Cardio 2021;5(1):€18050) doi:10.2196/18050

KEYWORDS
mHealth; wearables; atrial fibrillation; obstructive sleep apnea; digital health

individuals over the age of 40 and about 1 in 3 among
individuals over the age of 55, thereby posing substantial public
health and economic burden [1,2]. AF is associated with
significant cardiovascular and cerebrovascular morbidity and

Introduction

Atrial fibrillation (AF) isthe most common clinically significant
cardiac arrhythmia, with a lifetime risk of 1 in 4 among
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mortality, including a fivefold risk of thromboembolic
complications such as stroke [1,3]. Because of its episodic,
paroxysmal, and minimally symptomatic nature, the diagnosis
of AF is often delayed, with nearly 1 in 5 diagnoses occurring
at the onset of acute stroke [4]. It is estimated that nearly
700,000 people in the United States alone have undiagnosed
AF duetoits“clinically silent” nature, presenting a diagnostic
challenge for clinicians [5].

Of particularly highrisk for devel oping AF areindividualswith
sleep breathing disorders, including obstructive sleep apnea
(OSA). A strong association between OSA and AF has been
consistently observed in both epidemiological and clinical
cohorts, with patients with OSA being 2 to 4 times more likely
to develop AF compared to those without OSA [6-8]. Gami et
al [9] reported significantly higher prevalence (49% vs 32%)
of OSA and a strong association (adjusted odds ratio of 2.19)
between OSA and AF in patients undergoing electrical
cardioversion as compared to patients without AF. Moreover,
a comorbid diagnosis of OSA is predictive of AF recurrences
after catheter ablation or electrical cardioversion of AF [7,10].

Recently, the growing preval ence and adoption of digital health
tools, including mobile devices with physiologic sensors (eg,
“wearables’), have caught the attention of industry giantsinthe
technology sector and clinicians who see opportunities for
synergy in subclinical AF detection. This is evidenced by the
rapid development and release of wearables for AF detection,
including the Apple Watch Series 4 (Apple Inc.), KardiaBand
and KardiaMobile (AliveCor), Hexoskin (Carré Technologies
Inc.), and QardioCore (Qardio Inc.) [11]. Of these, only the
AppleWatch Series4 and KardiaM obile have been FDA cleared
for AF detection [12,13], although many till list claims
promoting heart health and wellness. Furthermore, ownership
of wearables has more than doubled between 2014 and 2018
(from 25.1 millionto 51.9 million users), and isfurther projected
to increase with nearly half of the American public showing
interest in future ownership [11,14].

Many wearables monitor heart rate (HR) through an optic
technology known as photoplethysmography (PPG), in which
sensors detect and measure pulsatile light absorption in the
vasculature beneath the skin as a proxy for the cardiac cycle
[15]. While this intersection in health technology has spurred
numerous validation studies in the detection of AF [3,14,16],
little is known about the accuracy of PPG technology in
measuring HR during AF. Preliminary work by a single group
in Australia suggests that during AF episodes, smart watches
underestimate HR over 100 beats per minute (bpm) when
compared to electrocardiogram (ECG) or Holter monitoring
[17,18]. Similarly, as wearables evolve to accurately detect AF
and bring usersinto the health care system, little research exists
on how these technologies may also be used to help patients
assess their AF management plans, which may include a rate
control strategy and detection of rapid ventricular response
(RVR).

http://cardio.jmir.org/2021/1/e18050/

Huynh et a

In this pilot study, we assessed the Apple Watch's agreement
with telemetry asthe gold standard in measuring HR in patients
with OSA in AF. We chose to recruit patients with OSA given
their higher likelihood of having a co-diagnosis of AF [19] and
because we had encountered in clinical practice patients with
OSA who had self-identified AF with RVR by a fast HR on
their Apple Watch. We hypothesized that the Apple Watch
would measure HR accurately when compared to standard ECG
monitoring in patients with OSA in AF.

Methods

Study Approval

This study was approved by the Johns Hopkins Medicine
Ingtitutional Review Board. Apple Inc. was not involved in the
design, implementation, dataanalysis, or manuscript preparation
of the study.

Study Design

In this prospective pilot study, patients aged 18 and older with
OSA in AF episodes confirmed on ECG were identified via
electronic health record screening and prospectively recruited
prior to cardioversion and AF ablation procedures at Johns
Hopkins Hospital between November 2018 and May 2019.
Diagnosisof OSA was determined by chart review, and patients
with objective clinical documentation of (1) current continuous
positive airway pressure (CPAP) device use, (2) polysomnogram
results showing OSA, or (3) both were considered dligible.
Patients were excluded if they had implantable pacemakers,
defibrillators, loop recorders, heart block, or tachycardia not
attributable to AF. In addition, patients who were
hemodynamically unstable or under contact precautions for
infection control were excluded.

Data Collection

Eligible patients were approached prior to their procedures and
provided informed written consent. AF was confirmed by a
12-lead ECG performed minutes prior to HR data collection.
Participants wore a first-generation Apple Watch (model
A1554), which was provided by the study team for the duration
of datacollection. The same device was used for al participants
and was cleaned between use with ahospital-grade disinfectant.
The Apple Watch face and telemetry monitor (CARESCAPE
Monitor B650; GE Healthcare) were observed concomitantly
under video recording in the presence of astudy co-investigator
(RS) for 90 seconds. After excluding the first 30 seconds of
data to allow time for the watch’s HR monitor to equilibrate,
HR measurements were sampled every 10 seconds for 60
seconds, yielding a total of 7 observations per participant per
device (Apple Watch and telemetry). In addition, we
documented the following relevant clinical data: cardiac history,
cardiovascular medications, OSA treatment, nature of AF
diagnosis, and demographic characteristics using the electronic
health record. Full study flow can be found in Figure 1.
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Figure 1. Study enrollment flowchart. ICD: implantable cardioverter-defibrillator. OSA: obstructive sleep apnea. AF: atria fibrillation. RVR: rapid

ventricular response.

Screened on electronic medical record
(consecutive patients scheduled for
cardioversion or ablation)

n=201

Did not meet criteria (n=166)
No OSA (n=144)
Atrial Flutter (n=11)

Pacemaker, implantable loop recorder, ICD,
contact precautions (n=11)

Met criteria for
enrollment (n=35)

Not Enrolled (n=13)
Due to logistical reasons (n=8)
Procedure cancelled (n=4)
Patient refused (n=1)

Excluded from analysis
Ablation patients not in AF (n=2)

Statistical Analysis

Descriptive statistics were performed for the baseline
characteristics, using frequencies (percentages) to describe
categorical variables and mean (SD) or median (interquartile
range) to describe continuous variables. Using the
telemetry-determined HR asthe gold standard, the Apple Watch
was assessed for accuracy by calculating the paired difference
between the measures. Wefirst checked the mean constant bias
assumption by visualizing the modified Bland-Altman plot
accounting for repeated measures per patient (Figure 2). The
mean bias appeared to be greater for higher HR measurements
than for lower ones and log transformation of the data did not
remove such relationship. We then analyzed the paired
differences of Apple Watch compared with telemetry using a
mixed effects regression model, with patients asarandom effect
and the averaged HR as the fixed effect. The paired difference
was modeled in the following form [17]:

D|ff”k =a+ I + BkA + Q]

ri ~N(0, 87), g; ~ N(0, &)
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Enrolled (n=22)

Included in analysis (n=20)
AF with rate control (n=17)
AF with RVR (n=3)

where Diffy;, representsthe jth paired differencein HR between
devices in patient i given k value of the true (average)
measurement; a isthe constant intercept; r; istherandom effect
of the ith patient; By, is the fixed effect of average of 2
measurements: and g; is the error for paired difference j on

patient i.*” The regression of Diff; on the fixed effect of average
of measurements gave the following:

The coefficient of —0.3332 was statistically significant (P<.05)
and further confirmed the average difference was related to the
magnitude. We thus cal cul ated the regression-based 95% limits
of agreement as 27.7922 — 0.3332A — 1.96 x SD (of the
residuals; lower limit) and 27.7922 — 0.3332A + 1.96 x SD (of
the residuals; upper limit). An estimate of SD (7.6407) was
caculated by the sguare root of total variance for all
observations including the estimated between-patient variance
and within-patient variance. Datawere analyzed using the nime
package of R software version 3.6.1 (R Foundation).
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Figure2. Scatter plots of standard deviation of measurement pair differences against patient mean. (Patients 23, 18, 12 had rapid ventricular response.)
Here, we show arelationship between difference and magnitude of measurement, suggesting a violation of constant bias assumption.
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Over the course of 6 months, we screened 201 consecutive
patients who were scheduled for cardioversion and AF ablation
procedures. Of these patients, 35 met full eligibility criteriaand
22 patientswere enrolled into the study (Figure 1). Demographic
and clinical characteristics of the study participants are shown
in Table 1. Themean agewas 66 (SD 6.5) yearsand 85% (n=17)
were male. Among the 20 participants analyzed, 3 (15%) had
RVR. The mgjority of participants had persistent AF (14/20,
70%) and were prescribed antiarrhythmic (11/20, 55%), rate
control (15/20, 75%), or anticoagulant (19/20, 95%) medications
at the time of study enrollment.

Of the 280 possible HR measurements, 268 were recorded
(95.7%). Thefirst participant had 4 out of 14 recordings because
the protocol was subsequently changed to capture a greater
number of time points over 60 seconds of monitoring. A
subsequent participant had 12 out of 14 recordings due to a

http://cardio.jmir.org/2021/1/e18050/
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on video. HR recordings ranged from 49 to 146 bpm from
telemetry and 55 to 127 bpm from the Apple Watch.

Figure 3 showsthe standard deviation of the differencein paired
measurement for each patient against the average measurement
for that patient. As mentioned in the “Statistical Analysis’
section, there was a suggestion that the variability of the
difference increased as the magnitude of HR measurements
increased. After performing the mixed effects regression model,
we found that the 95% limits of agreement were calculated as
27.7922 — 0.3332A — 1.96 x 7.6407 (lower limit) and 27.7922
— 0.3332A + 1.96 x 7.6407 (upper limit), where A is the
magnitude (average of 2 methods) of HR. Based on this
approach, the fit was greatly improved, particularly for higher
HR. The Apple Watch had 95% of differences fall within 15.0
bpm above and 15.0 bpm below telemetry measurements. Lin's
concordance correlation coefficient between the Apple Watch
and telemetry is0.88 (95% CI 0.85-0.91).
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Table 1. Participant characteristics (N=20).

Demographic Values
Age (years), mean (SD) 66.0 (6.5)
BMI (kg/m?), mean (SD) 33.2(4.8)
Sex, n (%)

Mae 17(85)

Female 3(15)
Race, n (%)

White 16 (80)

Black 4 (20)
Atrial fibrillation, n (%)

Paroxysmal 6 (30)

Persistent 14 (70)

CHAD-VASC?score, n (%)

1 8 (40)
2 5(25)
3 7(35)
Antiarrhythmic medications, n (%)
Amiodarone 8 (40)
Dofetilide 1(5
Sotalol 1(5)
Propenafone 1(5)
None 9(45)

Anticoagulant medications, n (%)

Rivaroxaban 6 (30)
Apixaban 8 (40)
Dabigatran 2(10)
Warfarin 3(15)
None 1(5)

Rate control medications, n (%)

Nadolol 1(5)
Metoprolol succinate 12 (60)
Metoprolol tartrate 1(5)
Diltiazem 1(5)
None 5(25)

Smoking status, n (%)

Current smoker 0(0)
Former smoker 11 (55)
Never smoker 9 (45)

CPAPP usage, n (%)

Yes 10 (50)
Yes, but not compliant 3(15)
No 7(39)
http://cardio.jmir.org/2021/1/e18050/ JMIR Cardio 2021 | vol. 5 | iss. 1 [€18050 | p.110
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8CHAD-VASC: Congestive heart failure (or left ventricular systolic dysfunction), hypertension, age =75 years, diabetes mellitus, prior Stroke or TIA
or thromboembolism, vascular disease (eg, periphera artery disease, myocardial infarction, aortic plaque), age 65-74 years, sex category (ie, femae

SEX).
bCPAP: continuous positive airway pressure.

Figure 3. Bland—-Altman plot showing 95% confidence limits with progressive increase in differences.

Difference, Apple Watch — Telemetry (bpm)

Mean bias
95% LOA

100 120

Average of HR of Apple Watch & Telemetry (bpm)

Discussion

Principal Findings

Thisstudy presentsapilot effort to assessthe level of agreement
in HR measurements between PPG technol ogy using the Apple
Watch (1st generation) and telemetry during episodes of AF.
We demonstrate that with a Lin's concordance correlation
coefficient of 0.88, the Apple Watch provided acceptable
agreement with HR measurements by telemetry even during
these episodes. The mean bias between the Apple Watch and
telemetry measurements was 0.26 bpm, with 95% of Apple
Watch HR measurementsfalling within 19 bpm of thetelemetry
measurements.

While the Lin’s concordance correlation coefficient is deemed
accepted by the literature [18], we note that this interval was
relatively wide, indicating there wererelatively large differences
in measurement. Furthermore, there appears to be an increase
in variability of the differences as the magnitude of HR
measurements  increases, which casts doubt on the
appropriateness of the constant mean bias assumption. While
it is still subject to clinical judgment of how far apart HR
measurements could be before 2 methods could be considered
interchangeable, as Bland and Altman [19] note, the limits of
agreement will be widened to some extent by the violation of
the constant mean bias assumption, which thus would not lead

http://cardio.jmir.org/2021/1/e18050/

to the acceptance of poor methods of measurement. As such,
we adjusted for the average HR measurement in the mixed
effects regression model to produce limits of agreement that
better reflect the data [17,19].

Limitations

Our study is not without limitations. Despite screening 201
patients over aspan of 6 months, only 35 patientsweredigible,
due to the criteria of having objective documentation of OSA.
Furthermore, as thiswas a pilot study and to maximizeyield of
HR measurements while in AF, we aimed to enroll only 20
patients, yielding 134 HR measurements for each device (268
between the Apple Watch and telemetry) for analysis. Moreover,
our smal sample population was skewed toward
white/Caucasian males. Because enrollment occurred in the
preprocedure setting among patients who have established care
with an electrophysiologist, the majority of participants
demonstrated good rate control, and only 15% (n=3) were in
RVR. This makes it difficult to assess the accuracy of PPG
technology in measuring elevated HR and detecting periods of
RVR, athough our data support prior work suggesting that
smart watches underestimate HR in these higher ranges[20,21].
Additionally, our data were collected under the direct
supervision of ateam member (RS), whilethe participantswere
sedentary, ensuring adequate skin contact between the smart
watch and skin to obtain HR measurements. Generalizability
of our results, therefore, may be limited and further studieswith
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amore diverse patient population and range of HR are needed,
in sedentary and mobile settings. Furthermore, as our patient
population was individuals with a known history of AF, our
study did not demonstrate the ability to detect AF episodes, but
rather the level of agreement on reported HR measurements
with that of telemetry as the gold standard. This study frames
theimplications of our findings as an assessment of rate control
rather than the actual detection of AF episodes. Regardless, we
believe these data remain clinically useful for clinicians and
patients aiming to evaluate adherence to treatment and titrate
therapies accordingly.

Comparison With Prior Work

Because of its clinically silent nature, AF is difficult to detect,
and guideline-directed management involves anticoagulation,
rate control, and rhythm control [22]. A user-friendly device
that allows for passive, noninvasive, and rea-time HR
monitoring, even during AF episodes, would therefore have
substantial clinical implications for evaluating treatment
efficacy. Smart watches and other wearables may be
well-positioned to provide non-obtrusive, real-time HR
monitoring and AF detection over long periods, limited only
by battery life, wear time, and sensor algorithms.

Although several studies have evaluated the validity of smart
watch algorithms to detect AF in healthy adults without
cardiovascular disease [3,6,23], while some have assessed HR
accuracy in wrist-worn monitors among healthy participants or
patients with cardiovascular disease [24], our work adds to the
body of research by showcasing promise regarding the accuracy
of HR measurement via mobile health (mHealth) technology
specifically in patients who are in AF. Thus, for individuals at
high risk for AF—including those diagnosed with OSA, obesity,
vavular disease, or hypertension [25]—smart watches and other
wearables may serve asanimportant clinical tool. Furthermore,
for patients who are diagnosed with OSA, passive HR
monitoring may be particularly beneficial for nonintrusive
detection of AF. As previously noted, patients with OSA are at
greater risk of AF recurrence after cardioversion, catheter
ablation, and other antiarrhythmic therapies[7,10,26].

Moreover, by providing a larger cohort of data collected over
a period in an ambulatory environment rather than within the
restrictions of a clinic or hospital setting, smart watches have
the potential to empower patients in their conversations with
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their health care providers regarding the efficacy of their AF
therapies, including antiarrhythmic and rate control medications.
This has been demonstrated in our clinical practice, where we
have had patients with OSA self-identify an AF episode with
RVR by afast HR on their Apple Watch [24]. Our study may
help clinicians understand the clinical utility of these ambulatory
data should AF patients share the HR measurements from their
Apple Watch. For patients with comorbid diagnoses of AF and
OSA, the ability to passively monitor their HR with a smart
watch may also promote adherence to OSA treatmentsincluding
CPAP therapy and lifestyle modification, as these therapies
have been shown to reduce AF recurrence and maintain sinus
rhythm [26,27].

These patient—clinician  conversations, informed by
patient-generated data, could in turn promote adherence to
guideline-directed management [28]. Current guidelinesfor the
management of AF aready address therapies including
anticoagulation and rhythm control, risk factor modification
(including OSA management), and remote device detection of
AF through implantable devices [29]. Notably, the 2019
American Heart  Association/American  College  of
Cardiology/Heart Rhythm Society’s focused update to these
guidelinesremarked that “smart” or Wi-Fi-enabled devices may
play afuture role in the care of AF and be included in future
recommendations [29]. As wearables continue to incorporate
new technologies and the field of direct-to-consumer health
informatics continues to evolve and address cardiovascular
disease prevention and management, it is imperative that
clinicians, researchers, and industry experts establish long-term
collaborationsto ensure that the products are accurate, safe, and
beneficial without compromising clinical workflow or
overwhelming the health care system.

Conclusions

In this study, we demonstrated that during AF episodes, HR
readings from a commercially available smart watch
(first-generation Apple Watch) arein acceptable agreement with
HR measurements by telemetry, using patients with OSA as a
proxy for a high-risk population. Further studies with larger
sample populations and a wider range of HR are needed to
confirm these findings. As ownership of smart devices and
wearabl es continues to grow, our work demonstrates that these
deviceshold promise astoolsto monitor efficacy of rate control
therapies for patients with AF.
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Abstract

Background: Atria fibrillation (AF) is the most common arrhythmia during critical illness, representing a sepsis-defining
cardiac dysfunction associated with adverse outcomes. Large burdens of premature beats and noisy signal during sepsis may pose
unique challenges to automated AF detection.

Objective: The objective of this study is to develop and validate an automated algorithm to accurately identify AF within
electronic health care data among critically ill patients with sepsis.

Methods: Thisis aretrospective cohort study of patients hospitalized with sepsisidentified from Medical Information Mart for
Intensive Care (MIMIC I11) electronic health datawith linked el ectrocardiographic (ECG) telemetry waveforms. Within 3 separate
cohorts of 50 patients, weiteratively developed and validated an automated algorithm that identifies ECG signal's, removes noise,
and identifies irregular rhythm and premature beats in order to identify AF. We compared the automated algorithm to current
methods of AF identification in large databases, including ICD-9 (International Classification of Diseases, 9th edition) codes and
hourly nurse annotation of heart rhythm. Methods of AF identification were tested against gold-standard manual ECG review.

Results: AF detection algorithms that did not differentiate AF from premature atrial and ventricular beats performed modestly,
with 76% (95% CI 61%-87%) accuracy. Performance improved (P=.02) with the addition of premature beat detection (validation
set accuracy: 94% [95% Cl 83%-99%)]). Median time between automated and manual detection of AF onset was 30 minutes
(25th-75th percentile 0-208 minutes). The accuracy of 1CD-9 codes (68%; P=.002 vs automated algorithm) and nurse charting
(80%,; P=.02 vs algorithm) was lower than that of the automated algorithm.

Conclusions: An automated algorithm using telemetry ECG data can feasibly and accurately detect AF among criticaly ill
patients with sepsis, and represents an improvement in AF detection within large databases.

(JMIR Cardio 2021;5(1):€18840) doi:10.2196/18840
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Introduction

Atria fibrillation (AF) is the most common arrhythmia during
critical illness[1]. Among the most common causes of critical
illness is sepsis—the potentially life-threatening syndrome
caused by a dysregulated response to infection [2]. New-onset
AF during sepsisis of specia concern, asit is associated with
increased mortality [3,4] and stroke risk [5], and likely
represents a sepsis-defining organ dysfunction [6]. Despite the
associated high morbidity and mortality, few studies have
investigated potential mechanisms or optimal treatments of
new-onset AF during sepsis. Given that large-scale manual
review of continuous electrocardiographic (ECG) recordingsis
not feasible, and administrative datado not alow identification
of AF timing, there has been increasing interest in developing
and refining automated algorithms for the detection of AF in
electronic health record data that facilitate AF research [7].
However, automated AF detection among critically ill patients
with sepsisfaces additional challenges, including telemetry data
that may be subject to high burdens of premature beats, other
arrhythmias, noise [8], and signal loss. Reliable, real-time,
automated approaches to accurately identify ECG noise and
artifacts are critical to accurate identification of AF in an
intensive care unit (ICU) setting and are underdevel oped. We
sought to (1) develop, validate, and iteratively evaluate the
performance of a novel algorithm that incorporates the critical
elements necessary for AF identification during critical illness
including noise elimination, premature atrial and ventricular
beat detection [9], and AF detection, using a large-scale,
electronic health database with standard telemetry ECG data,
and (2) compare performance characteristics of automated AF
identification with other methods of AF ascertainment within
electronic health record data.

Methods

Cohort

We identified adult patients with sepsis defined by 1CD-9
(International Classification of Diseases, 9th edition) codesfor
infection and acute organ dysfunction as described previously
[10] using Medica Information Mart for Intensive Care (MIMIC
[11) open source medical record data [11]. MIMIC Il is a
single-center database from a large tertiary care hospital, with
linked ECG telemetry waveform and electronic medical record
information from patients hospitalized between 2001 and 2012.
Patients without a linked waveform file, with a paced rhythm,
with absent or corrupted ECG recordings, with fewer than 6
hours of ECG telemetry data, or with more than 55 hours of
ECG telemetry data were excluded from the analysis.

Wavefor m Selection and Gold-Standar d Rhythm
Status Deter mination

We performed iterative training and testing of automated AF
detection algorithms. We selected 25 candidate case patients
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with AF during sepsisand 25 candidate control patientswithout
AF during sepsis as identified by 1CD-9 codes (427.31). The
50 candidate waveformswere then reviewed manually by trained
study staff (DA and ED) with the final adjudication of rhythm
status (sinusrhythm vs AF) by aboard-certified clinical cardiac
electrophysiologist (DM) as the gold standard [12]. The 50
candidate waveforms were sent to the algorithm devel opment
team for adjudication of rhythm status via the automated
algorithm. Investigators involved with algorithm devel opment
and testing (MH, SB, and KC) were blinded to each patient’s
gold-standard rhythm determination (sinus rhythm or AF).

Automated AF Detection Algorithm

Continuous telemetry ECG recordings between 6 and 55 hours
in length and with at least one readable ECG recording were
divided into 2-minute segments, which were first analyzed for
interpretable signal using automated signal and noise detection
[13]. The 2-minute ECG segments without a predominance of
noise were then analyzed with anovel R-wave detection method
that detects QRS compl exes using variable-frequency complex
demodulation-based ECG reconstruction [14]. Next, the
variability of R—R intervalswas eval uated using sample entropy,
a measure of randomness that is expected to be higher for
patients with AF than those with normal sinus rhythm [15].
Based on the sampl e entropy cal culated from the R—-R intervals,
an automated “initial screening” for AF was performed, where
the “possible AF’ status may include premature atrial and
ventricular contraction segments as fal se-positive detections of
AF. In order to differentiate increased R—R randomness from
AF in contrast to R—R variability caused by premature atrial
and ventricular beats, anovel premature beat detection step was
added to the algorithm which only takes the “possible AF’
segments determined by the sample entropy in the previous step
[16]. Two approaches were used to differentiate premature atrial
and ventricular beats from AF. First, Poincaré plots derived
from the differences of heart rateswere used to differentiate AF
from premature atrial and ventricular beats as repeated
triangular-shaped patterns were found for premature atrial and
ventricular contractions in the Poincaré plot [9]. In addition to
the Poincaré plots, P-waves were identified using a recently
devel oped empirical mode decomposition—based algorithm [17].
Because AF is characterized by an absence of P-waves, but
premature atrial and ventricular beats occur inthe midst of sinus
rhythmswith P-wavesthat precede QRS complexes, high ratios
of P-wave to R-wave were used to aid differentiation of
premature beats from AF (low P-to-R ratio) [16]. Further, in
order to increase the specificity of the AF detection algorithm,
we a priori determined that the automated AF detection
algorithm would identify a patient as having an AF episode only
if 3 consecutive 2-minute ECG segments (6 minutes) were
identified as containing continuous AF. The agorithm identified
AF in one of the ECG leads, though an exploratory post-hoc
analysis made all ECG leads available to the automated
algorithm. A summary of the AF detection algorithm is shown
inFigure 1.
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Figure 1. Flow diagram showing the steps used by the automated atrial fibrillation detection algorithm to classify AF status. AF: atria fibrillation;

ECG: electrocardiogram.
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AF Algorithm Development and Validation

AF detection algorithms were derived and validated in a
stepwise manner (Figure 2). The AF detection algorithmsusing
only automated noise detection and R—R sample entropy were
first trained using sel ected waveforms without premature beats
(training set 1, Round 1) and then validated (test set 1, Round
2) using randomly selected waveforms with and without AF.
In order to determine the added value of premature beat
detection, we added automated premature atrial and ventricular

beat detection using Poincaré plots, and then added P-to-R-wave
ratios to the algorithms tested in Rounds 1 and 2 and retested
the algorithm in test set 1. In the final validation experiments
(test set 2), we deployed the complete ensemble agorithm,
which included noise detection, R-R sample entropy, and
premature atrial and ventricular beat detection with Poincaré
and P-wave detection, using 50 randomly chosen AF and
non-AF waveforms. In total, 3 cohorts with 150 patients were
evaluated using manual AF detection with results blinded to
the deployment of the automated algorithm.

Figure 2. Flow diagram showing steps in the process of atrial fibrillation detection algorithm development, refinement, testing and validation. ECG:

electrocardiogram.
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methods of AF detection including the automated AF detection
algorithm, nurse charting of AF status, and |CD-9 codes using
2 x 2 contingency tables. Additionally, we performed a post-hoc

Statistical Analyses

We evaluated agreement between the gold-standard review of
telemetry ECG data by an expert ECG reader (DM) and other
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exploratory anaysis to evaluate the performance of previously
described automated methods of AF detectionin our test set—a
statistical method [17] that used the root mean sgquare of
successive differences, Shannon entropy, and turning point ratio
calculated from R-R intervals to automatically detect AF; and
a method [18] that used the coefficient of sample entropy
obtained from R-R intervals to determine the AF status.
Sensitivity (true-positive rate), specificity (true-negative rate),
positive (proportion of positive signals that are true positives)
and negative predictive values (proportion of negative signals
that are true negatives) were calculated for each AF algorithm
with 95% confidence intervals using MedCalc (MedCalc
Software). We calculated the average time between estimates
of AF onset for the gold standard as compared with other
methods and accuracy using SAS 9.4 (SAS Ingtitute).

Table 1. Peatient characteristics validation cohort (N=50).

Walkey et a

Comparisons of accuracy were conducted with a=.05. All study
procedures were deemed not human subjects research by the
Boston University Medica Campus and University of
Massachusetts Medical School Institutional Review Boards.

Results

Among 58,976 ICU admissionswithin MIMIC 11, weidentified
14,831 admissions for adults with sepsis, among whom 2975
patients had ECG waveforms linked to clinical data. Three
groups of 50 ECG waveforms from patients hospitalized with
sepsiswererandomly selected and evaluated iteratively through
theautomated AF detection algorithm. Characteristics of patients
with waveforms selected for algorithm validation (test set 2)
are shown in Table 1.

Characteristic Validation cohort
Age, mean (SD) 72.7 (12.9)
Sex, female, n (%) 19 (38)
Race/ethnicity
Black, n (%) 4(8)
White, n (%) 36 (72)
Asian, n (%) 3(6)
Other, n (%) 1(2
Unknown, n (%) 6(12)
Comor bidity score (Elixhauser—van Walraven), mean (SD) 9.5(6.7)
Heart failure, n (%) 19 (38)
Coronary artery disease, n (%) 18 (36)
Valvular disease, n (%) 6(12)
Hypertension, n (%) 8 (16)
Diabetes without complication, n (%) 6(12)
Diabetes with complication, n (%) 5(10)
Chronic pulmonary disease, n (%) 7(14)
Renal failure, n (%) 10 (20)
Obesity, n (%) 2(4)
Sour ce of infection
Pulmonary infection, n (%) 23 (46)
Genitourinary infection, n (%) 19 (398)
Gastrointestinal infection, n (%) 4(8)
Skin/Soft tissue infection, n (%) 14 (28)
Cardiovascular infection, n (%) 2(4)
Postprocedural infection, n (%) 14 (28)
Unspecified septicemia, bacteremia, n (%) 22 (44)
Other infection, n (%) 6(12)
SOFA? score, 1CUP day 1, mean (SD) 8.7(4.0)

8S0FA: Sequential organ failure assessment.
B1CU: intensive care unit.
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Results of the rounds of training and testing (validation) of the
AF detection algorithm are shown in Tables 2-7. During the
initial training round on waveforms selected for lack of noise,
the accuracy of the R—R sample entropy algorithm for AF
detection was 100% (Table 2). However, the algorithm
performed more modestly when deployed in a separate set of
unselected ECG waveforms (accuracy 76%; 95% Cl 61%-87%;
Table 3). Analysisof potential reasonsfor discrepancy between
the automated algorithm and manual abstraction showed that
the lower specificity and positive predictive value from the
algorithm were due to false-positive AF detection in the setting
of critically ill patients with a high burden of premature atrial
beats. We next trained an algorithm to discriminate between
premature beats and AF, first using Poincaré analysis (Table 4,

Walkey et a

94% accuracy), and then with a combination Poincaré and
P-wave detection (Table 5, 98% accuracy), both of which
demonstrated improvement in accuracy (P=.02) as compared
with models without the ability to detect premature beats. The
high accuracy (94%, 95% Cl 83%-99%) and low false-positive
rate (96% specificity) were confirmed in a separate validation
cohort (test cohort 2; Table 6). Exploratory analysis showed
further improvement in algorithm performance with analysis
of all available ECG leads for each patient (Table 7, 98%
accuracy). The time of AF onset detected by the automated
algorithm differed from the manual detection onset time by a
median 30 minutes (25th-75th percentile 0-208 minutes),
potentially related to the algorithm’s requirement for 3
consecutive 2-minute segments to be present to call AF.

Table 2. Resultsof training set 12 for initial automated atrial fibrillation identification using signal and noise detection and R—R interval indices, from

selected waveforms without premature beats.

Automated algorithm atria fibrillation status

Manual atrial fibrillation status

Atria fibrillation No atrial fibrillation Total
Atrial fibrillation 24 0 24
No atria fibrillation 0 25 25
Total 24 25 40P

3The sensitivity, specificity, positive predictive value, negative predictive value, and accuracy were 100% (95% Cl 86%-100%), 100% (95% ClI

86%6-100%), 100%, 100%, and 100% (95% Cl 93%-100%), respectively.

bone patient had noise in the waveform tracings that were unable to be run through the algorithm due to lack of 3 consecutive 2-minute segments of

majority noise-freetime.

Table 3. Results of test set 12 of automated atrial fibrillation detection using signal and noise detection and R—R interval indices only, from unselected

waveforms.

Automated algorithm atria fibrillation status

Manual atrial fibrillation status

Atrial fibrillation No atria fibrillation Total
Atrial fibrillation 10 11 21
No atrial fibrillation 1 27 28
Total 11 38 40P

#The sensitivity, specificity, positive predictive val ue, negative predictive value, and accuracy were 91% (95% Cl 59%-100%), 71% (95% CI 54%-85%),
48% (95% CI 35%-61%), 96% (95% CI 80%-99%), and 76% (95% CI 61%-87%), respectively.

bone patient had extensive noise in the waveform tracings that were unable to be run through the algorithm.

Table 4. Results of test set 12 for automated atrial fibrillation using signal and noise detection and R-R interval indices, with added Poincaré plots to

detect premature beats from unsel ected waveforms.

Automated algorithm atria fibrillation status

Manual atrial fibrillation status

Atridl fibrillation No atria fibrillation Total
Atrial fibrillation 11 4 14
No atrial fibrillation 0 34 35
Total 11 38 49

#The sensitivity, specificity, positive predictive value, negative predictive val ue, and accuracy were 100% (95% Cl 72%-100%), 90% (95% Cl 75%-97%),

73% (95% CI 52%-87%), 100%, and 92% (95% CI 80%-98%), respectively.
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Table 5. Results of test set 12 for automated atrial fibrillation using signal and noise detection and R-R interval indices, with added Poincaré, and
P-wave indices to detect premature beats from unselected waveforms.

Automated algorithm atrial fibrillation status

Manual atrial fibrillation status

Atrial fibrillation No atrial fibrillation Total
Atria fibrillation 11 2 12
No atrial fibrillation 0 36 37
Total 11 38 49

8The sensitivity, specificity, positive predictive val ue, negative predictive value, and accuracy were 100% (95% Cl 72%-100%), 95% (95% Cl 82%-99%),
85% (95% Cl 59%-96%), 100%, and 96% (95% CI 86%-99%), respectively.

Table6. Results of thetest set 22 for automated atrial fibrillation signal and noise detection and R—R interval indices, with added P-wave and premature
beat detection, from unselected waveforms.

Automated algorithm atria fibrillation status Manual atrial fibrillation status

Atridl fibrillation No atria fibrillation Total
Atrial fibrillation 23 1 24
No atrial fibrillation 2 24 26
Total 25 25 50

#The sensitivity, specificity, positive predictive val ue, negative predictive value, and accuracy were 92% (95% Cl 74%-99%), 96% (95% Cl 80%-100%),
96% (95% Cl 77%-99%), 92% (95% CI 76%-98%), and 94% (95% CI 83%-99%), respectively.

Table7. Exploratory analysison test set 2% evaluating effect of using all availableleads (rather than only 1 lead shown in for automated atrial fibrillation

detection.
Automated algorithm atrial fibrillation status Manual atrial fibrillation status
Atrial fibrillation No atrial fibrillation Total
Atrial fibrillation 25 1 26
No atrial fibrillation 0 24 24
Total 25 25 50

#The sensitivity, specificity, positive predictive value, negative predictive value, and accuracy were 100% (95% Cl 86%-100%), 96% (95% Cl 80%-99.9%),
96% (95% CI 79%-99%), 100% (95% CI 76%-98%), and 98% (95% Cl 89%-99.9%), respectively.

We also compared administrative codes (ICD-9; Table 8) and nurse annotation of AF showed 80% agreement (P=.02 vs
nurse cardiac rhythm annotation (Table 9) with manual AF automated algorithm). Although timing of AF onset could not
identification. Compared with the gold-standard manual review  be estimated from ICD-9 codes, nurse charting of AF onset
of the ECG telemetry data, ICD-9 codes associated with AF  occurred a median of 56 minutes after gold-standard AF onset
showed 68% agreement (P=.002 vs automated algorithm) and  time (25th to 75th percentile of —13 to 705 minutes).

Table 8. Comparison of manual electrocardiographic detection of atrial fibrillation with ICD-9 codes for atrial fibrillation.2

1CD-9P codes Manual atrial fibrillation status

Atrial fibrillation No atrial fibrillation Total
Atria fibrillation 16 7 23
No atrial fibrillation 9 18 27
Total 25 25 50

#The sensitivity, specificity, positive predictive value, negative predictive value, and accuracy were 64% (95% CI 43%-82%), 72% (95% CI 50%-88%),
70% (95% Cl 53%-82%), 67% (95% CI 53%-78%), and 68% (95% Cl 53%-80%), respectively.
BCD-9: International Classification of Diseases, 9th edition.
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Table 9. Comparison of manual €lectrocardiographic detection of atrial fibrillation with nurse electronic medical record heart rhythm annotation for

atrial fibrillation.2

Nurse charting

Manual atrial fibrillation status

Atrial fibrillation No atrial fibrillation Total
Atrid fibrillation 24 9 33
No atrial fibrillation 1 16 17
Total 25 25 50

8The sensitivity, specificity, positive predictive value, negative predictive val ue, and accuracy were 96% (95% Cl 80%-100%), 64% (95% Cl 43%-82%),
73% (95% Cl 61%-82%), 94% (95% Cl 70%-99%), and 80% (95% CI 66%-90%), respectively.

Finally, we performed an exploratory analysis to evaluate the
performance of 2 previously described AF detection algorithms
[18,19] (Multimedia Appendices 1 and 2). Both previously
described algorithms had numerically lower accuracy than our
novel AF-detection ensemble (Dash et al [18]: 90% accuracy,
95% Cl 78%-97%; Lake and Moorman [19]: 76% accuracy,
95% Cl 62%-87%).

Discussion

Principal Findings

We developed, validated, and evaluated a novel, automated,
accurate algorithm to detect AF from stored electronic health
record ECG waveform datafrom telemetry recordings. We used
astepwise approach to algorithm devel opment and demonstrated
that the automated AF detection algorithm worked by first
eliminating waveforms with noisy segments that impaired
reliable rhythm assessment, next by discriminating premature
atrial and ventricular beats that mimic the rhythm irregularity
from AF, and finally by using R-wave variability algorithmsto
detect AF from 2-minute-long ECG segments. The automated
algorithm demonstrated predictive values greater than 90% and
detecting AF within a median 30 minutes of manual
ascertainment. The automated algorithm showed favorable
performance characteristics when compared with currently
available standard methods of large-scale AF ascertainment,
including diagnostic codes, nurse annotation of rhythm status
recorded in the electronic medical record, and previously
described automated AF detection approaches [18,19].

Limitations

Our findings should be considered in light of study limitations.
Data arose from a single center and diagnostic claims coding
and nurse documentation of heart rhythm status may differ at
other centers. Further testing of the performance of the
automated AF detection agorithm in other settings and in
comparison to other automated methods of AF detection, such
asmachinelearning techniques, is certainly warranted. Strengths
of this study include the manual validation of al key ECG
segments by trained study personnel with oversight of an expert
ECG reader, use of an algorithm that automates signal and noise
detection, and the stepwise analysis quantifying improvement
in agorithm performance when adding different features, which
demonstrate the necessity of adding premature beat detection
to an algorithm designed to detect AF in the setting of critical
illness.

http://cardio.jmir.org/2021/1/e18840/

Comparison With Prior Work

Few prior studies have evaluated automated algorithms for AF
detection among critically ill patients. Moss et a [7] tested an
algorithm using an ensemble of R-R interval time-series
approaches previously devel oped from outpatient Holter rhythm
monitoring [19] among 500 30-minute telemetry segments of
ICU patientsin asingle center, and found sensitivity and positive
predictive value of 89% and 99%, respectively. The method of
AF detection by Moss et a [7] differed from our algorithm in
multiple ways: we used automated noise detection to select
evaluable ECG segments, required shorter ECG segments for
analysis (2 minutes vs 10 minutes), and combined R-R
time-series approaches (ie, sample entropy and Poincaré plot
features) with P-wave characteristics in order to discriminate
premature beatsfrom AF. Accuracy of AF onset timeswere not
reported inthe Moss et a [7] ICU sample. Although we do not
directly compare the algorithm described by Moss et a using
MIMIC ECG data, use of an earlier iteration of the ensemble
used by Lake and Moorman [19] showed |essfavorable accuracy
within our cohort when compared with our novel agorithm.
Results from our stepwise, iterative analysis of automated
algorithm performance demonstrated the importance of
incorporating strategies that could identify P-waves and
differentiate premature atrial and ventricular beats from AF
among critically ill patients with sepsis. Given differences in
patient characteristics and validation strategies between Moss
et a [7] and our study, further studies comparing different
automated approaches to AF detection within an independent
validation cohort are warranted.

In addition to determining accuracy of anovel, automated ECG
detection algorithm for AF detection, we also evaluated existing
methods of AF recognition within claimsdatal CD-9 codes and
electronic medical record-based nurse annotation of heart
rhythm. Compared with manual ECG review, |CD-9 codeswere
unable to identify AF timing and showed only modest
performance (68% accuracy, 70% positive predictive value, and
67% negative predictive value) for correctly identifying cases
of AF duringthelCU stay. Nurse charting of heart rhythm status
performed similar to ICD-9 codes for rhythm status
determination, and athough nurse charting allowed for timing
of AF episodes [12], AF onset times from nurse-charted AF
episodes differed from the gold-standard rhythm onset by
approximately 1 hour. Thus, in our sample of patients with
sepsis, automated A F detection was superior to current standard
large-scale approaches to AF detection using electronic health
record data. Prior studies validating 1CD-9 codes for AF
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detection showed better performance than our sample [5],
potentially because ECG datawere available only from ICU in
this study, rather than the entire hospitalization.

Multiple potential usesexist for an algorithm that can accurately
read and identify AF from ECG waveform data from critically
ill patients with sepsis. Our automated AF detection algorithm
is a novel tool that facilitates the analysis of underutilized
continuous waveform data currently housed in electronic data
repositories, and allows AF to be studied using “big data”
analytic approaches. Large-scale AF identification can be used
in future studiesto evaluate risk factors and triggers of AF, and
to study long-term ramifications of subclinical AF occurring
during acute illness such as sepsis. Because of the automated
detection of ECG signal, noise, premature beats, and AF, the
algorithms can also be adapted and scaled for rapid, real-time
identification of AF among patients undergoing continuous
ECG monitoring, including critically ill patients with complex
ECG waveforms. The AF algorithm based on sample entropy
is computationally more efficient than machine learning
algorithms that require significant training data, and reports
similar accuracy to machine learning methods not subjected to
the additional challenge of high premature beat burdens met by
the present algorithm among critically ill patients [20-22].

Walkey et a

Furthermore, algorithm development was hypothesis driven,
enabling usto understand the rel ative contributions of premature
beats and ECG noise to overall AF detection performance.
Despite the fact that the prevalence of AF in unselected
ambulatory populations may be lower than in our sample of
inpatients with sepsis, our AF detection approach with noise
cancellation and premature beat discrimination may also be
useful in ambulatory ECG data from Holter monitors [23] and
ECG data from wearable devices, as these devices are also
frequently affected by motion and noise artifact.

Conclusions

We derived and validated an automated algorithm that detects
an ECG signal, eliminates segments corrupted by noise artifact,
and can discriminate AF from other causes of irregular R-R
intervals such as premature atrial and ventricular beats. The
automated algorithm performed with higher accuracy than
currently available methods for large-scale AF detection,
including 1CD codes and nurse charting of heart rhythm status
from data in the electronic health record. Further studies can
usetheagorithmto identify AF in large-scal e el ectronic health
record data to facilitate studies of risk factors and triggers of
AF, aswell aslong-term complications of subclinical AF during
acuteillness.
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Abstract

Background: Atrid fibrillation (AF) isthe most common cardiac arrhythmiain the adult population. AF is associated with a
poor quality of life (QoL) and, in many patients, current medical treatments are inadequate in alleviating AF symptoms (eg,
palpitations). Patients often present with symptom preoccupation in terms of symptom fear, avoidance, and control behaviors.
Internet-delivered cognitive behavior therapy is effective for treating other somatic disorders but has never been evaluated in
patients with AF.

Objective: Theam of this study is to evaluate the efficacy and feasibility of AF-specific internet-delivered cognitive behavior
therapy.

Methods: We conducted an uncontrolled pilot study in which 19 patients with symptomatic paroxysmal AF underwent
internet-delivered cognitive behavior therapy. Participants completed self-assessments at pretreatment, posttreatment, and at a
6-month follow-up aong with handheld electrocardiogram measurements with symptom registration. The treatment lasted 10
weeks and included exposure to physical sensations, reduction in avoidance behavior, and behavioral activation.

Results: We observed large within-group improvements in the primary outcome, AF-specific QoL (Cohen d=0.80; P<.001),
and in symptom preoccupation (Cohen d=1.24; P<.001) at posttreatment; the results were maintained at the 6-month follow-up.
Treatment satisfaction and adherence rates were al so high. We observed an increased AF burden, measured by electrocardiogram,
at the 6-month follow-up, but a significant decrease was observed in the overestimation of AF symptoms at posttreatment and
6-month follow-up. Exploratory mediation analysis showed that a reduction in symptom preoccupation mediated the effects of
internet-delivered cognitive behavior therapy on AF-specific QoL.

Conclusions: This study presents preliminary evidence for the potentia efficacy and feasibility of anovel approach in treating
patients with symptomatic AF with internet-delivered cognitive behavior therapy.

Trial Registration: Clinical Trials.gov NCT02694276; https://clinicaltrials.gov/ct2/show/NCT02694276

(JMIR Cardio 2021;5(1):€24524) doi:10.2196/24524
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Introduction

Atrial fibrillation (AF) isthe most common cardiac arrhythmia,
with a prevalence of approximately 3% in the general adult
population [1]. AF is caused by disturbances in the heart's
electrical signaling, resulting in irregular and often rapid
heartbeats, and is associated with a wide range of symptoms
such as pal pitations, dizziness, fatigue, chest pain, and dyspnea
[2]. AF episodes often have asudden onset and may last briefly
or for days, moreover, AF is classified as paroxysmal if the
conversion back to the norma sinus rhythm occurs
spontaneously within a week [3]. Current treatment strategies
(pharmacological and invasive therapies) are associated with
potentially serious side effects and do not sufficiently reduce
the symptom burden in many patients with AF [4,5]. AF is
associated with a poor quality of life (QoL) [6], an increased
risk for developing anxiety disorders and depression [7], and
high rates of hospitalization and health care utilization, further
leading to high societal costs [8]. The QoL impairment in AF
has been shown to be unrelated to the objectively measured
arrhythmiaburden (frequency and duration of AF episodes) [9]
and objective measures of disease severity (eg, cardiac
dysfunction) [10].

AF burden can be defined as either objective AF episodes,
measured and confirmed by an electrocardiogram (ECG), or
subjectively perceived AF symptoms measured by self-report
[11]. When comparing ECG-recorded episodes of AF and
patients perceptions of symptoms, patients have been shown
to both over- and underestimate the actual burden of AF [11].
Psychological distress has been shown to be predictive of
overestimating AF symptoms, that is, indicating AF symptoms
while in a normal cardiac rhythm [11-13], a discordance that
may be explained by the presence of symptom preoccupation
in patients with AF.

We have defined symptom preoccupation in AF as the fear of
experiencing and triggering AF episodes, hypervigilance toward
cardiac symptoms, persistent worry about complications (eg,
stroke), and avoidance of physical and social activities [14].
Symptom preoccupation has shown to be a strong predictor of
higher self-reported symptom severity, poor mental and physical
QoL, and psychological distressin AF [15] and other somatic
and functional disorders [16]. There are several possible
pathways through which symptom preoccupation may impact
clinica outcomes in AF. Fear and hypervigilance of
cardiac-related symptoms may increase the likelihood that
patients with AF misinterpret the normal cardiac activity or
cardiac activity related to stress as arrhythmia. The perception
of AF symptoms may trigger anxiety, leading to autonomic
arousal and increasesin heart rate, which can trigger extrabests
and potential AF episodes [17]. When anticipating or
experiencing AF symptoms, behavioral responses—such as
avoidance behavior, symptom control behaviors, and excessive
worry—may increase the awareness of symptoms [18] and
maintain the fearful responses to AF symptoms [19], leading
to more AF-related disability. Cardiac anxiety, driven by
avoidance behavior, has been shown to affect clinical outcomes
by increasing therisk of adverse cardiac prognosisin other heart
diseases [20]. In summary, current evidence indicates that
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psychological and behavioral factorsinfluence clinical outcomes
in AF and that AF disability extends beyond the actual
arrhythmia.

Cognitive behavior therapy (CBT), with an emphasis on
exposure, aims to break the cycle of avoidance behavior,
symptom fear, and disability through systematic contact with
a stimulus that evokes conditioned aversive responses while
abstaining from avoidance and safety behaviors[21]. Exposure
therapy also encourages patientsto willingly exposethemselves
to aversive stimuli by simultaneously engaging in a behavior
that isinconsistent with the emotional response elicited by that
stimuli [22]. Our research group has developed and evaluated
an AF-specific CBT protocol. In aprevious study, we conducted
an investigation of exposure-based AF-specific CBT in a
face-to-face format targeting symptom preoccupation. It showed
promising effects on AF-specific QoL and self-reported AF
symptoms [14].

One development in the effort to bridge the gap between the
demand and availability of CBT [23] has been the delivery of
treatment via the internet. Internet-CBT has been evaluated in
arange of trialsfor somatic and psychiatric disorders, with large
treatment effects [24], but has never been evaluated for AF.
Studies on internet-CBT in patients with cardiac disorders are
scarce[25], and there hasbeen acall to increase accessto digital
health solutionsin the cardiac health care community [26].

The purpose of this study is to evaluate the efficacy and
feasibility of internet-delivered AF-specific CBT, primarily
based on exposure exercises in preparation for a forthcoming
randomized controlled trial (RCT). Additional objectivesof the
study are to investigate changes over time in the objectively
measured AF burden and in the participants potential
overestimation of their AF symptoms as well as to explore
whether symptom preoccupation was a potential mediator of
treatment effect on AF-specific QoL.

Methods

Design Overview

Thisisan uncontrolled pilot study with a pretest-posttest design
and a 6-month follow-up. We aimed to recruit 30 participants
to achieve a power of 80% for detecting a moderate
improvement, as indicated by an effect size of Cohen d=0.65,
in the primary outcome measure of disease-specific QoL
between pre- and posttreatment assessments. However, only 19
participants were recruited because of a slow recruitment rate.
An interim analysis after 14 participants had been recruited
showed significant improvements on the main outcome measure;
therefore, we judged the discontinuation of recruitment to be
justifiable.

Participants

The participants were referred by cardiologists in Stockholm,
Sweden. To be eligible for this study, participants had to have
(1) paroxysmal AF as defined above and (2) receive optimal
medical care according to the current clinical guidelines [3].
The following inclusion criteria aso had to be fulfilled: (1) =1
AF episode per month and symptoms that troubled the patient
or caused limitations in daily activities (ie, European Heart
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Rhythm Association [EHRA] class =11b; [27]); (2) age 18-75
years; and (3) ability to read and writein Swedish. Theexclusion
criteria were as follows: (1) heart failure with severe systolic
dysfunction (gjection fraction <35%); (2) significant valvular
disease; (3) planned ablation for AF or ablation during the 3
months before assessment; (4) other severe medical illness; (5)
any medical restriction on physical exercise; (6) severe
psychiatric disorder, severe depression, or risk of suicide; and
(7) dcohol dependency. Participants were asked not to
participate in any concurrent psychological treatment during
the course of this treatment and were encouraged, along with
their referring cardiol ogists, to avoid changesin medical therapy
unless clinicaly necessary. The study was approved by the
regional ethical review board in Stockholm, Sweden (reg.no:
2015/1843-31/2) and was registered on ClinicaTrials.gov
(NCT02694276). Thisreport of the study adheresto the TREND
Statement checklist for nonrandomized interventions [28].

Instruments

The primary outcome was the Atrial Fibrillation Effect on
Quality-of-Life (AFEQT), which is an AF-specific measure of
QoL that evaluates the following parameters: AF symptoms,
impairment in social and physical activities, medical treatment
concerns, and AF-specific treatment satisfaction [29]. Thescale
has 20 items, with the total score ranging from O (severe
symptoms and disability) to 100 (no symptoms and disability).
Thetotal AFEQT score corresponded to thefollowing categories
of AF severity: mild (71.3, SD 20.6), moderate (57.9, SD 19.0),
and severe (42.0, SD 21.2) [29]. The subscale AF-specific
treatment satisfaction (two items) measures satisfaction with
the current medical treatment and is not included in the total
score; thus, it was not analyzed in this study.

Secondary outcome measuresincluded the Symptoms Checklist,
Frequency, and Severity Scale (SCL), whichisadisease-specific
checklist used to measure AF-related symptoms on two
subscales - symptom severity and symptom frequency [30]. The
University of Toronto Atrial Fibrillation Severity Scale was
used to assess AF-specific symptoms [31] and AF-specific
health care utilization. From that scale, we combined items 10
(visits to emergency room), 11 (number of hospitalizations),
and 12 (visitsto cardiologists) to assess cardiac-specific health
care consumption. The Cardiac Anxiety Questionnaire (CAQ)
measures cardiac anxiety using 3 subscales:. (1) fear (eg, When
my heart is beating fast, | get frightened), (2) avoidance (eg, |
avoid exercise or other physical work), and (3) attention (eg, |
pay attention to my heartbeat) [32] with a greater score
indicating an elevated cardiac anxiety.

The 4-item Perceived Stress Scale (PSS-4) was used to assess
stress sensitivity, [33], the 7-item Generalized Anxiety Disorder
(GAD-7) scale was used to measure general worry and anxiety
[34], and the Patient Health Questionnaire (PHQ-9) was used
to measure depressive symptoms [35]. Participants also
compl eted the World Health Organi zation Disability Assessment
Schedule (WHODAYS), a well-validated measure of general
health and disability [36].

The Client Satisfaction Questionnaire (CSQ-8) was used to
measure satisfaction with the CBT treatment [37]. At
posttreatment and 6-month follow-up, we assessed whether
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participants had experienced any adverse events caused by their
participation in the treatment. Participants were asked to report
and rate the short- and long-term discomfort of the adverse event
on ascale of 0 (did not affect me at all) to 3 (affected me very
negatively) [38]. Other measures were also included, but these
are not presented in this paper.

ECG Measurements

To assess the objective AF burden, participants were asked to
perform a 30-second intermittent handheld ECG (Zenicor EKG
thumb, Stockholm, Sweden) registration at home, four times
daily, and while experiencing cardiac symptoms over 2 weeks
at pre-and posttreatment and at 6-month follow-up. The
participants wereinstructed to push asymptom indicator button
on the device when they perceived that they had AF symptoms,
both during the regular four daily measurements and while
experiencing cardiac symptoms. A more detailed technical
description of the deviceis available elsewhere [39].

Intervention

The AF-specific exposure-based internet-CBT treatment was
delivered completely via the internet through a tailored and
secure web-based platform. The treatment was therapist-guided,
lasted for 10 weeks, and included 5 interactive treatment
modules with weekly homework assignments to be completed
during the first 5 weeks. The modules were downloadable as
PDF files and comprised between 13 and 16 pages (A4) of text,
and a total of 68 pages. After the fifth module, participants
continued to work with the treatment content for the remaining
5 weeks and sent weekly reports about their exposure exercises
to their treating psychologist. Participants were encouraged to
work with the treatment for approximately 30-60 minutes per

day.

The treatment protocol was based on an AF-specific CBT
protocol that was previously evaluated in a face-to-face pilot
study [14] and an exposure-based CBT manua for irritable
bowel syndrome [38]. The treatment primarily targets two
maintenance processes of AF disability: hypervigilance and
fear of AF symptoms and the avoidance of physical and social
activities. Thetreatment comprised the following interventions:
(1) education on AF (pathophysiology and medical treatment)
and symptom preoccupation; (2) aself-observation exercise (ie,
awareness of current cardiac symptoms, thoughts, feelings, and
behavioral impulses to reduce the negative vaence of
symptoms); (3) exposure to physical sensations similar to AF
symptoms by engaging in a variety of physical exercises, such
as increasing the heart rate by running up and down the stairs
or inducing dizziness or dyspnea by overbreathing to reduce
symptom-related fear and hypervigilance; (4) in vivo exposure
to avoided situations or activitieswhere symptoms are unwanted
(such as participating in a social activity while experiencing
cardiac symptoms); (5) reduction or removal of behaviors, such
as postponing pulse checking, that serve to control symptoms.
Interventions (2)-(6) were used in conjunction to maximizetheir
effectiveness, for exampl e, participants were encouraged to use
the self-observation exercise during exposure and to enhance
exposure by inducing physical sensations while conducting
exposure in vivo. AF episodes that occurred during treatment
were also framed as an opportunity to practice the new skills
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acquired via the treatment. Examples of AF-related avoidance
and control behaviors and how these could be targeted with
exposure exercises were also presented in comprehensive
clinical vignettes; (7) behavioral activation, where patientswere
encouraged to take steps toward goals within important life

Textbox 1. Overview of treatment components.

Sirnholm et d

areasimpaired by AF; and (8) in the final module, participants
worked with relapse prevention to handle the potential
progression of AF. The treatment is described in more detail in
the report of our previous pilot study [14]. Textbox 1 provides
an overview of the treatment components.

Education
«  Pathophysiology of atrial fibrillation (AF).
«  Therole of anxiety and behavior on symptoms and quality of life.

o  Brief training in self-observation.

I nteroceptive exposure

o  Exposureto physical sensations similar to AF symptoms.

Exposurein vivo

«  Gradual exposure to avoided situations or activities that patients fear may trigger AF symptoms or where symptoms are unwanted.

«  Combining in vivo exposure with interoceptive exposure.

Behavioral activation

« ldentifying life areas impaired by AF-related disability or symptom fear.

o  Setbehavioral goals and gradually take steps toward them.

Relapse prevention

«  Prevention of relapseinto control or avoidance behaviors by identifying risk situations.

Therapist Support

The treatment was delivered by two clinical psychologists (BL
and JS) with thorough training in exposure-based CBT and
experience in treating AF. The participants had continuous
contact with an assigned therapist throughout the 10-week
treatment period. The role of the therapist was to guide the
patient through the treatment and provide feedback on the
homework assignments. To progress to the next treatment
module, the participants had to complete their weekly home
assignments (eg, read the treatment module and conduct the
exposure exercises) and report it to the therapist. In addition to
reporting the weekly homework assignments, parti cipants could
send questionsto their therapist viaan asynchronous messaging
system. Participants received feedback on their reports and
questionswithin two working days. If aparticipant had technical
problems with the platform or did not respond for more than a
week, a phone call was made. No treatment interventions were
administered over the phone. The treating psychologists could
also consult the study cardiologists (FB and HS) at any point
throughout the treatment if there were questions regarding the
participants’ physical health.

Procedure

Cardiologistswithintertiary care wereinformed about the study
via email and lectures and referred participants to the study.
The referring cardiologists signed a health form where they
confirmed fulfillment of the inclusion criteria, meaning that
they confirmed the AF diagnosis and the classification of EHRA
class 2llb; [27]; certified that the participant had undergone a
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thorough cardiac eval uation including arecent echocardiography
(<12 months old; gjection fraction >35%); and ensured that the
participants' medical treatment was in accordance with the
current guidelines [3] and that the participants had no
contraindications to being physically active. Eligible patients
underwent a telephone-based structured psychological
assessment by a clinical psychologist (JS) and completed the
Alcohol Use Disorders | dentification Test [40] and PHQ-9[35].
Parti cipants then underwent atel ephone-based clinical interview
by a final-year medical student (SK) who also screened the
participants’ medical charts. In case of uncertainty regarding
the participants’ physical health, the study cardiologists (FB,
HS) were consulted before a decision on inclusion was made,
and informed consent was obtained. All self-rated measures
were completed over the internet using a secure assessment
tool, and the outcomes were collected at pretreatment,
posttreatment, and 6-month follow-up. In addition, a shortened
version of AFEQT (AFEQT-S; MultimediaAppendix 1), CAQ,
and PSS-4 were collected weekly during treatment.

Statistical Analysis

All analyses were performed using R [41]. Pretreatment,
posttreatment, and 6-month follow-up data were included in a
piecewise linear mixed-model analysiswith arandom intercept.
Separate group-level slopes were estimated for the pre- to
posttreatment assessment (Slope 1) and posttreatment to the
6-month follow-up assessment (Slope 2). A significant Slope
1 was interpreted as a treatment effect. A nonsignificant Slope
2 was interpreted as the maintenance of improvement during
the follow-up period, whereas a significant Slope 2 was
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interpreted asimprovement or deterioration during thefollow-up
period. Slope 1 and Slope 2 were then summed to form the
estimated overall pre- to 6-month follow-up improvement. Effect
sizes (Cohen d) were calculated by dividing the estimated
pairwise differences between the three time points by the
model-implied standard deviation at pretreatment. Effect sizes
were categorized according to Cohen recommendations, with
small, medium, and large effect sizes corresponding to d=0.20,
0.50, and 0.80, respectively [42]. To account for the nonnormal
distribution of d [43], 95% Clsfor the effect sizeswere obtained
from 5000 bootstrap replications of the mixed-model analyses.

The ECG measurementswere used to analyzethe changein AF
burden from pretreatment to posttreatment and 6-month
follow-up as well as to investigate changes in AF symptom
overestimation (ie, indicating AF symptoms on the device when
in sinus rhythm). Multimedia Appendix 1 shows a further
description of the ECG analysis.

Finaly, we performed exploratory mediation anayses to
investigate whether changes in symptom preoccupation were a
potential mediator of the treatment effect on QoL. We included
the three subscales of CAQ (attention, avoidance, and fear) as
theindicators of symptom preoccupation, and we also included
PSS-4 as a competing mediator. PSS-4 measures stress

Figure 1. Patient flow through the study. AF: atria fibrillation.

Referred to the study by
cardiologists
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sensitivity, which was not targeted by the CBT intervention,
and by including it that as a competing mediator, we could
control for nonspecific improvements. Multimedia Appendix
1 shows for afurther description of the mediation analysis.

Results

Sample

The study comprised 19 participants (12 women and seven
men), who were recruited and treated between January 2016
and January 2018. Figure 1 shows the patient flow through the
study. The mean age was 60.9 (SD 9.6) years, and the reported
mean time since the diagnosis of AF was 6.2 (SD 8.4) years.
Table 1 shows the demographics of participants.

During the analysis of the ECG data that were obtained after
inclusion, we discovered that two participants had persistent
AF at the pretreatment assessment, which means that they, in
retrospect, did not fulfill the inclusion criteria of paroxysmal
AF a the pretreatment assessment; however, both the
participants and their treating physician had reported paroxysmal
AF during the inclusion process and were also assessed by the
research team as such. Therefore, we decided to keep these two
participants in the analysis.

(n=35)

Telephone interview (n=35) }—'

Excluded (n=14)

Declined to participate: 4

L Not troubled by AF: 2

Planned ablation: 2

Other primary physical condition: 2
Other primary psychiatric condition: 2
Persistent AF: 1

Older than 75 years: 1

i J
Included in the study
(n=21)

Excluded after inclusion
* (n=2)

Declined to participate: 1
Planned ablation: 1

L

Participated in treatment
(n=19)

L ]
Completed treatment
(n=16)

p

Participated in post-treatment
assessment (n=19)

L

Participated in six-month
follow-up assessment (n=17)
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Table 1. Patient demographics.

Sirnholm et d

Characteristics Values
Women, n (%) 12 (63)
Age (in years), mean (SD) 60.9 (9.6)
Employment status, n (%)
Employed 7(37)
Retired 8(42)
Unemployed 1(5)
Sick leave 3(16)
In partnership 9(47)
Highest completed education, n (%)
Vocational 3(16)
Post-secondary 3(16)
Tertiary 13 (68)
AF? duration, mean (SD) 6.2(84)
Previous ablation, n (%) 5(25)
Pacemaker, n (%) 2(11)
Current medication, n (%)
Antiarrhythmics 7(37)
Beta blockers 16 (84)
Anticoagulation 13 (68)
ACEi®/ARB® 5(29)
Anxiolytics 3(16)
Sleep medication 4(21)
Medical disorders, n (%)
Previous stroke/TIA® 3(16)
Diabetes 2(11)
Obstructive sleep apnea 3(16)
Hypertension 5(26)
Hypothyroidism 1(5)
Any medical disease 13 (68)
Previous psychological treatment 12 (63)
Current psychiatric disorder 4(21)

BAF: atrial fibrillation.

bACE:: angiotensin-converting enzyme inhibitor.
CARB: angiotensin receptor blocker.

4T1A: transient ischemic attack.

Treatment Activity

In total, 16 out of 19 participants (84%) were considered as
treatment completers after completing at least four modules of
the treatment and thus commenced work with exposure
exercises. The noncompleters (n=3) completed 2-3 modules.
The mean number of messages that participants sent and
received from their treating psychologist were 12.0 (SD 7.1;
range 1-25) and 15.7 (SD 6.0; range 1-27), respectively. The

https://cardio.jmir.org/2021/1/e24524

RenderX

psychologist spent aweekly mean of 9.5 minutes (SD 6.4; range:
4-23 min) per patient.

Primary and Secondary Outcomes

Table 2 displays scores on the continuous outcome measures
at the assessment points together with P values of slope
estimates and effect sizes (d) with 95% bootstrap Cls.
Participants showed significant improvements in AF-specific
QoL, as measured by AFEQT, with large within-group effect
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sizes posttreatment (d=0.80) and at 6-month follow-up (d=0.72)
as compared with baseline, whereas there was no significant
difference between posttreatment and 6-month follow-up. The
total AFEQT score corresponded to moderate AF severity at
baseline; however, at posttreatment and follow-up, the total
AFEQT score corresponded to mild AF severity. We observed
large effect sizes posttreatment (d=1.43) and a 6-month
follow-up (d=1.52) in the reduction of cardiac anxiety (CAQ).
All three subscales of CAQ (attention, avoidance, and fear)
showed asignificant improvement posttreatment and at 6-month

https://cardio.jmir.org/2021/1/e24524
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follow-up. We observed moderately sized pre- to posttreatment
improvementsin depression (PHQ-9), general anxiety (GAD-7),
perceived stress (PSS-4), and genera QoL (WHODAS).
Furthermore, we observed a medium-sized improvement in
self-reported AF symptom severity and a small improvement
in AF symptom frequency (SCL scales) and general AF
symptoms (AFFS) from pre- to posttreatment. We observed a
medium effect size in the reduction of cardiac-specific health
care visits posttreatment and a further reduction with a large
effect size at 6-month follow-up.
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Table 2. Continuous treatment outcome measures.?

QOutcome measure Observed outcomes Contrasts

Pretreatment, Posttreatment, Follow-up,  Preto post Pre to follow-up Post to follow-up
mean (SD) mean (SD) mean (SD)

P vaue Cohend P value Cohend P value Cohend

(95% Cl) (95% Cl) (95% Cl)
AFEQT® 66.8(189)  g10°(17.4) 826°(183 <001 ~ 080(045 <001  072(0.32 .56 -0.08(-0.28
to 1.24) t01.23) t0 -0.12)
cAQ? total 325(102)  195°(92)  186°(80) <001  143(091 <001  152(107 .67 0.10(-0.17
t0 1.94) to 2.05) to 0.45)
CAQ fear 16.1(5.8) 9.4°(4.1) 93°(37) <001  145(0.88 <001  149(093 .79 0.07 (-0.27
to 2.00) t0 2.10) t0 0.42)
CAQ avoidance 6.3(4.3) 3.68°(3.8) 31°(28 003 0.68(0.21 .001 0.75(0.29 .72 0.08 (-0.15
to 1.25) t01.27) t0 0.33)
CAQ attention 101(@3.7) 6.3°(3.1) 6.2°(34) <001  112(064 <001  120(0.71 .72 0.08 (-0.18
t0 1.67) t01.73) t0 0.40)
scLf frequency 192(109)  1589(9.9) 1529(102) 013 033(0.09 .01 0.34(0.07 .91 0.01(-0.25
t0 0.78) t0 0.70) t0 0.20)
SCL severity 21.2(6.3) 190 36) 1920 (a2 02 0.46(0.12 .03 041(0.04 .81 -0.04(-0.32
t0 0.88) t0 0.94) t0 0.18)
AFSS 10.3(7.8) 8.1(6.6) 7.6 (6.5) .08 0.27(0.02 .09 0.27(-0.06 .998 0.00(-0.32
t00.72) t0 0.66) t0 0.18)
AFSShedth carevis- 1.3 (2.0) 0.6% (0.8) 02°(04) 046 056 (0.12 .006 0.82(0.33 036 0.26 (-0.08
its t00.92) t0 1.25) t0 0.48)
PHQ-9' 6.1(5.4) 31°(3.3) 39928 002 0.75(0.35 .02 057(0.13 .42 -0.18(-0.52
t0 1.32) t00.92) t0 0.11)
GAD-7 6.1(5.8) 3.4°(3.1) 38(3.3) .005 0.64(023 .01 058(0.27 .78 -0.06(-0.35
to 1.06) t0 0.89) t0 0.27)
PSS-4K 5.7 (3.4) 4.1° (2.9) 46(2.2) .006 0.62(0.23 .094 0.38(-0.14 .28 -0.24(-0.67
to 1.07) t00.92) t0 0.04)
WHODAS 190(170)  128°(168) 11.0°(146) 004 0.38(0.12 .001 0.46(0.18 .55 0.08 (-0.21
to 0.86) 10 0.93) t00.22)

Aithin-group effect sizes (ES; Cohen d) and P-values are presented for differences between the three assessment points: pretreatment, posttreatment,
and 6-month follow-up based on the piecewise linear mixed-model analysis. ES were reported with 95% Cl s based on 5000 bootstrap replications.

bAFEQT: Atria Fibrillation Effect on Quality-of-Life.
°P<.001.

dCAQ: Cardiac Anxiety Questionnaire.

®P<.01.

fseL: Symptoms Checklist, Frequency and Severity Scale.
9p<.05.

PAFSS: University of Toronto Atrial Fibrillation Severity Scale.
'PHQ-9: Patient Health Questionnaire-9.

IGAD-7: Generalized Anxiety Disorder-7.

Kpss-4: Percieved Stress Scale-4.

'WHODAS: World Health Organization Disability Assessment Schedule.

. were symptom indications, were included. We excluded 14
ECG Evaluation recordings where patients were in sinus rhythm but had an
A total of 2243 ECG recordings were documented. Of these, jrregular pulse dueto premature ventricular contractions, which
2189 (97.6%) could be classified as sinus rhythm or AF, 36 may cause symptoms similar to those of AF, from the analysis.
(1.6%) could not be classified, and 18 (0.8%) were considered  \We observed statistically significant decreasesin overestimation
atifacts. One participant contributed only pretreatment  proportions at both posttreatment (OR=-1.153, P<.001) and
observations. The AF burden increased from pretreatment o 6-month follow-up (OR=-1.538; P<.001), compared with the

the 6-month follow-up (OR=1.235; P=.02). In the AF pretreatment assessment. Multimedia Appendix 1 shows the
overestimation analyss, 2175 observations, of which 143 (6.6%)
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observed AF burden and overestimation of AF symptomsat the
three assessment points and odds ratios from the multilevel
logistic regressions.

Mediation Analysis

Mediators and outcomes were collected for weekly
measurements for 9 consecutive weeks during treatment. The
mean humber of observations per week was 16.9 (out of possible
19), and the lowest number of observations was 15 during the
eighth week. In the single mediator analysis, al the tested
mediators had statistically significant ab-products, thereby
indicating that they all explained some part of theimprovement
during treatment on the AFEQT-S. In the multiple mediator
analysis, where the mediators competed with each other in
explaining the changein AFEQT-S, the CAQ fear subscale and
PSS-4 ab-products were substantialy lower than that in the
single mediator analysis, and the former was no longer
significant. The ab-products for the CAQ attention and
avoidance subscaleswere of equal size, statistically significant,
and more than three times larger than the other two mediators
in the multiple mediator model. Multimedia Appendix 1 shows
the estimated indirect effects, ab-products, and their confidence
intervals for the four mediators, when tested separately and
together in a multiple mediator model.

Treatment Satisfaction

At posttreatment, participants scored an average of 24.9 (SD
4.9) out of 32 points on treatment satisfaction as measured by
the CSQ-8, and 18 out of 19 participants reported that they were
satisfied with the treatment and that it had helped them to deal
more effectively with their AF symptoms.

Changesin Medication and in Cardiac Health

At follow-up, 2 of 17 participants had made minor changesin
their cardiac medication. None of the patients had undergone
invasive cardiac procedures between posttreatment and
follow-up. At follow-up, one participant reported deterioration
in cardiac health due to more frequent AF episodes. The ECG
recording at follow-up indicated a progression to persistent AF
in one additional patient.

Adverse Events

At posttreatment, four participants reported an adverse event
from participating in the study. The adverse events described
were stress because of the study (n=3) and an increased cardiac
attention (n=1). Three of the adverse events were given alow
severity rating, both when the effect occurred and on residual
discomfort, corresponding to arating of 1 on ascale of 0-3. One
event was rated as having the highest severity (3/3) at the time
of occurrence and a (2/3) moderate severity rating for the
residual comfort. At the six-month follow-up, no current or
residual adverse events from participating in the study were
reported.

Discussion

Principal Findings
Tothe best of our knowledge, thisisthefirst study toinvestigate
the efficacy and feasibility of internet-delivered, exposure-based

https://cardio.jmir.org/2021/1/e24524
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CBT for symptom preoccupation in patients with symptomatic
paroxysmal AF. We observed a large improvement in the
primary outcome measure of AFEQT that measured AF-specific
QoL and self-reported AF symptoms and a large reduction in
symptom fear, avoidance behaviors, and hypervigilance as
measured by the CAQ. These effects remained large-6 months
after the treatment. We also observed small to medium
significant effects on the other outcome measures at
posttreatment, which were sustained or improved at the 6-month
follow-up. Furthermore, the participants’ high adherenceto and
satisfaction with the treatment, limited reports of adverse events,
and perception of being able to deal more effectively with their
AF symptoms indicate that exposure-based internet-CBT is a
feasible treatment option for the target population.

The results suggest that the AF-specific exposure-based
internet-CBT had effects in patients with paroxysmal AF that
are comparable with the effects of exposure-based internet-CBT
in other somatic functional disorders [38,44-47]. Our results
also converge with the results of face-to-face and internet-CBT
for patients with cardiovascular disease with anxiety and
depression reported in arecent meta-analysis[25] and two recent
RCTs[48,49].

We observed a significant increase in the objectively measured
AF burden at the 6-month follow-up, which is not unexpected
because AF is known to be a progressive disease [50].
Interestingly, the overestimation proportion (ie, when the
participant indicated AF symptoms while in normal cardiac
rhythm) was significantly decreased both at posttreatment and
at 6-month follow-up. Psychological distress has been shown
to be predictive of overestimating the AF symptoms [11-13],
and it is possible that reduction in symptom fear and
hypervigilance improved the patients ability to accurately
estimate their cardiac rhythm. Despite the observed increasein
objective AF burden over time, the AF-specific QoL and
symptom preoccupation still showed large improvements and
were maintained at the 6-month follow-up. Together with the
significant reduction in health care visits, this result indicates
that despite the natural progressionin AF symptoms, participants
did not relapse in symptom preoccupation and were still able
to maintain agood QoL .

The mediation analyses showed that a reduction in symptom
preoccupation mediated the effect of exposure-based
internet-CBT on AF-specific QoL and self-reported AF
symptoms. Theseresultsarein linewith the previous mediation
analyses by our group of exposure-based CBT, where we have
found that a reduction in avoidance behavior mediates
improvement in other chronic health conditions [51-53].

Limitations

Theresultsof thisstudy should beinterpreted with the following
limitations kept in mind. Importantly, we did not use a control
group, which limitsthe causal inference that can be drawn from
the results. Without a control group, we cannot control for the
passage of time, the effect of attention from a caregiver, and
expectancy of improvement. More than half of the participants
had a previous experience of psychological treatment; thus, it
is possible that psychological treatment was more suitable for
the referred participants than the average patient with AF. The
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referral by clinical cardiologists could have contributed to a
positive expectancy effect dependent on the caregivers' attitude
toward CBT. Itisal so possiblethat patientswho were generally
less prone to respond to treatment were referred to the study,
hence contributing to a selection bias. The sample also had
disproportionately more women and the subjects were younger
than the general AF population [50], further limiting the
generalizability of the results. Another limitation is that the
handheld ECG is not a continuous measurement of the cardiac
rhythm, which may contribute to undetected AF symptoms
remaining undetected.

Conclusions
This is the first study in which patients with symptomatic

Sirnholm et d

medical therapy at baseline, we observed large improvements
in AF-specific QoL and symptom preoccupation that were
sustained at the 6-month follow-up. Our study highlights
avoidance behavior and hypervigilance as potentially important
psychological factors contributing to symptom severity and low
QoL in patients with AF. However, the psychological aspects
of AF appear to be underrecognized in the current medical
literature and clinical practice.

We conclude that symptom preoccupation is an important target
for treatment and that the treatment may be both feasible and
clinically effective for the target population. AF-specific CBT
delivered viathe internet has the potential to reduce health care
utilization and improve the well-being of a large group of
patients, when current treatment methods have limited

paroxysma AF were treated with therapist-guided

exposure-based internet-CBT. Despite already receiving optimal effectiveness. These results need to be confirmed in RCTs.
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CAQ: Cardiac Anxiety Questionnaire

CBT: cognitive behavior therapy

CSQ-8: Client Satisfaction Questionnaire

ECG: eectrocardiogram

EHRA: European Heart Rhythm Association

GAD-7: Generalized Anxiety Disorder

PHQ-9: Patient Health Questionnaire

PSS-4: Perceived Stress Scale

QoL : quality of life

RCT: randomized controlled tria

SCL: Symptoms Checklist, Frequency and Severity Scale
WHODAS: World Health Organization Disability Assessment Schedule
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Abstract

Background: The internet has become a popular platform for patients to obtain information and to review the health care
providers they interact with. However, little is known about the digital footprint of vascular surgeons and their interactions with
patients on social media.

Objective: This study aimsto understand the activity of academic vascular surgeons on physician rating websites.

Methods: Information on attending vascular surgeons affiliated with vascular residency or with fellowships in the Southern
Association for Vascular Surgery (SAV'S) was collected from public sources. A listing of websites containing physician ratings
was obtained via literature reviews and Google search. Open access websites with either qualitative or quantitative evaluations
of vascular surgeons were included. Closed access websites were excluded. Ranking scores from each website were converted
to a standard 5-point scale for comparison.

Results: A total of 6238 quantitative and 967 qualitative reviews were written for 287 physicians (236 males, 82.2%) across
16 websites that met the inclusion criteria out of the 62 websites screened. The surgeons affiliated with the integrated vascular
residency and vascular fellowship programs in SAVS had a median of 8 (IQR 7-10) profiles across 16 websites, with only 1
surgeon having no web presence in any of the websites. The median number of quantitative ratings for each physician was 17
(IQR 6-34, range 1-137) and the median number of narrative reviews was 3 (IQR 2-6, range 1-28). Vitals, WebMD, and
Healthgrades were the only 3 websites where over a quarter of the physicianswererated, and those rated had more than 5 ratings
on average. The median score for the quantitative reviews was 4.4 (IQR 4.0-4.9). Most narrative reviews (758/967, 78.4%) were
positive, but 20.2% (195/967) were considered negative; only 1.4% (14/967) were considered equivocal. No statistical difference
was found in the number of quantitative reviews or in the overall average score in the physician ratings between physicians with
social media profiles and those without social media profiles (departmental social media profile: median 23 vs 15, respectively,
P=.22; personal social media profile: median 19 vs 14, respectively, P=.08).

Conclusions: The representation of vascular surgeons on physician rating websites is varied, with the majority of the vascular
surgeons represented only in half of the physician rating websites The number of quantitative and qualitative reviewsfor academic
vascular surgeons is low. No vascular surgeon responded to any of the reviews. The activity of vascular surgeons in this area of
social mediaislow and reflects only a small digital footprint that patients can reach and review.

(IMIR Cardio 2021;5(1):e22975) doi:10.2196/22975
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Introduction

Social mediaresources continue to be used by commercia and
nonprofit organizations for social marketing because of the
advantages of accessto alarge number of consumers, presence
of transparency, the wide global reach, the ability to boost web
pagetraffic, and the ability to promote the brand name[1]. With
reference to health care, social media tools play an essential
role in reputation management, public outreach, health
promotion, and patient education [2]. An additional tool isthe
provision of quantitative and qualitative ratings of physician
performance on physician rating websites that can be shared
publicly. Seventy percent of the top 10 Google search results
on specific physicians are third-party websites such as physician
rating websites [3].

Physician rating websites display valuable information for a
consumer regarding a physician’s practice, including the
physician’s area of expertise, office location, office hours,
insurance accepted, in addition to quantitative and qualitative
reviews from past consumers. Although surveys have indicated
that the insurance accepted, referrals from primary care
physicians, and reputation are important in the selection of
physicians, 65% of the physician rating website users have been
shown to choose a physician after viewing positive reviews on
websites, and conversely, 52% of the physician rating website
users have avoided providers owing to the negative reviews
shown on the websites [4,5].

Although physician rating websites contain a broad range of
physician-specific data, the physicians rated on these websites
are not evenly distributed among medical specialties [6-16].
While orthopedic surgeons are well represented on physician
rating websites with over 90% of the surgeons having ratings
on the most popular physician rating websites, radiol ogists, who
have limited direct face-to-face contact with patients, have a
very small digital physician rating website footprint with only
20% rated on any of the 5 physician rating websites studied
[7-9,11,13]. Multiple studies have demonstrated differencesin
the ratings across multiple specialties. Physicians in the fields
of cardiac surgery, nephrology, genetics, and radiology receive
higher ratings, whereas those in addiction medicine,
dermatology, neurology, and psychiatry receive lower ratings
[16]. Vascular surgery is emerging as a distinct subspecialty
and is currently undergoing a branding and identity campaign.
In light of this change in the perception of this specialty, there
existsaknowledge gap on thedigital footprint and performance
of vascular surgeons across the spectrum of physician rating
websites. Understanding this gap can offer this specialty a
roadmap to improve public perception and will prompt further
research on the effect of branding and marketing on the ratings
within the physician rating websites for vascular surgery. The
aim of this study was to examine the accuracy of professional
demographics, the presence and responsiveness of academic
vascular surgeons across open access physician rating websites,
and the quantity and quality of patient reviews within a defined
geographic region. The aim was also to define the digital

https://cardio.jmir.org/2021/1/€22975

physician rating website footprint of vascular surgery to
ascertain whether academic vascular surgeons have evolved to
embrace and participate in these reviews.

Methods

Thisis a cross-sectional study of publicly held data in search
engines and websites accessed from a US internet service
provider from September 2019 to November 2019. Websites
containing physician ratingswere obtained vialiterature reviews
and Google search. This study examines data in the public
domain and does not contain Health Insurance Portability and
Accountability Act (HIPAA) information or interactions with
individuals; thus, it is exempt from institutional review board
approval or consent.

The current integrated vascular residency and vascular
fellowship program lists were obtained from the Accreditation
Council for Graduate Medical Education website. Attending
vascular surgeons affiliated with each of these programsin the
Southern Association for Vascular Surgery (SAVS) were
collected [17]. Websites reporting physician ratings were
obtained vialiterature reviews and Google search by using the
terms*“ratedoctors,” “MD review,” “ physician ranking,” “ doctor
rating,” “find doctors,” and “best doctors.” Theinclusion criteria
were asfollows: (1) open access websites and (2) websites that
allowed qualitative or quantitative reviews by patients. The
exclusion criteriawere asfollows: (1) physician rating websites
outside of the United States; (2) websites limited to a certain
geographic areain the United States; (3) websitesthat excluded
vascular surgeons; (4) websites linked to a health care system,
and (5) websites that were inaccessible.

Health care review websites obtain the physician list through
public records from the National Provider Identifier Registry,
medical boards, etc. General review websites allow users or
business ownersto add physicians or edit information, whereas
health care review websites require changes to be made through
the management team. M ost websites allow physiciansto claim
their profilefor free after they create an account and go through
the prompted steps. These websites then allow physicians to
manage their profiles, audit for accuracy, respond to reviews,
and dispute reviews depending on the website. Some websites
offer sponsored profilesto physiciansfor afeeto promote their
practice. Multimedia Appendix 1 provides the definitions of
the different profiles of the physicians.

Data collection was performed between August 2019 and
September 2019. Physician search was performed on individual
websites with physician first nameffirst initial, middle
name/middle initial, last name, and location in various
combinations and orders. Supplementary Google search was
performed with “physician name, website domain name” to
enhance the discovery of the physician’s profile. A similar
strategy was used in finding physician or department profiles
on social media websites such as Facebook, Twitter, and
LinkedIn. Physician-specific information such as gender, age,
educational background, training, and professional association
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was collected through their professional websites affiliated with
their institutions and physician rating websites.

Most physician rating websites used aranking score of 1-5while
Dr.Score and Healthcare reviews used a ranking score of 1-10;
the scores of these 2 siteswere converted to the standard 5-point
scale (1-5) for comparison. Physician rating websiteswith more
than 1000 quantitative reviewswere used to examine correl ation.
The Kendall rank correlation coefficient was used to adjust for
ties. USNews& World Report was excluded from this analysis
because the ratings in this website were derived from over 100
unspecified web-based sources gathered by a private company
and does not collect patient reviews or ratings directly.
Descriptive data were presented as median (IQR). Kendall
correlation coefficient was used to evaluate the correlation
between continuous variables. Mann-Whithney U or
Kruskal-Wallis test with post hoc Wilcoxon test was used for
continuous data. Chi-squaretest was used to compare categorical

Figure 1. Flow diagram for website inclusion.
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data with a Bonferroni adjustment used for all post hoc tests
with adjusted P values reported. Data analysis was performed
in RStudio version 1.2.5001 (RStudio Inc).

Results

Review of the Commercial Websites

Sixteen out of 62 websites met theinclusion criteria(Multimedia
Appendix 2). Figure 1 shows the flow diagram of the websites
included and excluded in this study. WebMD and
USNews& World Report were the 2 sites that listed the most
number of physicians (271/287, 94.4%) while Yellowbot
(48/287, 16.7%) had the least number of physicians (Table 1).
Websites had specific search strategies that provided higher
yield; however, none of the websites provided instructions.
Table 2 shows the search strategy on the 4 most common
physician rating websites. Sixteen physician rating websites
were included after screening 62 initial websites.

\

No rating or review: 20

Not accessible: 13

No vascular surgeons: 6
Required subscription: 4
Not United States or limited

/
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Table 1. Physician profiles across 16 physician rating websites (N=287).

Yan et a

Websites Physicians with profile, n (%)2 Incomplete profiles, n (%)b Inaccurate profiles, n (%)°
WebMD 271(94.4) 25 (9.6) 27 (10.0)
USNews& World Report 271 (94.4) 1(0.4) 11 (4.2)
Caredash 266 (92.7) 7(2.6) 21(7.9)
Vitals 264 (92.0) 3(L1) 19(7.2)
Healthgrades 264 (92.0) 24(9.1) 44(16.7)
YPcom 209 (72.8) 86 (41.1) 23(11.0)
RateMD 199 (69.3) 156 (78.4) 50 (25.1)
Dr.Score 147 (51.2) 46 (31.3) 28 (19.0)
Insiderpages 101 (35.2) 101 (100.0) 0(0.0)
Loca 90 (31.4) 87 (96.7) 0(0.0)
Zocdoc 79 (27.5) 11(13.9) 4(5.1)
Yellowbook 74 (25.8) 72(97.3) 0(0.0)
Healthcare reviews 70 (24.4) 22 (31.9) 0(0.0)
Wellness 62 (21.6) 26 (41.9) 17 (27.4)
Yelp 53 (18.5) 53 (100.0) 10 (18.9)
Yellowbot 48 (16.7) 46 (95.8) 0(0.0)

#Total number of physicians with profiles on the 16 websites=286.

bProfiles (n=766) with less than 50% of the required information (eg, training, expertise) or profilesthat lack any physician-specific information besides
practice location and office contact information. Percentage was calculated as the number of physicians with incomplete profiles by the total number

of physicians with profiles for each website.

CProfiles with any inaccuracy in physician practice and demographic information (n=252). Percentage was cal cul ated as the number of physicians with
inaccurate profiles by the total number of physicians with profiles for each website.

Table 2. Search strategy on the 4 most common physician rating websites (N=287).

Website name Name search L ocation search Required search on
Google, n (%)
Vital Must use middleinitial, does not have full middle Has a certain degree of matching by name during 0 (0.0)
name in the system. If first namein the systemis  the search regardless of the correct location.
also initial only, entering full name will not find
the physician.
Healthgrades Name must havethe exact match being “first name, Has a certain degree of matching by nameinthe 7 (2.4)
last name” in order to find through search. Howev-  search box regardless of the correct location.
er, will provide matching in the search box without
such restriction.
WebMD Good name match. No requirement for the order of ~ Location needsto be correct. Very low degreeof 18 (6.3)
the name or differentiation between initial versus  matching by name only.
expanded name.
USNews& World Must have correct expanded first name and last Match of nameis sufficient, correct locationnot 1 (0.3)
Report name. Order of the name and themiddlenamedoes  required.

not affect search.

Review of the Academic Divisional Participation

One potentia confounding factor inindividual physician profiles
is the corresponding activity of the divisiona profile digital
footprint. Nine (9/37, 24%) vascular surgery divisionshad social
media profiles: 7 had only Twitter accounts, 1 had only
Facebook profiles, and 1 had both Twitter and Facebook
profiles. Physicians in the institutions with established
departmental social media websites had a higher number of

https://cardio.jmir.org/2021/1/€22975

RenderX

ratings compared to those without established departmental
social mediawebsites (median 23 [IQR 5-38] vs15[IQR 7-33],
respectively, P=.22), athough this was not statistically
significant.

Review of Individual Physician Participation

Surgeons affiliated with the integrated vascular residency and
vascular fellowship program of SAVS had a median (IQR) of
8 (7-10) profilesacross 16 websiteswith only 1 surgeon having
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no web presence on any of the sites. Most physician profiles
(2214/2466, 89.8%) were accurate, reflecting correct
demographic affiliations and practice information (Table 1). Of
the 8 websites wherein claimed profiles were clearly
distinguished, only 14.9% (43/287) of the physicians considered
in this study had at least one claimed profile. Of the single
websitethat had clear notations of the sponsored profileson the
profile page itself, no vascular surgeon had sponsored profiles.
Of the 287 physicians, 115 (40.1%) were members of the
Society of Vascular Surgery and 82 (28.6%) were members of
other vascular societies, while the remainder did not disclose
their affiliations; 195 (67.9%) physicians had profileson at | east
onesocia mediaplatform: 57.5% (165/287) on Linkedin, 19.9%
(57/287) on Twitter, and 18.5% (53/287) on Facebook.

A total of 6238 ratings and 967 narrative reviews were written
for 287 physicians (236 males, 82.2%) affiliated with the

Yan et a

integrated vascular residency and vascular fellowship program
within the SAV S across the 16 websites surveyed (Table 3 and
Table 4). The median number of quantitative ratings for each
physician among those with at least 1 rating was 17 (IQR 6-34,
range 1-137) and the median number of narrative reviewsamong
those with at least 1 narrative review was 3 (IQR 2-6, range
1-28); 12.9% (37/287) of the physicians had 0 quantitative
reviews and 31.0% (89/287) had 0 qualitative reviews. Ratings
were overwhelmingly positive, with amedian weighted average
score of 4.4 (IQR 4.0-4.9) out of a total score of 5. Most
narrative reviews (758/967, 78.4%) were also positive, but
20.2% (195/967) of them were considered negative; only 1.4%
(14/967) were considered equivocal. Physicians with negative
narrative reviews had lower ratings compared to those without
(median 4.07 vs4.7, P=.001). There was no physician response
to any patient review.

Table 3. Physician rating scores across 16 physician rating websites (N=287).

Total quantitative ratings (n=6238),

Websites Physicians with rating, n (%)@ n Median score IQR
Vitals 217 (75.7) 1731 4.4 4-5
WebMD 200 (69.7) 1737 45 4-5
Healthgrades 193 (67.2) 1193 46 3.7-5
USNews&World Report 71 (24.7) 1296 5 45
RateMD 46 (16.0) 103 4 3-5
Dr.Score 24 (8.3) 34 5 4-5
Caredash 18 (6.3) 22 5 55
Wellness 11(3.8) 20 45 385
Yellowbot 7(2.4) 17 5 5-5
Zocdoc 7(24) 65 5 4-5
Insiderpages 6(2.1) 13 5 435
YPcom 4(1.4) 4 5 45
Yelp 2(0.7) 2 3 2-4
Healthcare reviews 1(0.3) 1 5 N/AP
Local 0(0.0) 0 N/A N/A
Yellowbook 0(0.0) 0 N/A N/A

&Total number of physicians with at least 1 rating=251.
ON/A: not applicable.
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Table 4. Narrative reviews across 16 physician rating websites.
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Websites Physicianswithnar- Tota narrative Positivenarra= Neutrd narras Negative narra- Patient Patient found
rative reviews reviews tivereviews, n  tivereviews, tivereviews,n found useful not useful
(N=287), n (%) (n=967), n (%)b,c n (%)c,d (%)°© (n=737),n  (n=150), n

Vitals 151 (52.6) 482 374 (77.6) 5(1.0) 103 (21.4) 0 0

WebMD 1(0.3) 1 1(100.0) 0(0.0) 0(0.0) 0 0

Heslthgrades 136 (47.4) 308 248 (80.5) 0(0.0) 60 (19.5) 704 148

USNews& World Report 0 (0.0) 0 0(0.0) 0(0.0) 0(0.0) 0 0

RateMD 43 (15) 88 58 (65.9) 5(5.7) 25 (28.4) 29 0

Dr.Score 0(0.0) 0 0(0.0) 0(0.0) 0(0.0) 0 0

Caredash 14 (4.9) 16 15 (93.8) 1(6.3) 0(0.0) 4 2

Wellness 8(2.8) 17 15 (88.2) 0(0.0) 2(11.8) 0 0

Yellowbot 7(2.4) 19 19 (100.0) 0(0.0) 0(0.0) 0 0

Zocdoc 6(2.1) 29 23(79.3) 3(10.3) 3(0.3) 0 0

Insiderpages 1(0.3) 1 1(100.0) 0(0.0) 0(0.0) 0 0

YPcom 4(1.4) 4 3(75.0) 0(0.0) 1(25.0) 0 0

Yelp 2(0.7) 2 1 (50.0) 0(0.0) 1 (50.0) 0 0

Health care reviews 0(0.0) 0 0(0.0) 0(0.0) 0(0.0) 0 0

Local 0(0.0) 0 0(0.0) 0(0.0) 0(0.0) 0 0

Yellowbook 0(0.0) 0 0(0.0) 0(0.0) 0(0.0) 0 0

8197 physicians received narrative reviews.
bTotal number of positive narrative interviews=758.

®The percentages for the positive, neutral, and negative narrative review columns were calculated over the total narrative reviews in the 3rd column.

%otal number of neutral narrative interviews=14.
®Total number of negative narrative interviews=195.

Correlation Between the Rating Scores

The physician scores on Vitals and WebMD correlated well
(Kendall t=0.78, P<.001) while those on Healthgrades correlated
poorly with Vitals (Kendall 1=0.15, P=.007) and WebMD
(Kendall 1=0.17, P=.006). Years of experience (Kendall 1
=-0.12, P=.007), persona socia mediaprofile (Kendall t=0.03,
P=.57), departmental social media profile (Kendall t=—0.05,
P=.34), and number of ratings (Kendall 1=-0.14, P=.001) did
not correlate or they only weakly correlated with the weighted
average score.

Physician and Practice Factor s Affecting the Size of
the Digital Footprint

The social media profiles of vascular surgeons (especialy
Linkedin) and the rating number followed asimilar curve with

https://cardio.jmir.org/2021/1/€22975

small peaks in the age groups of 20-24 years and 35-39 years
(Figure 2 and Figure 3). Physicianswith individual social media
profiles had a higher median number of ratings compared to
those who did not; however, this did not reach statistical
significance (19 vs 14, respectively, P=.08). Fewer female
vascular surgeons had persona socia media profiles (P=.02).
Female surgeons had fewer years of experience (median 14 vs
24 for males, respectively, P=.001), fewer profiles (7.5 vs 9,
respectively, P=.02), fewer number of ratings (median 6 vs 19,
respectively, P<.001) but asimilar number of narrative reviews
(3 vs 4, respectively, P=.23). Physicians in a practice with 10
vascular surgeons or more had more ratings (21 vs 13,
respectively, P=.01) but similar number of profiles (median 9
vs 8, respectively, P=.09) and narrative reviews (4 vs 3,
respectively, P=.18).
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Figure 2. Total number of ratings across 16 physician rating websites by years of experience (number of years after graduation from allopathic or
osteopathic schoal). The lower, middle, and upper hinges of the box represent 25th percentile, 50th percentile or median, and 75th percentile, respectively.
Whiskers represent 1.5 interquartile range, and points represent outliers.
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Figure 3. Proportion of physicians with profiles on 3 different social media platforms among physicians with different years of experience by the
number of years after graduation from an allopathic or osteopathic school.
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Reviewer | nformation

Of the 2 physician rating websites with a significant number of
narrative reviews, Vitals did not provide reviewer names while
a third (111/308, 36.0%) of the reviewers on Healthgrades
provided their full name; another 29.5% (91/308) provided only
the initial or the first name, while a third (106/308, 34.4%)
remained completely anonymous.

Discussion

Principal Results

Our study found that the presence of academic vascular surgeons
affiliated with the integrated vascular residency and vascular
fellowship program within the SAVS was low on physician
rating websites. Of the 287 physicians, 87.4% (251/287) of the
physicians had at least one rating across 16 physician rating
websitesand 68.6% (197/287) had at |east one narrative review.
The density of the reviews was low, with a median of 17 for
the quantitative ratings and a median of 3 for the narrative
reviews for those who had at least 1 rating or narrative review
across 16 physician rating websites. No physician responded
to any of the reviews.

Limitations of This Study

The study has alimited sample and may not be extrapolated to
all US academic vascular physicians. We were unable to
correlate physician ratings with USNews& World Report hospital
rankings, urban or rura locations, and whether the academic
center had a social mediadepartment because minimal variation
existed in these variables. It was not possible to identify the
type of procedure offered by the physicians to assess its effect
on the patient reviews. We did not correlate hospitals own
review systems with physician rating websites or Press Ganey
scores. Additionally, information on the internet is dynamic;
physicians could have accumulated additional reviews since
the time of our data collection. Lastly, we did an extensive
search to investigate the physician rating websites, and multiple
searches were performed on individual providersto ensure that
we captured maximum information. However, it is possible that
there were websites or profiles that we may have missed or we
may not have investigated. This likely does not significantly
affect our study, as it would be equally difficult for patientsto
locate such websites or profiles and likely contain minimal
information.

Comparison With Prior Work

Direct comparisons between previous studies of physician rating
websites is difficult due to differences in physician selection.
There is a general trend of an increasing percentage of
physiciansrated over time. Vascular surgeonswere significantly
underrepresented compared to orthopedic  surgeons,
94.3%-99.5% of the orthopedic surgeons were rated on
physician rating websites with a much higher number of
ratings—triplethat of vascular surgeonsin some instances, and
we specul ate that this difference may be attributed to differences
in the specidties rather than differences in physician
demographics [7-9,11,12,18]. The cluster of studies on the
digital footprint of orthopedic surgeonsreflects better awareness
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of social media, more effort in the web-based promotion of their
practice, and thus, alarger digital footprint [7-9,11,12,18,19].

In general, patientsrated vascular surgeonsvery positively, with
the median score for almost al the websites being 4 or higher
on a5-point scale, and 78.4% (758/967) of the comments were
positive overall. Thisis consistent with prior findingsregardless
of specialty [6,11,20-22]. Despite the overall positivity of the
reviews, the consistency of the ratings at the physician level
across physician rating websites was variable. Similar to that
reported in previous studies, Vitals and WebMD had excellent
correlation, but both correlated poorly with Healthgrades[8,11].

In our study, we did not find any physician demographic
characteristics, level of social media presence, or total rating
frequency that contributed to the overall rating scores. Some
studies found that younger physicians received higher scores,
which could be attributed to the better relationships between
younger patients and younger physicians, thereby leading to
increased number of reviews with high scores [8,11,23]. The
associations among gender, total rating frequency, online
presence, and rating score varied among studies
[6,8,9,11,15,20,21,23-25].

Higher numbers of physician rating website profiles were seen
for vascular surgeons with social media profiles, whether
personal or departmental, but there was no Statistical
significance. Physicians with <14 or >40 years of experience
werelesslikely to berated. Small peakswere noted in the 20-24
years and 35-39 years of experience groups. This could be
related to the similar trend seen in social media profiles. Gao
et a also found that less experienced physicians had fewer
ratings because they are still developing their practice and
reputation [23]. Female vascular surgeons had fewer social
media profiles and fewer physician rating website ratings
compared to their male counterparts, which may be due to the
younger age, and this finding has been reported in previous
studies [11,20]. We found that physicians in practices with 10
or more surgeons had more ratings, but thisfinding has not been
reported in previous studies. This could be related to large
practiceslocated in densely popul ated areas, which have higher
number of ratings compared to the less densely populated
regions reported in a recent study [16]. We did not examine
metropolitan versus nonmetropolitan locations of practices
ourselves because most of the academic affiliated practiceswere
located in areas considered to be metropolitan.

The inconsistency in the physician ratings between physician
rating websites and variable findings in factors predictive of
better ratings is likely due to the low density of the ratings,
leading to high susceptibility to outliers. Healthgrades, Vitals,
WebMD, USNews& World Report, and Zocdoc were the only
siteswherein the average number of ratings exceeded 5 for those
rated. Vitals, WebMD, and Healthgrades were the only 3
websites, wherein over a quarter of the physicians were rated.
These may bethe better websites for vascul ar surgeonsto focus
on in asocial media campaign. The large number of physician
rating websites and directories—33 in 2010 and 28 in
2018—dilutes patient reviews [26,27]. Less than 5% of the
physicians were rated on 56% (9/16) of the websites in our
study. Lessthan 1% of the physicians were rated on 82% of the
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websitesin the study of Lagu et al, and most of these siteswere
no longer accessible at the time of this study [26]. This
rationalization and consolidation in the physician rating website
marketplace will lead to an improved density of reviews.

Responding to areview is an important customer relationship
exercise. No physician responded to any qualitative review in
our study, including the 193 negative narrative reviews. In a
study of the German physician rating website called “ Jameda,”
1.58% of all the numeric ratings received responseswhile almost
a third of the narrative reviews received responses from a
physician [28]. Those physicianswho responded to reviews had
more “likes’ and visits to the Jameda and had better ratings.
Although these physicians were also more active on Jameda,
improved rating and site travel may not be attributable to
responding to patient reviews alone but they confirmed that
active participation on physician rating websites has positive
effects. Studies on response to patient reviews are limited in
themedical field, but multiple studiesin the hotel industry have
found that responses to negative reviews can mitigate adverse
effects [29-31].

Limited physician responses may be related to fear of HIPAA
violation and offering an asynchronous medical opinion.
Revealing patient information on social media without patient
consent undermines patient trust and can lead to legal and civil
actions[32]. However, most negative reviews are organizational
issues outside the control of the providers, such as wait time,
accessibility, and difficulty making appointment [10,26,33].
The best practices to actively respond to negative feedback is
to respond offline or speak in the web-based platformin general
terms, avoid confirming or denying the person as a patient,
acknowledge the complaint issue, apologize, and provide an
action plan [34,35]. Appropriate response to an active negative
review can gain the trust of prospective patients auditing
previous patient comments and reviews. In addition, the
American Medical Association, along with others, recommend
politely asking patients for reviews to dilute negative reviews
since the majority will be positive [6,36].

Narrative reviews on physician rating websites have the potential
of expanding the scope of quality measurement for providers.
A recent study of Yelp reviews on hospitals has shown that
patient reviews not only covered 7 out of the 12 categories
included in the Hospital Consumer Assessment of Healthcare
Providers and Systems but also consisted of additional 12
categories (Textbox 1) [37]. Studies have shown that physicians
have used patient web-based reviews to improve patient care
in areas of patient communication, scheduling process, and
office workflow [38,39]. Narrative reviews on physician rating
websites have the same potential of expanding the scope of
quality measurements and aiding in quality improvement.

https://cardio.jmir.org/2021/1/€22975
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The limitations of physician rating websites include varied
quality, limited accountability, and limited representativeness.
Inaglobal study on physician rating websites, the United States
had a large number of physician rating websites but more
considerable variation in the quality compared to European
physician rating websites[40]. Anonymity, while beneficial for
allowing uncensored speech, resultsin decreased accountability
and false reviews such as negative reviews from competitors
or self-written positive reviews [26]. While a third of patients
provided their full name on Healthgrades, some appeared to be
fake. Thisanonymity makesit difficult to validate their reviews
or complaints on physician rating websites. The difficulty in
validating and managing public responsesislikely areason that
many hospitals do not engage in patient reviews. Furthermore,
the web-based reviewer is not a random sample of the patient
pool but rather an impressed or aggrieved party. There aso
exists demographic  characteristics associated  with
physician-rating behavior and gender bias in perceptions of
patient-physician interactions[25,41]. However, physician rating
websites in the United States lack basic patient/reviewer
demographics to allow further studies. Lastly, physician rating
websites need to improve transparency by disclosing what
enhancements are provided for sponsored profiles and clearly
distinguish sponsored profiles not only during unspecific
searches but also in specific searches and document it on the
individual profiles.

Socia mediaplatforms have been used to advertise practice and
attract referrals with relatively high returns on investment [42].
The physician rating websiteisan important part of these social
media platforms. Third-party physician information websites,
including the physician rating website, make up the majority
of the top search results on Google [43]. Physician rating
websites can attract patients by showing prior patient
experiences and opinions, which can be exceedingly important
in elective settings. Additionally, in concert with awell-designed
social media strategy, physician rating websites can be a great
platform to showcase a wide range of procedures that vascular
surgeons perform alone or as assistance for other specialties.
Given the findings in this study and a review of the current
literature, we recommend the following physician rating website
management strategies to improve value proposition: (1) focus
on a limited number of physician rating websites (Vitals,
Healthgrades, and WebMD), (2) assume the management
profiles on physician rating websites to ensure the accuracy of
information and allow physicians to receive instantaneous
feedback, (3) invite patientsto write reviews on these websites,
and (4) develop aresponse strategy to reviews on the physician
rating website chosen.
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Textbox 1. Yelp domains that can supplement and inform traditional surveys of the patient experience of care.

Yelp domains

o  Cost of hospital visit

o Insurancehbilling

« Ancillary testing

o Facilities

o Amenities

o  Scheduling

«  Compassion of staff

«  Family member care

e Quality of nursing

o Qudlity of staff

«  Quality of technical aspects of care
«  Specific type of medical care

Conclusion

The representation of vascular surgeons on physician rating
websites is varied, with the majority of the vascular surgeons
represented only in half of the physician rating websites. The
number of quantitative and qualitative reviews for vascular
surgeons is low; therefore, no surgeon responded to any of the

reviews. The activity of the vascular surgeons in this area of
social media is low and reflects a small digital footprint that
patients can reach and review. Heathgrades, Vitals, and
WebMD are the most recommended physician rating platforms
for vascular surgeonsto focus on to promote and improve their
practice.
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