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Evaluation of measurement accuracy of wearable
devices for heart rate variability

Xiangchen Li," Yuting Song,” Huang Wang, ' Xinyu Su,® Mengyao Wang,* Jing Li,>’ Zhigiang Ren,® Daidi Zhong,”
and Zhiyong Huang*&*

SUMMARY

This paper proposed a method based on heart rate variability (HRV) for evaluating the accuracy of wear-
able devices in measuring heart rate. HRV refers to the variation in time intervals between successive
heartbeats, widely used in many fields such as clinical and sports fields. Wearable devices such as Elec-
trocardiogram (ECG) electrode patches have gained popularity due to their portability and ease of use.
However, they can be prone to measurement interference caused by environmental noise, human respi-
ration, etc. The proposed method consists of four main components: selection of “gold standard mea-
surement devices”, identification of HRV measurement metrics, construction of an HRV evaluation
framework, and quantification of measurement errors. The method is validated through simulated ex-
periments using ECG patches. The evaluation framework and quantification model established in this
method have significant implications in establishment of industry standards and diagnosis of diseases
in clinical practice.

INTRODUCTION

Background

The autonomous nerve system (ANS) regulates various physiological functions, such as circulation, respiration, digestion, sweating, thermo-
regulation, and metabolism, and is associated with various types of diseases.! Heart rate variability (HRV), which is the fluctuation of the RR
interval (RRI) in electrocardiogram (ECG), has been widely adopted for autonomous evaluation. The HRV is a phenomenon in which there is
fluctuation in the RRI, reflecting the activities of the ANS.”

HRV is a non-invasive indicator that measures the variation in time between heartbeat cycles. It has gained significant attention in recent
years as an important tool for functional status monitoring in medical and sports science fields. To measure HRV, the change of RRI over a
period of time is usually analyzed, providing valuable insights into the cardiovascular system’s function and autonomic regulation.®

The clinical relevance of HRV was first recognized in 1965 by Hon and Lee, who reported that changes in the fascicular septum could be
detected prior to the occurrence of fetal distress (fetal hypoxia), even when the heart rate had not changed.” In the following decade, Sayers
and others focused on identifying circadian rhythms controlling heart rate signals,® while Ewing and colleagues designed simple clinical trials
to detect autonomic neuropathy in patients with diabetes using short-term RRI differences.” In 1977, Wolf et al. demonstrated for the first time
the association between decreased HRV and increased mortality.® In 1981, Akselrod et al. pioneered the introduction of power spectral anal-
ysis for quantitatively assessing cardiovascular control of heartbeats via frequency-domain analysis of heart rate fluctuations.” These analyses
help to understand the autonomic context of RRI fluctuations in heart rate recordings. By the late 1980s, the clinical importance of HRV had
been established as a strong and independent predictor of mortality in acute myocardial infarction and other cardiovascular diseases.® Today,
HRV is recognized as a valuable tool for monitoring autonomic nervous system function and for predicting morbidity and mortality in various
health conditions, including cardiovascular disease, diabetes, sleep disorders, and more.

In recent decades, the important relationship between the autonomic nervous system and cardiovascular disease-related mortality has
been recognized.”® Experimental evidence suggests that susceptibility to lethal arrhythmias is associated with signs of increased sympa-
thetic activity or decreased vagal activity, prompting efforts to develop quantitative markers of autonomic activity. HRV is one of the most
promising markers of this type and is rapidly gaining popularity due to the simplicity of its derivation. Initially, HRV was used only to evaluate
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and observe diseases related to the cardiovascular system to predict and provide effective information regarding these diseases. Over time,
researchers began to explore the application of HRV to other diseases. In recent years, HRV has been widely used in sudden infant death
syndrome,g 1 depression,w2 % diabetes,>" aging,w8 29 anorexia nervosa,”'*® anxiety, panic,24 2/ and other autonomic nervous system
dysfunction diseases and related factors. With the advent of new digital, high-frequency, full-time, multi-channel ECG recorders, HRV has
the potential to provide new and valuable information on physiological and pathological conditions to enhance disease risk stratification ca-
pabilities. As such, HRV continues to be an essential tool for monitoring autonomic nervous system function and predicting morbidity and
mortality in various health conditions, making it a crucial component of modern healthcare research.

With the growing interest in HRV and its potential applications, the number of research studies and clinical reports on HRV is rapidly
increasing. However, there are variations in research methods and interpretations of HRV among different publishers, making it necessary
to standardize HRV research. To address this issue, the European Heart Association and the North American Heart Rate Electrophysiology
Association established a task force and released a working guideline on HRV research in 1996.7% In 2002, the Russian Ministry of Health Clin-
ical Diagnostic Instrument Committee and the New Medical Technology Committee also released recommendations for HRV analysis under
different ECG systems.® In 2014, the Cardiovascular Professional Committee of the Chinese Pathophysiological Society issued an announce-
ment urging for the standardization of HRV detection,’ advocating for collaboration with other countries, adopting correct HRV analysis ap-
proaches, and improving public understanding of autonomic nerves. These efforts are crucial to ensure that HRV research can be performed
consistently and effectively across different countries and institutions, ultimately promoting the integration of HRV into clinical practice and
advancing our understanding of autonomic nervous system function in health and disease.

Currently, there are limited methods proposed for evaluating the accuracy of device measurements. In one study, 51 consecutive patients
with a history of paroxysmal supraventricular tachyarrhythmia (SVT) or paroxysmal palpitations were enrolled to assess the accuracy of three
types of devices for measuring heart rate (HR) using “5 bpm accuracy”.”” Another study evaluated the accuracy of two pulse plethysmography
(PPG) based commercially available HR monitors during exercise by comparing HR estimation against values from the reference electrocar-
diogram (ECG) signal.®® Besides, Kroll et al. evaluated the accuracy of heart rate monitoring by a personal fitness tracker (PFT) among hospital
inpatients.®’ This study compared the accuracy of heart rate recordings with gold standard measurements derived from continuous ECG
monitoring. Most of these methods use bpm to evaluate the accuracy of the devices and rarely evaluate them from the perspective of
HRV. However, our proposed method first uses “3 bpm"” accuracy to screen the “gold standard” needed in the experiment in the field of
ECG patches. We then build an evaluation framework based on HRV and quantify the errors of ECG patch devices. This is a pioneering study
in the current research field.

Commonly used analysis approaches and indicators for HRV
Time-domain analysis, frequency-domain analysis, and nonlinear analysis are three common methods for analyzing HRV." Detailed descrip-
tions of commonly utilized analysis methods and the corresponding calculations HRV within three domains were provided in many re-
searches, like.* > Of these, time-domain and frequency-domain analyses are more commonly used in clinical practice and research.
Time-domain analysis involves the calculation of statistical indices from a series of RR intervals, including measures such as mean heart
rate, standard deviation of RR intervals, and root-mean-square of successive differences. Frequency-domain analysis, on the other
hand, is based on the assumption that heart rate fluctuations can be decomposed into different frequency bands. This method involves
the use of power spectral density estimates to quantify the strength of the low-frequency (LF) and high-frequency (HF) components of HRV,
which reflect sympathetic and parasympathetic activity, respectively. Nonlinear analyses, while less common, involve more complex math-
ematical models that can capture the complexity of physiological systems, such as fractal scaling exponents and entropy measures. These
techniques have shown promise in providing further insights into the autonomic regulation of heart rate and have potential applications in
various health conditions.

In this method, 14 HRV indicators were selected from conventional HRV indices to reduce redundant information, decrease processing
time, improve generalizability, and enhance interpretability (see Table 1 for specific indicator descriptions). Our selection criteria were as
follows.

1. Inthe time domain, the maximum and minimum values of RRI data are redundant with the mean value, so only the mean value indicator,
MeanRRI, was used.

2. Percentage indicators were not included in the analysis since our method primarily uses percentage differences for evaluation.

3. During experimentation, we observed that the frequency value at which the power spectral density reaches its peak in each frequency
domain is not related to experimental personnel, noise, or other factors. Therefore, it is not applicable.

Terminology explanation

All terminology and their explanations used in this article are presented in Table 1.

Application of HRV

Heart rate is a non-invasive and easily collected indicator, commonly obtained through the use of heart rate belts or ECG electrode patch. As
such, HRV indicators derived from heart rate data analysis have found extensive application in sports science, medicine, and other rele-
vant fields.
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Table 1. Terminology Explanation

Type Terminology Explanations
HRV Time Domain MeanRRI Mean RRI
Indicators SDNN RRI Standard Deviation
RMSSD Adjacent RRI
SDSD The standard deviation of the difference between adjacent RRI
NN50 The number of adjacent RRI that differ by more than 50ms
Frequency domain VLFofPower Power in the very low frequency range
LFofPower Power in the low frequency range
HFofPower Power in the high frequency range
Non-Linear IE Information entropy in the RRI
Indicators SE Sample entropy for RRI
BE Basic scale entropy of RRI
GE Measuring the probability of generating a new subsequence
SD1 The length of the semi-minor axis of the scatterplot
SD2 The length of the semi-major axis of the scatterplot
Experimental Terminology 3bpm The difference between the output heart rate value of the inspected equipment

and the Polar heart rate value should be within +/—3 bpm.

3bpm accuracy The sum of all the data points within 3 bpm of the target heart rate across all

groups divided by the total number of data points collected across all groups

GWN Gaussian white noise
SNR Signal-to-noise ratios
Others HRV Heart rate variability
HR Heart rate
ECG Electrocardiogram
RRI R-R Interval
LF Low frequency
HF High frequency
LF/HF The ratio of the relative proportion of low frequency to high frequency interval power
pNN50 The number of NN50 intervals divided by the total number of RRI

Cardiovascular disease

Coronary heart disease. Coronary heart disease patients exhibit a decrease in HRV, and the extent of this decrease is positively correlated
with disease severity. Patients with higher disease severity typically exhibit greater HRV reductions.* HRV is considered to reflect sympathetic
overregulation or parasympathetic underregulation of heart rate and has been identified as a strong mortality predictor in CHD patients.*’
Consequently, several studies have attempted to include HRV as a risk factor for coronary heart disease, demonstrating that it significantly
improves the predictive value of myocardial ischemia.™

Myocardial infarction. HRV has demonstrated predictive value for the occurrence of malignant ventricular arrhythmias following myocar-
dial infarction and serves as an early warning indicator for mortality risk in affected patients. Specifically, a decrease in HRV after acute myocar-
dial infarction is associated with an increased incidence of malignant ventricular arrhythmias,® particularly in cases of anterior myocardial
infarction where HRV indicators such as ASDNN, RMSSD, SDANN, and SDNN are significantly lower compared to non-anterior myocardial

infarction cases.*

Other cardiovascular diseases. Patients with other cardiovascular conditions, such as essential hypertension and arrhythmia, exhibit
changes in HRV indicators compared to normal individuals. The extent of these changes is believed to be linked to activity levels within
the sympathetic and parasympathetic nervous systems. As a result, HRV has emerged as a valuable predictive and diagnostic tool for these
conditions. All in all, HRV indicators are widely used to predict the prognosis of diverse cardiovascular diseases, including mortality risk assess-
ment, high-risk group identification, and prevention of sudden cardiac death.
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Measuring stress levels

HRV indicators are utilized to measure stress levels, with the Beefski stress index (Sl) being a commonly employed parameter. Sl is a geometric
HRV measure that reflects the impact of stress on the cardiovascular system. Higher Sl values correspond to reduced variability and increased
sympathetic cardiac activation rates.

Sports training monitoring. Given the close association between HRV indicators and physical function levels, reduced time-domain
(RMSSD, SDNN) and frequency-domain (LF, HF) HRV indicators are observed during exercise-induced fatiguefH As such, HRV is commonly
employed to assess exercise training intensity and load, as well as to monitor for signs of fatigue accumulation resulting from over-exertion.

Other areas. HRV metrics are also utilized in several related fields. For instance, real-time HRV analysis is employed during anesthesia pro-
cedures to enable prompt monitoring of drug effects, assessment of anesthesia depth, prediction of cardiovascular instability risk, and pre-
vention of anesthesia accidents.*” Additionally, HRV serves as a monitoring and diagnostic indicator for driver fatigue in the field of vehicle
driving.”®

Issues with the application of HRV

HRV is a non-invasive and continuous measure that contains a wealth of information, making it a widely used indicator for evaluating phys-
iological functions, particularly those of the autonomic nervous system. HRV has demonstrated positive results in numerous fields, such as
medicine and sports science. While its application potential is promising, certain issues must be addressed before it can be more readily
applied in practical settings.

Data collection

Collection method. At present, there is no unified standard or requirement for heart rate data collection methods. The two main ap-
proaches currently employed include long-term monitoring of continuous 24-h ECG data and short-term monitoring of continuous 5-min
ECG data.** For short-term recordings, frequency-domain analysis is preferred over time-domain analysis, with recording durations recom-
mended to be at least 10 times the wavelength of the low-frequency range under investigation to ensure signal stability. To assess the high-
frequency component of HRV, approximately 1 min of recording is required, while approximately 2 min of recording are needed to evaluate
the low-frequency component. In order to establish standardized protocols across studies investigating short-term HRV, a systematic 5-min
recording approach is recommended.?®

Compared to the short-term method, long-term heart rate data collection involves a larger quantity of data, complicated screening and
elimination of abnormal data, and challenging analysis and calculation processes. However, it is less susceptible to the influence of abnormal
data. The short-term method, on the other hand, features a shorter collection time and simpler data processing, but even a small amount of
abnormal data can significantly impact the resulting indicators. Therefore, the selection of an appropriate heart rate data collection method
should consider the specific context in which it will be utilized. For extended evaluations of bodily function, the long-term method is preferred,
whereas for analyzing data over shorter periods (e.g., during exercise), the short-term method is generally sufficient.

HRV fluctuation. HRVisin afluctuating state. HRV reflects the working status of autonomic nerves and can be used to track diseases related
to autonomic nervous activity, such as coronary heart disease, diabetes, heart failure, and high blood pressure.’>?* Changes in HRV may
reflect the health status of the human body. However, the change of HRV is greatly affected by the state of daily life. Low HRV may cause
stress, mood swings, or poor sleep quality.24’2/ In addition, smoking, alcohol consumption, and some medications may lower HRV. HRV
decrement does not mean the occurrence of a certain disease necessarily. The value of HRV will increase through strengthening exercise
and ensuring regular work and rest.*"*> Therefore, HRV values tend to be in a fluctuating state causing certain problems when used to mea-
sure diseases. It is best to carry out a long-term measurement on the patient during the measurement. If the measurement data continues to
decline for a long time, the possibility of illness is extremely high.

Acquisition factors.  During HRV data collection, numerous factors may impact the resulting measurements, including body position and
breathing rate. Studies have found that HRV is lowest in the supine position and highest in the standing position, with SDNN, RMSSD, NN50,
and pNN50 values being higher in the supine position compared to sitting or standing positions. Frequency-domain analysis has revealed a
greater LF/HF ratio in the standing position, indicating heightened sympathetic nervous system activity during standing position relative to
parasympathetic activity during supine position.”® Additionally, respiration plays a significant role in heart rate oscillations such that changes
in respiratory rate can affect HRV measurements. Research has demonstrated that guiding participants to breathe uniformly at a rate of six
times per minute, with each breath lasting 10s, leads to significant increases in time-domain indicators (SDNN, RMSSD, and pNN50) as well as
frequency-domain indicators (LF, HF, and LF/HF).*® Therefore, it is best to ensure that patients are measured in a consistent state (e.g., supine
resting position) to minimize the influence of these confounding factors.

Equipment used for HRV measurements can also play a significant role in the resulting data. The level of measurement noise can vary be-
tween devices, such that even if the same patient is measured at the same time, variations in anti-interference ability may occur due to the
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Figure 1. The process of selecting the “gold standard” ECG electrode patches

manufacturing process or other factors. Currently, there is no standardized method for assessing these differences and accounting for them in
HRV analysis.

Individual differences. The difference of HRV value varies across individuals, affected by age, gender, and other factors. Also, the degree
of normal and healthy variation is different for each person. A cohort study of 167,548 individuals (aged 6 months to 93 years) concluded that
HRV strongly declined with age until approximately 60 and then remained stable.”” As an example, the average RMSSD for people under 20
years of age was 59.6 (SD = 52.9) while it was 22.3(SD = 18.7) for people between 50 and 60 years of age. The study also reported consistently
higher HRV in women than men across age groups, with women’s average RMSSD of 30.3(SD = 29.0) and men's average RMSSD of 26.2 (SD =
25.9)."” Therefore, different people have their own health standards. The determination of the standards of appropriate HRV requires long-
term measurement of individuals.

Therefore, the importance of HRV in practical applications is self-evident. Nowadays, there are various types of ECG measurement devices
available on the market, but there is no standard for evaluating their measurement accuracy. Based on this, this paper proposes a method for
quantifying the measurement error of ECG devices, with the aim of providing a reference for calibrating ECG measurement devices. Figure 1
shows the method framework, which uses Gaussian white noise to simulate measurement noise and quantifies the measurement noise using
its signal-to-noise ratio. In order to minimize experimental errors and ensure the reliability of the experiment, we selected 10 volunteers with
good health status, similar ages, and balanced gender ratios for signal acquisition in the experiment, as shown in Table 2. In addition, to avoid
experimental contingency, we selected three ECG devices as the gold standard, as shown in Figure 1.

RESULTS

Power spectral density analysis

The power spectrum is a critical tool for analyzing the frequency domain distribution of signal power. The three indicators VLFofPower,
LFofPower, and HFofPower represented the power spectral density area’s concentration of signals in the very low frequency (0.003-
0.04 Hz intercept frequency), low frequency (0.04-0.15 Hz intercept frequency), and high frequency (0.15-0.4 Hz intercept frequency) ranges,
respectively. By measuring 30 groups of RRI signals of volunteers with three ECG electrode patches, we were able to obtain HRV values and
analyze the concentration areas of ECG signals using these three indicators, as shown in Figure 2. Our results demonstrated that effective
signal values obtained from ECG measurement data are primarily concentrated in the extremely low frequency region. Therefore, if a
measured device shows significant differences in the VLFofPower index, it indicates low measurement accuracy. Similarly, if the measurement
accuracy in the other two frequency bands is low, this suggests weak anti-interference ability, i.e., the noise is mainly present in this frequency
band. To evaluate the measurement accuracy of devices under evaluation, we will introduce an evaluation method in the following sections.

Indicator assessment framework

In our study, we calculated the values of 14 HRV indicators from the obtained 5-min RRI signal. To test the impact of GWN on the HRV in-
dicators, we added GWN with different SNR levels (ranging from 0 dB to 100 dB, in increments of 5 dB) to the original RRI signal and recalcu-
lated the values of each indicator with GWN. The specific implementation process is described in method details section.
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Table 2. Demographic characteristics of the experimental participants

Number Health status Age range(mean + SD) Gender
01-10 healthy population 28.34 + 3.18 6 females,4males

We constructed an index evaluation framework (Figures 3A-3N)) that represents current industry standards. As we added GWN with vary-
ing SNR levels to the RRI signal, we observed a continuous change in the interference to the indicator values, with a general trend of increasing
interference as the SNR decreased. To aid in observing the changes in each index value with noise, Figure 4 illustrates the variations in all 14
index values as the noise level increases. From Figures 5A and 5B, it is evident that different indicators exhibit varying sensitivity levels to noise,
making it difficult to compare and analyze the various indices using raw data. To address this issue, we normalized the percentage differences
in each indicator at each SNR level, enabling us to better analyze each indicator without altering the index framework’s structure. Figure 4
presents the results of this normalization approach using a heatmap.

Based on the 14-indicator evaluation framework, we observed:

The differences in all HRV indicators increased gradually as the SNR decreased, indicating that the indicators were impacted by noise and
that they indirectly reflected changes in ECG signals to a certain extent; among the time-domain indicators, MeanRRI exhibited the weakest
sensitivity and was less affected by added noise. This is likely due to its representation of the average value of the RR interval, making it less
sensitive to changes compared to other time-domain indicators such as standard deviation and variance. On the other hand, frequency
domain indicators were found to be more sensitive to noise interference. Additionally, several entropy-based nonlinear indices like IE ex-
hibited low sensitivity to noise, indicating strong anti-interference ability. By utilizing these specific indices, it is possible to preliminarily eval-
uate whether there are factors beyond noise interference contributing to the measurement error of the evaluated equipment. Therefore, if the
measurement error of these particular indicators for the evaluated equipment is large, it may suggest that the source of the error is not solely
attributable to noise inside or outside the equipment.

Quantification of inspected equipment’s measurement noise

The quantification results obtained using the approach described in method details section are presented in Figure 3. The measurement data
obtained from the inspected equipment and gold standard data exhibited a percentage difference (Figure 6B). The corresponding percent-
age difference for each index value can be found in the indicator evaluation framework described previously. GWN was utilized to quantify the
interference experienced during wearable device measurements, with the corresponding SNR being used as a quantitative measure. Figure 3
displays the quantitative values of differences under the 14 indicators in the indicator frame (a)-(n) using red dots. As ECG equipment is used
to measure body health requiring high accuracy, the trend of change in the indicator evaluation framework is not static due to the randomness
of GWN and individual indicator specificity. Therefore, it is advisable to set a small SNR level when quantifying the degree of interference
experienced by the inspected equipment. This helps ensure accurate evaluation of the measurement precision of the evaluated device.
Thus, the SNR of GWN was used to represent the measurement error of each HRV index for the inspected equipment.

Validation results and analysis of the method

In order to validate the feasibility of the proposed method, we conducted comparative analysis on the quantitative results using box plots.
Figure 7 shows the validation results on the SDSD metric.Box plots are commonly used for comparing multiple sets of data. It can be seen that
there is a certain difference between the values obtained by the device under test and the “gold standard” device on the 10 volunteers, which

x10*

= N w
o N o w o

HRYV frequency domain value

&
&)

o ——
VLFofPower LFofPower HFofPower
HRYV frequency domain index

Figure 2. Values of HRV frequency domain indicators of HRVi,-, which denotes the HRV values measured from the jth ECG electrode patch on the ith
volunteer, with a total of 30 data sets shown in the figure
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is also evident from Fig 6(d). The measurement error of the device under test in the SDSD index can be quantified as approximately 25 dB. To
verify the feasibility of this quantification method and the accuracy of the evaluation framework, we added GWN with a SNR of 25 dB to the RRI
sequence data measured by the “gold standard” device and obtained the corresponding HRV values. The obtained data was similar to that

measured by the device under test, thus demonstrating the reliability of using SNR ratio values to quantify errors and verifying the feasibility
and reliability of our proposed method.

Frequency domain analysis

The power spectrum provides insight into the frequency distribution of a signal, and in the case of ECG signals, they are predominantly

concentrated in the extremely low frequency range (as shown in Figure 2). On the other hand, the error observed in the inspected equipment
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For each set of RRI signals, the results will be calculated
by adding Gaussian white noise at signal-to-noise ratios
The process of adding 50 times noise signal incremented in steps of 5dB, ranging from 10-100dB.

with a fixed signal-to-noise ratio.
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is mainly concentrated in the high frequency region of 0.15-0.4 Hz (as seen in Figure 6B). Given that the normal breathing rate of humans falls
within the range of 0.26-0.33 Hz, it is plausible that this error is caused by interference from breathing patterns, this also indirectly confirms the

reliability of the proposed method.

DISCUSSION
Method application
Calibration reference

The fourteen indicators exhibit a consistent trend where the SNR of GWN increases as the difference between the size of the indicators and
the size of the gold standard data indicators gradually decreases, as shown in Figure 3. The presence of noise leads to errors in the

RRIY RRI} RRI} , ***, RRIS RRI5 RRI5 , ***, RRI}® RRIL RRIY

pra— iy quantize
ECG electrode
Polar H10 patchl
sereen | ECG electrode|;_Yolunteer i GWN with different SNR .
patch 2 was added (50 times/group) Construct index framework
g of 14 indicators
3 | ECG electrode

Gold standard

patch 3

equipments Se:m[h
point
one of the
gold standard —>  HRV Gold
b cduipments Volunteer = caculate percentage difference.
T - 7| of 14 HRV indicators
heart sticker HRV_Ins.

the RRI signal measured on volunteer i using the jth heart sticker

the RRI data obtained by measuring on a volunteer using a gold standard equipment

the RRI data obtained by measuring on a volunteer using an inspected equipment

HRV_Gold  HRV values obtained by calculating RRI_Gold using 14 HRV analysis methods

HRV_Ins. HRV values obtained by calculating RRI_Ins. using 14 HRV analysis methods

Figure 6. The overall structure of our method

8 iScience 26, 108128, November 17, 2023

10
8
6 The corresponding position of the al
= Inspected equipment on SD2 index
evaluation frame
4 317\
2 SD2 index 1
" evaluation frame
0

10 15 20 25 30 35 40 45 50 55 60 65 70 75 80 85 90 95100
SNR/dB
(a) Quantization diagram of the nonstandard degree of
equipment to be evaluated under SD2 index

0 f@é

SNR/dB

(b) percentage difference between gold standard
data and inspected data



iScience ¢? CellPress
OPEN ACCESS

Figure 7. The results of the method validation
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measurement of wearable devices, which are reflected in various HRV indicators. The proposed industry-level evaluation framework and
quantitative model offer a reliable reference for the calibration of industry standard committees. The committee can evaluate the equipment
using the indicator evaluation framework. For instance, the SNR value of GWN at the abrupt change in the fourteen indicators can serve as the
threshold value, which can be compared with the quantitative values of the 14 indicators of the inspected equipment. If the value is greater
than this threshold, the equipment is considered not up to standard. Furthermore, the standards committee can incorporate professional
knowledge along with this evaluation framework to establish measurement standards.

Application in clinical settings
Our proposed evaluation framework of 14 indicators and the method to assess the measurement accuracy of equipment under these indi-
cators provide a reliable means of comparing and selecting potential equipment for various disease measurements. For instance, an ECG
electrode patch device with accurate SDNN index measurement could potentially be used to predict the survival rate of acute myocardial
infarction (AMI) patients. This framework enables healthcare professionals to make informed decisions when choosing suitable equipment
for specific medical applications.

Limitations of the study
This article proposes a method for evaluating the accuracy of wearable devices using white noise to simulate the interference that these de-
vices might encounter in real-world scenarios. Some key points to note are:

The “gold standard” device used in this study was selected by screening with the Polar heart rate monitor, which was utilized to verify the
feasibility of our proposed method. It is important to note that when selecting a gold standard for practical application, careful consideration
must be given to ensure that the selected device is appropriate and accurate for the intended purpose.

This paper presents an evaluation framework for industry-level HRV indicators and a quantitative model of wearable device measurement
noise. Based on this framework, we propose a method for judging the suitability of wearable devices for clinical practice. This framework can
serve as a calibration reference for industry standards committees and assist in developing more professional and accurate evaluation stan-
dards for wearable devices. However, further research is needed to introduce more and representative empirical data to provide more ac-
curate industry standards; if other types of interference more accurately simulate the conditions that wearable devices might encounter in
real-world scenarios, they can be added to the RRI signal instead of GWN to improve the accuracy of evaluating wearable devices. By select-
ing appropriate types of interference, we can further refine the evaluation framework and enhance the reliability of measurements; This article
evaluated the accuracy of 14 HRV indicators using the proposed approaches. However, further work is necessary to expand the range of HRV
indicators and assess their accuracy using the methods proposed in this paper.

This paper mainly focuses on establishing an evaluation method for ECG electrode patches. However, it is also possible to apply this
method in other fields. By exploring the potential applications of this approach in a broader range of fields, we can expand its scope and
enhance its practical utility.
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Lead contact

Zhiyong Huang, zyhuang@cqu.edu.cn, School of Microelectronics and Communication Engineering, Chongqging University, Chongging
400044, China.

Materials availability
Materials are available upon request to Dr. Huang at zyhuang@cqu.edu.cn.

Data and code availability

Data and code are available upon request to Dr. Huang at zyhuang@cqu.edu.cn.

EXPERIMENTAL MODEL AND SUBJECT DETAILS

For the ease of experimentation, we utilized 5-minute RRI signals for the trials. To minimize errors resulting from the various factors outlined in
Section 1.5 and ensure successful completion of the entire experiment, we carried out preparatory work as follows: a total of 10 volunteers
were selected who were in a good state of rest and work, and the basic statistical characteristics of the participants are shown in Table 2;Polar
H10 was used as the screening device to select three ECG electrode patch devices (ECG electrode patch 1, ECG electrode patch 2, ECG
electrode patch 3) as the ‘gold standard’ devices; we collected stable 5-minute RRI timing data from the volunteers and calculated the values
of 14 HRV indicators in a state of rest. In this paper, 14 linear and nonlinear indicators are used for calculation: MeanRRI, SDNN, RMSSD, SDSD,
NN50, VLFofPower, LFofPower, HFofPower, IE, SE, BE, GE, SD1, SD2.

All experiments were completed in MATLAB R2015a platform and Python3.8. The protocol was approved by the Ethics Committee of
Shenzhen Institute of Advanced Technology , Chinese Academy of Sciences (SIAT-IRB-210715-H0568).

METHOD DETAILS

Wearable devices are a common method for collecting HRV data, but the measurement is susceptible to various factors that can vary across
devices. To address this issue, we propose a novel approach that assesses the degree of variability in HRV indicators obtained via different
analysis methods across wearable devices. A comprehensive understanding of the extent to which various HRV indicators may be influenced
by these factors is crucial for selecting appropriate indicators in clinical practice.

This paper contributes to the field in several key ways:

1. We propose a quantitative model for assessing the degree of interference associated with wearable devices in exercise scenarios,
enabling us to better understand and quantify its impact on HRV measurements.

2. We develop an evaluation framework for HRV indicators that reflects the current industry standard. Through this framework, we analyze
the sensitivity of 14 different HRV indicators to noise and other sources of signal interference.

3. We propose a novel reference method for assessing the appropriateness of wearable devices for clinical settings, which can assist prac-
titioners in selecting the most suitable devices for their patients.

To further explain the evaluation method proposed in this paper, we conducted experimental simulations as shown in Figure 6. The entire
experiment was conducted indoors under conditions that meet the requirements set forth in GB/T 18883-2020 for temperature, humidity, and
air quality limits. Lighting conditions should comply with the illuminance requirements specified by the equipment or system used. Other
environmental conditions should also meet the requirements stipulated in GB/T 34311-2017.
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Polor H10

Polar has always been at the forefront of heart rate monitor technology with medical-grade accuracy, and is therefore widely used as a com-
parison standard for various heart rate measurement devices. The Polar H10 was known as the most accurate heart rate sensor ever made, with

% using ECG-based measurement technology

official proof that its measurement results are nearly identical to those of an electrocardiogram,”’
with a sampling frequency of 500Hz and a measurement range of 30-240 bpm. This experiment aims to establish an evaluation method that
represents the electrocardiogram industry, so we need a "gold standard" device that represents the high level of the electrocardiogram in-
dustry. In this experiment, we selected the high-precision Polar H10 as the screening device, using the "3 bpm accuracy” as the screening

criterion.

Screen "gold standard” equipment

Multiple sets of experiments were conducted on 10 volunteers using several commercially available ECG electrode patches. During the
experiment, each volunteer wore both an ECG electrode patch and a Polar heart rate monitor. The volunteers lifted their arms to a horizontal
position and remained still for 30 seconds to 1 minute before observing and recording the heart rate value reported by the devices. With time-
axis alignment, the output heart rate values of the ECG electrode patches were compared one by one with those of the Polar device, resulting
in n sets of data. The "3bpm accuracy” between the two values was calculated and expressed as a percentage. The results obtained from the
10 volunteers were averaged to determine the final accuracy of the ECG electrode patches, and only those with an accuracy greater than or
equal to 95% were selected as the "gold standard" devices. Figure 1 illustrates the process of selecting the "gold standard" ECG electrode
patches.

Construct index framework

During actual measurements, measurement interference or noise can be caused by various factors, such as the ECG equipment and the pa-
tient's physical state. The aim of this paper is to assess the interference of various HRV indicators. To achieve this, we formulated an evaluation
framework based on a gold standard and analyzed the variation of measurement errors for various HRV indicators under different noise en-
vironments. Gaussian white noise (GWN) - which is considered as the time derivative of Brownian motion - is commonly used to simulate inter-
ference in wearable devices. GWN is known to be an independent Gaussian distribution process with zero mean and infinite variance at
different times." It plays a significant role in many applications, from testing communication and control systems to identifying physical
and biological systems.”® In our study, we added GWN with different signal-to-noise ratios (SNR) to the RRI gold standard data to simulate
interference in wearable devices. We obtained the changes in each HRV index under different SNR levels ranging from 10 dB to 100 dB with 5
dB steps.

The proposed evaluation framework for the ECG electrode patch industry mainly reflects the changes in HRV values measured by "gold
standard" devices under different SNR. To obtain a more accurate evaluation framework, we selected three "gold standard" devices and
measured them on 10 volunteers to obtain 30 sets of 5-min RRI signals and to avoid errors caused by individual differences. We obtained
the change curves of various HRV indices before and after adding GWN with different SNR to each set of data. We then averaged the results
and obtained the final evaluation framework for 14 HRV indicators. Note that to avoid random errors, we randomly generated 50 sets of noise
signals at each SNR level and added them to each set of RRI signals. The average HRV value was calculated for each set of RRI data at each
SNR level. Figure 5 shows the construction process of the evaluation framework for the 14 HRV indicators. A 3D bar chart (Figure 5A) is used to
represent the changes in HRV values obtained by adding noise to a set of RRI data and the changes without noise. As the SNR decreases, the
changes in HRV values become more apparent. In addition, Figure 5B shows the final evaluation framework for the 14 HRV indicators obtained
from the experiment, which also presents the same trend. The formulas for calculating and normalizing the percentage difference are shown
as equations (1) and (2), respectively.:

HRV] — HRV!
X 100%, (i = 1,..,10,j = 1,2,3) Q)
HRV,

X, = (x - Xmin)/(xmax - xmfn) (2)

Where X' represents the normalized value, X represents the original value, Xmin represents the minimum value, and Xmax represents the
maximum value.

Error quantification

In the process of constructing our model, we developed an index evaluation framework to assess HRV indices and their deviation from the
original data. To account for the inherent measurement errors in wearable devices caused by natural factors, we simulated these errors as
GWN. By comparing ECG signals for each HRV index against gold standard data, we were able to quantify the measurement error using
the corresponding SNR of the GWN. This approach allowed us to accurately measure and evaluate the magnitude of the noise, which is
an important factor in assessing HRV indices and their potential impact on clinical outcomes.
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In our experiment, we utilized a "gold standard" device to quantify the measurement error of the device under inspection. Both the gold
standard device and the device under inspection were used to measure 14 HRV indices on a single participant. The difference percentage
between the measurement results obtained by both devices was calculated for each HRV index, and a corresponding point was identified
in the framework for that particular index. The SNR value associated with this point was then utilized as the quantification value for the mea-
surement error. Figure 6 illustrates the process of quantifying the inaccurate measurements made by the device under inspection, while
Figure 6B provides the percentage difference data obtained from measuring the 14 HRV indices using the device under inspection relative
to the gold standard device. For each index, there is a corresponding point in its respective framework that can be used to quantify the mea-
surement error at the same difference percentage. Figure 6A shows the quantification result for the SD2 index.

QUANTIFICATION AND STATISTICAL ANALYSIS

In order to demonstrate the feasibility of the proposed method, we conducted the following verification steps:

1. We simultaneously obtained 5-min RRI sequences from a “gold standard” device and the the inspected equipment on 10 volunteers,
and calculated the corresponding HRV values;

2. In accordance with the evaluation framework shown in Figure 3, we added noise with corresponding SNR value(quantitative value) to
the "gold standard" RRI sequences at each corresponding HRV index, for which HRV values were then calculated.

3. We compared the HRV values measured by the inspected device with the "gold standard" HRV values from the 10 volunteers, as well as
the HRV values calculated after adding noise under each HRV index.

Figure 7 presents the results obtained using the above method for the SDSD index, where box plots are used for comparison and analysis,
verifying the feasibility and reliability of our proposed method.
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