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Wearable smart devices capable of screening for atrial
fibrillation (AF) presently are available, and more are ex-
pected to enter the market soon. The Withings Scanwatch
(Withings SA, Issy les Moulineaux, France) is a novel
smartwatch that can record an intelligent electrocardio-
gram (iIECG) with automated detection of AF. Although
the iECG function from 3 major manufacturers have
been investigated extensively' ~ and are approved by the
Food and Drug Administration, there is a paucity of data
regarding the diagnostic performance of the iECG
function of the Withings Scanwatch. Whereas previous
studies assessed smart device—based photoplethysmogra-
phy technology mainly in healthy smartwatch users and
reported AF prevalence as low as <1%,"” we sought to
assess the diagnostic accuracy of the iECG function of a
novel smart device in patients with suspected cardiac
arrhythmias.

This prospective, observational study enrolled consecu-
tive patients who presented to the cardiology department
of the University Hospital Basel. The study was approved
by the local ethics committee and was performed according
to the principles of the Declaration of Helsinki. Written
informed consent was obtained from all patients. The aim
of this study was to assess the diagnostic performance of
the iECG function of the Withings Scanwatch in detecting
AF compared to a simultaneously acquired cardiologist-
interpreted 12-lead ECG. To obtain an iECG, patients
were instructed to hold the stainless steel ring on the top
case of the smartwatch for 30 seconds. The reading from

KEYWORDS Artificial intelligence; Atrial fibrillation; Digital health; Electro-
cardiography; Intelligent electrocardiography; Smartwatch (Heart Rhythm
07 2022;3:208-210)

'Dr Patrick Badertscher and Dr Mirko Lischer contributed equally and
should be considered shared first authors. Address reprint requests and
correspondence: Dr Patrick Badertscher, University Hospital Basel, Peters-
graben 4, 4031 Basel, Switzerland. E-mail address: patrick.badertscher@
ubs.ch.

2666-5018/© 2022 Heart Rhythm Society. Published by Elsevier Inc. This is an open access article

the automated algorithm (sinus rhythm, AF, or unclassified)
was recorded, and a PDF file of the iIECG waveform was
saved. Incomplete (<30 seconds) recordings were repeated
immediately, but unclassified tracings by the algorithm were
not. All iECG rhythm strips and 12-lead ECGs were
anonymized and distributed to 2 blinded cardiologists who
independently interpreted each tracing and assigned a
diagnosis of sinus rhythm, AF, or unclassified. Sensitivities
and specificities were directly calculated after tabulating
values in a 2X2 table. iECGs and 12-lead ECGs were
simultaneously recorded in 319 patients (median 67 years;
interquartile range 5476 years; 48% female). The clinical
reasons for obtaining an ECG were assessment of cardiac
rhythm in 80.2%, signs of ischemia in 1.3%, QT-interval
measurements in 5%, and unknown in 13.5%. Baseline in-
tervals such as HR, PR, QRS, and QT intervals were auto-
matically calculated by the smartwatch in 297 (93%), 227
(71%), 250 (78%), and 179 (56%) patients, respectively.
Using the automated algorithm, rhythm was deemed incon-
clusive in 44 patients (14%). Among these patients, 17
tracings (5.3%) were due to high or low heart rate, and 27
tracings (8.4%) were due to motion artifacts. Overall, AF
was present in 34 patients (11%). Of the tracings for which
the algorithm provided a diagnosis, the algorithm correctly
identified AF with sensitivity of 76% (95% confidence
interval [CI] 55%-91%), specificity of 99% (95% CI
97%—-100%), and a kappa (k) coefficient of 0.72 compared
with cardiologist-interpreted 12-lead ECGs. Of the patients
in sinus rhythm, 3 were labeled as AF (false-positive). The
44 unclassified recordings were interpreted by blinded car-
diologists to determine whether these tracings were clini-
cally useful. The interpreting cardiologists were able to
correctly diagnose AF with sensitivity of 100% (95% CI
59%—-100%), specificity of 93% (95% CI 77%—99%), and
k coefficient of 0.49. To assess the quality of the iECG trac-
ings produced by the smartwatch, cardiologist-interpreted
iECGs were compared to corresponding 12-lead ECGs. A
total of 13 iECG recordings (4.1%) were determined to be
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m The Withings Scanwatch (Withings SA, Issy les Mouli-
neaux, France) is a novel smartwatch that can record an
intelligent electrocardiogram (iECG) with automated
detection of atrial fibrillation (AF).

m In this prospective cohort of patients with suspected
cardiac arrhythmias, 1 in 7 tracings was deemed as
unreadable by the smartwatch. This rate could be low-
ered to 4.1% by cardiologist review of tracings.

m Automatic rhythm classification by the smartwatch was
inferior to manual interpretation of iECGs. Cardiologist
interpretation of the iECG interpretation was highly
reliable, with diagnostic accuracy of 98% (95% confi-
dence interval 96%-100%).

m The iECG algorithm of this novel smartwatch for
differentiating sinus rhythm from AF is of limited
clinical value alone, and physician overview with
manual interpretation is required to achieve clinically
sufficient diagnostic accuracy for detection of AF.

Clinical L)

Total of 319 patients undergoing simultaneosly
iECG and 12-lead ECG

noninterpretable by the cardiologists due to low quality. Of
the remaining 306 patients with simultaneous recordings,
cardiologist interpretation of the iECG tracings demon-
strated sensitivity of 97% (95% CI 84%—-100%), specificity
of 99% (95% CI 96%—-100%), and k coefficient of 0.75 for
the detection of AF. A general overview is shown in
Figure 1.

We performed a clinical validation study of the iECG
function of a novel smartwatch for the detection of AF.
The main findings of this study were as follows. (1) The un-
readable (inconclusive) rate of the iECG algorithm in this
study was 14%. With cardiologist review of tracings, this
rate could be lowered to 4.1%. This relevant rate of unread-
able recordings is in line with other studies that assessed
different smart devices, with rates ranging between 6% and
52%.' (2) Automatic thythm classification was inferior to
manual interpretation of iECGs. We found a lower
sensitivity for the detection of AF using the Withings iIECG
function compared to data reported for other smart
devices."® However, cardiologist interpretation of the
iECG interpretation was highly reliable, with diagnostic
accuracy of 98% (95% CI 96%—-100%) compared to the
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Figure 1

Automated atrial fibrillation (AF) detection algorithm using novel smartwatch technology. Right box: Cardiologist diagnosis of 12-lead electrocar-

diogram (ECG) (top); overview of interpretation of the smartwatch algorithm by diagnosis (middle); and overview of interpretation of intelligent electrocardio-
gram (iECG) by cardiologists (bottom). Left, middle: Position to obtain a smartwatch ECG. Bottom: Example of a single-lead tracing created by the smartwatch.

CI = confidence interval.
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gold standard. These findings extend and corroborate
previous studies of other smart devices and help to
determine the most appropriate clinical use of any smart
device and associated iECG function for arrhythmia
management. Although automated iECG interpretation by
the iECG algorithm is still found to be wanting and clinical
interpretation by a cardiologist is strongly encouraged, the
iECG might be a promising option for use as a mobile
event monitor for documentation of AF. The use of such
devices by patients and healthy individuals is growing
exponentially. Thus, well-organized programs to incorporate
these smart devices and handle the data (overload) are
needed.

The limitations of this study are as follows. We tested
only a single device with no simultaneous comparison
with other commonly used monitors. We did not assess pa-
tient perception. This was a single-center study in which pa-
tients were instructed by a trained professional and assisted
in recording the single-lead ECG, thus possibly challenging
the application of the findings in an at-home setting. Record-
ings deemed unclassified by the algorithm were excluded
from the calculation, implying that in an intention-to-
diagnose analysis, sensitivity and specificity would be
considerably lower.

In conclusion, the iECG algorithm of this novel smart-
watch for differentiating sinus rhythm from AF is of
limited clinical value alone, and physician overview
with manual interpretation is required to achieve clini-
cally sufficient diagnostic accuracy for detection of AF.
The clinical utility of personalized wearable technologies
and the resources to integrate these devices need to be
defined.
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