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Abstract: This study aimed to investigate the degradation of dry biopotential electrodes using the
anodic stripping voltammetry (ASV) technique. The electrodes were based on Ti-Cu thin films
deposited on different polymeric substrates (polyurethane, polylactic acid, and cellulose) by Direct
Current (DC) magnetron sputtering. TiCug 34 thin films (chemical composition of 25.4 at.% Cu and
74.6 at.% Ti) were prepared by sputtering a composite Ti target. For comparison purposes, a Cu-pure
thin film was prepared under the same conditions and used as a reference. Both films exhibited dense
microstructures with differences in surface topography and crystalline structure. The degradation
process involved immersing TiCug 34 and Cu-pure thin films in artificial sweat (prepared following
the ISO standard 3160-2) for different durations (1 h, 4 h, 24 h, 168 h, and 240 h). ASV was the
technique selected to quantify the amount of Cu(II) released by the electrodes immersed in the sweat
solution. The optimal analysis conditions were set for 120 s and —1.0 V for time deposition and
potential deposition, respectively, with a quantification limit of 0.050 ppm and a detection limit of
0.016 ppm. The results showed that TiCuy 34 electrodes on polyurethane substrates were significantly
more reliable over time compared to Cu-pure electrodes. After 240 h of immersion, the TiCug 34
electrodes released a maximum of 0.06 ppm Cu, while Cu-pure electrodes released 16 ppm. The
results showed the significant impact of the substrate on the electrode’s longevity, with cellulose
bases performing poorly. TiCug 34 thin films on cellulose released 1.15 g /cm? of copper after 240 h,
compared to 1.12 mg/cm? from Cu-pure films deposited on the same substrate. Optical microscopy
revealed that electrodes based on polylactic acid substrates were more prone to corrosion over time,
whereas TiCu thin-film metallic glass-like structures on PU substrates showed extended lifespan.
This study underscored the importance of assessing the degradation of dry biopotential electrodes
for e-health applications, contributing to developing more durable and reliable sensing devices.
While the study simulated real-world conditions using artificial sweat, it did not involve in vivo
measurements.

Keywords: Ti-Cu dry electrodes; ASV; electrochemical performance
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1. Introduction

The demand for long-term care increases with the ageing population. Consequently,
developing e-health physiological monitoring solutions becomes crucial to providing
person-centred healthcare solutions and ensuring healthy lives and well-being for all ages.
This necessity drives the development of durable, comfortable, and cost-effective physio-
logical sensors, particularly in wearable technologies involving remote monitoring [1-6].

This study investigates the integrity of Ti-Cu dry biopotential electrodes intended for
use in wearables for remote monitoring applications [1,7]. The electrodes were designed
to be placed over the skin for long-term monitoring periods, which inevitably implies
their contact with sweat, a very corrosive environment. Therefore, the impact of sweat
on the electrode’s degradation and reliability over time was examined, drawing insights
from earlier research [8]. The biopotential electrodes were prepared through magnetron
sputtering by depositing nanometric Ti-Cu thin films onto different polymeric substrates:
polylactic acid (PLA), polyurethane (PU), and cellulose. Biodegradable PLA was selected
for its biocompatibility and biodegradability, making it ideal for skin-contact applications
and minimising environmental impact. Cellulose was chosen for similar reasons, with its
similarity to lyocell fabric enhancing the electrode’s integration into wearable systems. PU
was selected for its flexibility, allowing easy conformity to the skin, and for its durability in
harsh, high-sweat conditions. This selection of polymers with distinct characteristics and
flexibility enables a comprehensive exploration of the electrode’s performance in wearable
applications. The specific properties of each substrate lead to a complex relationship be-
tween the microstructure, morphology, and topography developed by the film [9], which
are all critical characteristics of the electrode’s performance under real-world conditions.
The degradation inflicted on the Ti-Cu biopotential dry electrodes can be easily assessed by
electrochemical techniques. These techniques are distinguished by their ability to measure
and control electrical quantities, offering a multifaceted characterisation of analytes, sur-
passing mere quantification. The versatility of electroanalytical techniques, particularly in
providing selective, accurate, and highly sensitive results, positions them as indispensable
tools across diverse domains, including environmental monitoring, industrial control, and
biomedical analysis [10,11]. The essence of electrochemical techniques lies in measuring and
controlling electrical quantities—current, potential, or charge—using an electrochemical cell
typically consisting of three electrodes. Compared to other spectroscopic techniques, such
as Atomic Absorption Spectroscopy (AAS), Inductively Coupled Plasma Mass Spectrome-
try (ICP-MS), and Inductively Coupled Plasma-Optical Emission Spectrometry (ICP-OES),
electroanalytical techniques offer notable advantages in terms of selectivity and sensitivity,
especially for the analysis of metal ions where pre-concentration steps can be performed
(e.g., Cu, Sn, Zn, Cd, Ay, or Cr) [10,12]. Furthermore, voltammetry techniques are both
economical and suitable for integration into portable devices. This allows for real-time and
continuous monitoring without the need for elaborate pretreatment of samples, making
them an efficient choice for field applications and on-site analysis [13-17].

Voltammetric techniques measure current as a function of the potential applied to
the working electrode, with cyclic voltammetry and pulse voltammetry techniques being
the most widely used methods. Cyclic voltammetry involves dynamically altering the
potential of the working electrode between two fixed values. This cyclic alteration allows
for a comprehensive analysis of electrochemical systems, facilitating the study of redox
compound behaviour and enabling the determination of reaction rate constants through
detailed current—potential relationship data. Pulse voltammetry techniques, including
Differential Pulse Voltammetry (DPV) and Square Wave Voltammetry (SWV), employ
incremental potential steps, tailored to the specific potential profile of the working electrode.
These techniques offer enhanced sensitivity and superior resolution compared to cyclic
voltammetry, making them especially advantageous for analysing complex samples with
low analyte concentrations [18].

Stripping voltammetry is distinguished for its ability to reach lower quantification
limits. This is accomplished through a pre-concentration phase, where the analyte is



Sensors 2024, 24, 7477

first deposited on the electrode, followed by its dissolution. This process amplifies the
measured current due to the increased analyte concentration at the electrode surface. This
characteristic makes stripping voltammetry exceptionally suitable for detecting trace levels
of metals in environmental and biomedical samples. Anodic stripping voltammetry (ASV),
a subset of this technique, is known for its high sensitivity and minimal susceptibility
to sample interference, yielding precise and reliable results even in complex matrices. It
is particularly useful for determining heavy metal ions in biological solutions at trace
levels [19-22]. For even lower detection limits, the stripping phase in ASV can be effectively
combined with pulse techniques like DPV or SWV, harnessing their sensitivity to enhance
the overall analytical performance [22-24].

Building upon a previous study that evaluated the lifespan of TiAg dry electrodes [8],
with a particular focus on the role of ASV in understanding degradation dynamics, this
research extends those findings to the Ti-Cu electrodes designed for biopotential monitoring.
ASV is highlighted due to its unique ability to elucidate the complex degradation processes
of Ti-Cu electrodes. Through systematic evaluation of Cu(II) released into sweat solutions
over various periods, valuable insights into the durability and structural integrity of the dry
electrodes are provided. Such insights are crucial, given copper’s susceptibility to corrosion
in aggressive environments such as human sweat, which could potentially compromise the
electrodes’ long-term functionality.

2. Materials and Methods
2.1. Preparation of the Ti-Cu Electrodes

The polymeric substrates for the electrodes were produced via 3D fused deposition
modelling (FDM), using a ZMorph 3D Printer (Model VX printer Wroctaw, Wroctaw,
Poland). Three different filaments with 1.75 mm diameter were selected: (i) biodegradable
polylactic acid (PLA) (Eastman Amphora™ AM3300, Kingsport, TN, USA); (ii) flexible
thermoplastic polyurethane (PU) (SMARTFILL, FLEX Lot Code 155264002953, Alcala la
Real, Jaén, Spain), and (iii) sustainable cellulose nanofibrils (FILAMENTIVE, Batch 840620,
New Lane, Bradford, UK). The disc-shaped substrates (radius of 7.5 mm and height of
1 mm) were designed with a flat surface to be in contact with the skin and a snap button
on top for the electrode’s mechanical and electrical connections into wearables. Further
details can be found in [1]. The effective coated area of each electrode was determined
as 433.10 mm?.

Immediately before the depositions, the polymeric substrates were cleaned with
ethanol and activated through plasma treatments [7,25]. It is widely recognised that poly-
mers exhibit low surface energy with reduced wettability, leading to challenging adhesion
problems with metallic thin films [26]. However, plasma treatments in reactive atmospheres
offer the possibility to significantly change the chemical and physical characteristics of the
polymer’s surface, thereby promoting stronger adhesion at the polymer/thin film interface.
During the plasma process, the polymeric substrate is activated by different mechanisms:
(i) cleaning;; (ii) etching; and /or (iii) activation promoted by the creation of new reactive
sites. Plasma effectively removes organic contaminants and impurities from the surface
(cleaning), modifies the surface texture/roughness through bombardment with energetic
ions and reactive species (etching), and promotes the scission of the polymeric chains and
the introduction of functional groups at reactive sites (activation), OH, -OOH, or dangling
oxygen bonds for oxygen reactive atmospheres, as well as -NHj or (R,C=NR) groups for
nitrogen-rich atmospheres [1]. The optimal experimental parameters for plasma treatment,
to activate PLA, PU, and cellulose substrates, were investigated in a previous work [1] and
employed in the current study as outlined in Table 1.

The plasma treatments were conducted in a Diener plasma cleaner system (Plasma
System Zepto, Diener electronic GmbH & Company KG, Ebhausen, Germany) equipped
with a 13.56 MHz generator connected to a rotary pump operating at a low base pressure
of 20 Pa.
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Table 1. Experimental parameters for plasma treatment used on the activation of the polymeric
substrates. (bold is: Polymeric Substrate).

Atmosphere  Exposure Time (min) Power (W) Working Pressure (Pa)
PU Ar 5
PLA Ar + Ny 15 50 100
Cellulose O, 5

After activation, the substrates were deposited by Direct Current (DC) magnetron
sputtering. The samples were positioned on a three-dimensional grounded sample holder
at the centre of the vacuum chamber. The depositions were carried out using a metallic
target with 99.99 at.% of purity and dimensions of 200 x 100 x 6 mm?>. Two different
targets were used: pure Cu for the thin films used as a reference in this study, and a Ti
target modified with 25 cylindrical pellets of Cu (area of 16 mm? and thickness of 0.5 mm)
glued onto its erosion zone for the preparation of the Ti-Cu thin films. The depositions were
conducted by applying a current density of 75 A/m? to the target, at room temperature and
in rotation mode (5 rpm), to guarantee the integrity of the polymer’s characteristics and the
homogeneity of the as-deposited electrodes. The deposition time was carefully adjusted to
achieve a consistent thickness of approximately 200 nm. The base pressure of the chamber
was kept below 7.0 x 10~* Pa, while the working pressure was set to 3.0 x 107! Pa, using
an Ar flow rate of 25 sccm.

2.2. Characterisation of the Ti-Cu Electrodes

The as-deposited Cu and Ti-Cu thin films were characterised in terms of their chemical
composition, crystallinity, and morphology. To perform the (micro)structural analysis,
silicon substrates (100 P-type, (100) orientation) were used.

The chemical composition of both Cu and Ti-Cu thin films was determined by Ruther-
ford Backscattering Spectrometry (RBS). The measurements were conducted using a 2 MeV
beam of ions *He* at normal incidence, with three detectors for the backscattered ions:
one silicon surface barrier detector located at a 140° scattering angle and two-pin diode
detectors symmetrically positioned relative to each other at 165°. The recorded data were
analysed using the NDF software 10.1 [27,28].

The surface morphology and the growth microstructure of the films were exam-
ined through scanning electron microscopy (SEM) using a high-resolution microscope
(NanoSEM-FEI Nova 200: FEI Company, part of Thermo Fisher Scientific, Hillsboro, OR,
USA) equipped with a field emission gun. The cross-section micrograph analysis was used
to determine the films’ thickness.

The assessment of the crystallinity and phase distribution of Ti-Cu thin films was
carried out through X-ray diffraction (XRD), using a Bruker D8 diffractometer (Bruker
Corp., Billerica, MA, USA). The analysis was conducted in grazing incidence geometry
with Cu-Ka radiation (A = 1.5406 A), maintaining the step size of 0.04° within the 26 range
from 25° to 90°.

Additionally, the optical surface characteristics of the as-deposited and corroded
electrodes were observed in detail using a Dino-Lite digital microscope (AM7013MZT4:
AnMo Electronics Corporation, New Taipei City, Taiwan) with 5-megapixel resolution and
450x magnification. For each sample, four different photographs were taken (immediately
before and after immersion in artificial sweat for different periods). Each captured image
was analysed by MATLAB (version R2018a, The MathWorks, Inc., Natick, MA, USA),
producing binary images through a thresholding approach to evaluate the optical defects
promoted on the surface of the electrode by corrosion processes [29].

2.3. Degradation of the Ti-Cu Electrodes

Considering their intended real-world application involving prolonged contact with
sweaty skin, Ti-Cu dry electrodes were subjected to immersion in artificial sweat to assess
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their degradation over time. Sweat, known for its corrosive nature, has the potential to
corrode the metallic thin films, thereby impacting the electrodes’ performance [30]. Each
type of electrode, consisting of the same thin film and polymer, was immersed into 15 mL
of a physiological sweat solution prepared according to ISO standard 3160-2 [31].

All electrodes were placed in an incubator (LabCompanion IST-4075R) regulated at
body temperature (37.0 + 0.1 °C), with a rotation speed set at 30 rpm, for durations of
1h,4h,24h,168 h, and 240 h. The impact of sweat degradation on the electrodes was
evaluated by measuring the amount of Cu(II) released into the sweat solution using ASV.
Two electrodes from each condition were analysed for comparative purposes.

2.4. ASV Analysis

Anodic stripping voltammetry (ASV) was performed using an Autolab potentiostat
(PGSTAT30, Ecochemie: Eco Chemie B.V., Utrecht, The Netherlands) controlled by GPES
4.9 software. The experiments were performed in a three-electrode cell, comprising (i) an
Ag/AgCl reference electrode (1 M KCI; CH Instruments Inc.: I] Cambria Scientific Ltd.,
Llanelli, UK); (i) a secondary platinum wire electrode (CHI115 CH Instruments: I] Cambria
Scientific Ltd., UK); and (iii) a glassy carbon working electrode (GCE; 3 mm diameter; BAS
M-2012: West Lafayette, IN 47906, USA), as illustrated in Figure 1. Before the voltammetric
experiments, the GCE was polished with alumina powder (0.05 um; Bulher: Lake Bluff, IL,
USA) on a polishing cloth. All electrodes were carefully rinsed with ultrapure water and
dried with absorbent paper before each voltammogram recording. Immediately after the
experiments, the reference electrode was washed and immersed in a 1 M KCl solution.

Secondary electrode

Reference

«—— Working
electrode

electrode

Figure 1. Electrochemical cell used for the ASV experiments.

Voltammograms were acquired using the Square Wave Voltammetry (SWV) tech-
nique, following established parameters from the literature [32]: frequency of 80 Hz, pulse
amplitude of 100 mV, and potential step of 2 mV. All experiments were conducted at
room temperature (25 + 2 °C) with stirring set at 300 rpm for the deposition step and an
equilibrium time of 5 s.

3. Results
3.1. Thin Film Characterisation

The use of Ti-Cu thin films as biopotential electrodes has been investigated in pre-
vious work [1]. The chemical composition revealed that the thin films prepared with a
Ti-composed target, containing 25 pellets glued on the erosion zone, resulted in a Cu/Ti
chemical proportion of 1:3. The films were composed of 25.6 at.% Cu and 74.4 at.% Ti,
yielding a Cu/Ti atomic ratio of 0.34 (TiCug34) in contrast to the pure-Cu films used as
reference and prepared under the same conditions. The RBS results were also fundamen-
tal for determining the films’ densities, which were found to be approximately similar,
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despite the Cu film having a slightly higher density (9.27 x 10?2 at/cm?), compared to
8.02 x 102 at/cm? for the TiCug 34 thin films.

The microstructure of the TiCug 34 thin films was analysed with the Cu-pure thin film
as a reference. Figure 2 shows the topography and cross-section micrographs of both films,
as well as their crystalline structures.

A AR S i S S

1pum

Figure 2. SEM images representative of (a) the surface morphology and (b) cross-section view of the
film’s growth with the respective X-ray diffractograms for (i) Cu-pure film and (ii) TiCug 34 thin film.

Compared to the Cu-pure thin film (Figure 2a;), the TiCug 34 thin films (Figure 2a;;)
exhibited a smoother surface with a fine-grained microstructure, which is a common
feature observed for Ti-based binary systems [1,7,8]. Regarding the microstructure, there
is no evidence of columnar growth; instead, both films prepared with similar thicknesses
(=200 nm) revealed very dense and featureless microstructures, consistent with the high
atomic density determined by RBS.

The Cu-pure reference film displays the typical microstructure of ductile materials,
characterised by a high-density compact growth and a well-defined atomic face-centred
cubic (fcc) structural arrangement. As shown in Figure 2b;, the XRD pattern of the Cu-
pure film evidenced a well-defined fcc polycrystalline structure, indicating the absence
of significant voids or defects in the films’ structure [33,34]. Four distinct Bragg peaks
are noticeable at the positions 43.56°, 50.72°, 74.36°, and 90.24°, corresponding to the
(111), (002), (022), and (113) orientations, respectively, according to the ICSD card #426938.
Moreover, the cross-sectional image of the as-deposited Cu thin film brings some evidence
of poor adhesion to the substrate. Several studies have reported the significant influence
of residual stresses on the extent of plastic deformation during debonding processes of
ductile thin-film structures on brittle substrates [35-37]. This phenomenon was particularly
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studied in Cu thin films used in electronic devices. The sputtering discharge parameters,
including target potential, substrate temperature, and the use of substrate biasing, pri-
marily influence residual stresses. The energy of the impacting particles is also crucial
for creating implantation sites on the substrate’s surface, thereby improving interfacial
adhesion. However, in this work, due to the specific characteristics of the substrates, the
depositions were carried out at room temperature without BIAS, reducing the ballistic
energy of the sputtered Cu atoms impacting the substrate and compromising adhesion.
Additionally, the high deposition rate of the reference Cu-pure film (0.9 nm/s), which was
3.6 times higher than the deposition rate of the TiCug 34 thin film, could affect the surface
diffusion of the Cu ad-atoms, contributing to reduced adhesion [38,39].

In contrast, the TiCug34 thin film, despite its dense microstructures (Figure 2b;;),
revealed visible shear striations and vein patterns, typical features of thin-film metallic
glasses (TFMGs). This evidence was confirmed by the amorphous diffraction pattern
exhibited by the TiCug 34 thin film, with a broad diffraction hump at 26 ranging from 35°
to 47°, indicating the film’s amorphous structure. This suggests the presence of one or
more metastable Ti-Cu intermetallic phases [1,7,40], precipitating in minor traces, below
the XRD limit detection. Unlike the crystalline Cu-pure film of reference, the disordered
arrangement shown by the TiCug 34 thin film and the absence of crystalline grains led to
the smoother surface morphology observed in Figure 2a;;, which is also a typical feature of
TEMGs [1,7 41].

In fact, the atomic density determined for the TiCu thin films by RBS measurements
shows a high atomic packing density of the film, increasing from 5.62 x 10?2 at/cm? (theo-
retical calculation for a pure-Ti hexagonal close-packed structure) [42,43] to 8.02 x 10% at/cm®,
close to that of the Cu thin film. High atomic packing density is also a characteristic of
amorphous metallic structures forming glassy structures [44-46]. As the Cu dopant element
(atomic radii 128 pm) is smaller than the Ti matrix element (atomic radii 146 pm), it can
easily occupy interstitial sites or substitute matrix atoms in the hcp Ti structure. According
to the model developed by O.N Senkov and D.B. Miracle for bulk amorphous alloys [42],
interstitial and substitutional atoms attract each other, producing short-range order atomic
clusters. These clusters stabilise the amorphous state and create glassy structures, which
seems to be evident in the behaviour of the TiCug 34 thin films.

3.2. Voltammetry Analysis
3.2.1. ASV Optimisation

The experimental parameters for the anodic stripping voltammetry coupled with
square wave modulation (ASV-SWV) were refined to accurately quantify trace amounts
of Cu(Il) in artificial sweat following electrodes” immersion, aiming to develop a more
sensitive method. Consequently, the optimal parameters of deposition time (tgep) and de-
position potential (E4ep) were investigated using a 5.00 ppm solution of Cu(ll) prepared by
diluting a Cu(II) stock solution (1000 ppm; Merck Company: Merck Certipur—Darmstadt,
Germany) in artificial sweat. For the tyep, a range of 0 to 210 s with 30 s intervals was
tested, while maintaining Eqep at —1.0 V [22,47]. Regarding the E4ep, potentials ranging
from —1.20 V to —0.70 V with increasing increments of 0.10 V were evaluated, with tgep
fixed at 120 s. Each test was conducted in triplicate to ensure precision and reliability. The
obtained results are depicted in Figure 3.

As expected, the peak current (Ip) increased with the tyep, as shown in Figure 3a.
Longer deposition times allow for a greater deposition of Cu(Il) ions on the working
electrode, consequently yielding higher peak currents during the subsequent stripping
step. Despite the higher Ip values associated with longer deposition durations, the tgep
of 120 s was selected to determine the release of Cu(II) ions by the Ti-Cu electrodes. This
choice was made considering that it enables fast analyses, and longer times do not properly
benefit the Ip/tqep ratio.
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Figure 3. Variation in the peak current (Ip) of a 5.00 ppm solution of Cu(Il) in artificial sweat as a
function of (a) deposition time (tgep) at a deposition potential of —1.0 V and (b) deposition potential
(Egep) with a deposition time of 120 s. Data were obtained using the ASV-SWV technique with the
established parameters.

Conversely, the extension of the electrochemical reduction decreases as the deposition
potential Egep, becomes less negative (Figure 3b). More negative Eqep, values promote higher
rates of Cu(II) ion reduction, resulting in greater deposition on the electrode surface and
consequently higher peak currents during the stripping step. The Ip value reached its
maximum at a potential of —1.0 V, which was selected as the optimal deposition potential
for all subsequent tests performed on the electrodes.

3.2.2. Determination of Cu(Il) into Artificial Sweat

After setting the fundamental parameters for the optimisation of ASV-SWV technique,
a calibration curve was obtained by varying the concentration of Cu(II) from 0.050 to
1.5 ppm. Standard solutions were prepared through the Cu(II) stock solution referred to
in Section 3.2.1. Figure 4 shows the voltammograms obtained using ASV-SWV for the
standard solutions, with the inset featuring the respective calibration curve, delineating the
relationship between copper concentration and peak current response.

0.25
—o—0.05 ppm
—o— 0.1 ppm
0.20 4 —o—0.25 ppm
—o— 0.5 ppm
—o— 1 ppm
0.15 @ 1.5 ppm

0.10

Ip (mA)

0.05

0.00

T T
-0.5 -0.4 -0.3 -0.2 -0.1 0.0
E vs Ag/AgCI (V)

Figure 4. Anodic stripping voltammograms of copper in artificial sweat obtained at the GCE electrode
for the standard Cu(II) solutions with different concentrations. To ascertain the limit of quantification
(LOQ) and the limit of detection (LOD) of the method, 6 replicate analyses of the standard Cu(II)
solution with the lowest concentration (0.05 ppm) were performed. The relative standard deviation
was less than 10%, satisfying the acceptance criterion, thus establishing the LOQ at 0.05 ppm. The
LOD was estimated to be one-third of the LOQ, yielding a value of 0.016 ppm. Although this LOD is
relatively low, it is higher than the values reported in the literature (0.0002 ppm) [22]. This suggests
that while the current method is effective, there is still room for improvement.
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Figure 4 evidences a linear relationship between the stripping peak current and Cu(II)
concentration in the range of 0.05 to 1.50 ppm. The calibration curve is described by
Equation (1), with uncertainties calculated using Student’s t-factor for a 95% confidence
level with four degrees of freedom.

I,(mA) = (0.16 £ 0.02)C(ppm) — (0.01 £ 0.01) )

The correlation coefficient of 0.996 confirms the linearity of the method. Thus, the
calibration curve described by Equation (1) was used to quantify the Cu(II) released by the
Ti-Cu electrodes immersed in artificial sweat solutions during distinct periods.

3.3. Analytical Assessment of Ti-Cu Electrodes in Artificial Sweat

After establishing the calibration curve under optimised conditions, the copper concen-
tration was determined in 15 mL of the artificial sweat samples where the Ti-Cu electrodes
underwent degradation. As this study aims to assess the impact of sweat on the degrada-
tion of the TiCug 34 electrodes prepared with different polymeric substrates (PLA, PU, and
cellulose), two replicas of each type of electrode were used. For comparison, electrodes
based on Cu-pure films deposited on the same substrates and submitted to the same degra-
dation conditions were also tested. The results are depicted in Figure 5. Despite the same
trend, in some cases, it is possible to note some discrepancies between the replicas. Since
the polymeric bases were 3D-printed, the possibility of significant structural variations in
the substrates must be considered. These variations can affect the deposition of the thin
film and, consequently, the final performance of the electrode.

The concentration of Cu(II) released by the TiCug 34 electrodes into artificial sweat is
approximately three times lower than that released from Cu-pure electrodes (reference),
across all the substrate types, under the same degradation conditions. The superior perfor-
mance of the TiCuyg 34 electrodes is closely related to the thin films’ characteristics discussed
in Section 3.1. In fact, the corrosion behaviour is strongly influenced by the morphology of
the thin film [48].

The dense and featureless microstructure of the TiCug 34 thin film, typical of TEMGs,
results in smoother surfaces free from defects, maintaining the electrode’s integrity over ex-
tended periods in corrosive environments. Additionally, Ti is well known for its impressive
corrosion resistance due to the formation of a stable passivation layer of titanium dioxide
(TiO) on its surface. Therefore, both the microstructure and the TiO, passivation layer in
the film containing almost 75 at.% of Ti could play a crucial role in resisting degradation
over time [44,49]. In contrast, the poor performance of the Cu-pure electrodes, used as a
reference, indicates their susceptibility to dissolution. The Cu thin film, when exposed to
the saline and corrosive environment of sweat, readily oxidises, leading to the formation of
the cupric ion Cu(Il). As a consequence, the rate of the copper released increases, which
is a prime factor for its dissolution [49-51]. Additionally, the active—passive corrosion
behaviour, along with the ductile microstructures discussed in Section 3.1, further weakens
the poor adhesion of the film to the substrate, facilitating corrosion.

The release of Cu(Il) from the TiCug34/PU electrodes (Figure 5a;;) remains very low
and relatively constant, regardless of the degradation time. For degradation periods of
less than 24 h, the concentration of Cu(Il) released remains under the LOQ, and after
240 h immersed in artificial sweat, it does not exceed 0.06 ppm. The result suggests that
no significant degradation occurs for these electrodes after the first hour of contact with
artificial sweat. In turn, for the reference Cu-pure electrodes, the concentration of Cu(II) in
the artificial sweat solution significantly increases from approximately 2 to 8 ppm in the
first 24 h to reach the maximum value of 15.4 ppm after 240 h. The results leave no doubts
about the severity of the corrosion processes in the electrodes of pure Cu.

Except for the TiCug 34 /PU electrodes, the integrity of all other electrodes prepared in
this work highly depends on the degradation time. For TiCuy 34 electrodes based on PLA
(Figure 5bj;), the amount of Cu(II) released nearly doubles (from 0.07 to 0.16 ppm) after 24
h, always exceeding the LOQ. There is a clear increase in the amount of metal released into
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the sweat solution over time, showing a tendency to stabilise from 168 h onwards. In turn,
the reference electrodes using PU substrates (Figure 5b;) exhibit a similar behaviour to that
reported for TiCug 34 /PU electrodes. After 24 h, the Cu(II) concentration in the solution
exceeds 8 ppm, exhibiting a constant Cu(II) dissolution for longer immersion times.

For TiCug 34 electrodes based on cellulose (Figure 5¢;), the Cu(II) concentration re-
leased into the solution doubles (from 0.11 to 0.21 ppm) after the first 4 h of immersion
in artificial sweat solution. After the first hour of immersion, the Cu(II) released by these
electrodes was already over the LOQ. This behaviour significantly worsens for Cu-pure
electrodes (Figure 5¢;) where the results seem to indicate that for longer periods (>168 h),
the entire thin film was dissolved and released to the sweat solution, due to the high

concentrations detected (=75 ppm).
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Figure 5. Copper concentration determined in artificial sweat released from the electrodes of (i) Cu-
pure and (ii) TiCug 34, immersed in artificial sweat using different substrates: (a) PU, (b) PLA, and
(c) cellulose. The red line represents the LOD (limit of detection), and the green line represents the
LOQ (limit of quantification).

The results clearly demonstrate the significant influence of the substrate on the elec-
trode’s degradation. To facilitate a comprehensive analysis, the concentration of Cu(II) in
the sweat solution was converted to mass released per unit area (11g/cm?), considering the
active area of the electrodes. Figure 6 enables a comparison of the substrate’s impact on the
degradation behaviour of Cu-pure and TiCug 34 electrodes over time.

11
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Figure 6. Mass of copper released per unit area in the artificial sweat solution from thin films of
(aj) Cu-pure and (aj;) TiCug 34 deposited on the different substrates, along with the experimental
voltammograms used to determine the cooper release for (b;) Cu-pure electrodes and (bj;) TiCug 34
pure electrodes.

Cellulose substrates have the greatest negative impact on electrode performance.
This effect is particularly evident for Cu-pure electrodes but is also consistent for TiCug 34
electrodes. Except during the 168 h immersion period, when TiCug34/PLA electrodes
show the poorest performance, the high porosity of cellulose significantly affects the
characteristics and properties of the deposited films, reducing the electrode’s lifetime. Also,
for the Cu-pure electrodes on cellulose, the copper mass determined in sweat reaches
milligrams per cm? levels of 1.12 mg/cm? after 240 h of immersion.

The results also show that, even if the amount of Cu(Il) in the TiCug 34 electrodes were
four times greater (100 at.% of Cu as in the Cu-pure film), the release would not exceed
5.00 pg/cm? (after 240 h of immersion). This value is still lower than the smallest amount
released by the Cu-pure electrodes just 1 h after degradation (25 pg/cm?), underscoring
the quality of the TFMG-like microstructure developed in the TiCug 34 film, which hinders
sweat penetration and preserves the electrode integrity for extended periods.

Considering all the results, TiCug 34 electrodes prepared with PU substrates emerge
as the preferable option for real applications. The amount of copper released to sweat
was the lowest, under or close to the LOQ, with no significant variation over time. After
240 h, only 0.28 pg/cm? of copper was released into the sweat solution, indicating the high

12
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resistance of these electrodes to sweat-induced degradation and an improved lifespan. In
comparison to Ti-Ag dry electrodes deposited on PTFE substrates, analysed by the authors
in a previous study [8], the TiCug 34 electrodes demonstrate greater stability. For similar
chemical compositions (TiAgp 23 electrodes), a higher release rate of Ag was detected,
suggesting that TiCuy 34 electrodes may be more suitable for prolonged applications.

However, understanding the poor performance of TiCug34/PLA electrodes over ex-
tended periods is crucial. Therefore, the electrodes were subjected to optical characterisation
immediately before and after immersion. Due to the specific experimental parameters and
mechanisms involved in the sputtering process, there is a deep connection between sub-
strate characteristics and film growth, a factor that strongly conditions the final properties
of the electrode and amplifies the substrate defects. Since the polymeric substrates were pre-
pared using 3D FDM, they inherently exhibit significant surface defects, including hetero-
geneities in surface topography, voids, porosity, and roughness. These defects are replicated
and amplified during film deposition, increasing the susceptibility to degradation.

3.4. Optical Characterisation

Optical characterisation helps understand the influence of defects on the degradation
process and how the electrode/thin film surface evolves after various periods of immersion
in physiological sweat. Surface defects on the electrode provide open paths for the elec-
trolyte’s entry through the film, increasing corrosion kinetics. For the optical analysis, four
images of each electrode’s surface were taken before and after sweat immersion. Figure 7
shows the surface of three randomly selected TiCug 34 electrodes, each deposited on a
different substrate. Images were captured with an optical microscope (Figure 7a), along
with corresponding images created by a MATLAB algorithm, which quantifies the area of
imperfections/heterogeneities marked by the dark field (Figure 7b).

Figure 7. Optical characterisation of a (i) TiCu/PU, (ii) TiCu/PLA, (iii) TiCu/cellulose electrode’s
surface before degradation: (a) are the images acquired by the Dino-Lite digital microscope and
(b) the respective binary images, processed by MATLAB to calculate the optical defects (black areas
in the image).
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The optical pictures provide a measure of the defects’ progression on the film surface
during degradation, emphasising the influence of the substrate on the film’s topography
and on the overall behaviour of the electrode. The percentage of the damaged area is
calculated by dividing the damaged area (black regions) by the total area of the image
(Equation (2)). Since four images of each electrode’s surface were taken, the number of
defects was given by the average number obtained for all images. The results, presented in
Figure 8, show the defect’s progression as a function of the degradation time, where

ADefects (%) = Defects (%) (after degradation) — Defects (%) (before degradation) (2)

(a) TiCuy ,,/PU (b) TiCuy,,/PLA (€) TiCuy,/Cel

A Defects (%)

0
168 240 168 240

Degradation time (h)

Figure 8. Variation in the number of defects on the surface of the TiCu electrodes prepared by the
functionalisation of different polymeric bases (a) PU, (b) PLA, and (c) cellulose for 1h,4h,24 h, 168 h,
and 240 h of degradation.

The homogeneities in the surface topography (Figure 8) of the electrode correlate
closely with the concentration of Cu(Il) released into the artificial sweat solution during
different immersion periods (Figure 6). For the TiCug34/PU electrodes, a slow and gradual
increase in heterogeneities is observed over extended immersion periods, indicative of a
light degradation process (Figure 8a). This behaviour is similarly noted in the TiCug 34
electrodes based on cellulose substrates during shorter degradation periods (Figure 8b).
However, after 240 h, the percentage of defects significantly increases, reflecting the higher
Cu(II) amount released into the sweat solution, as shown in Figure 6b. The most notable
deviation is observed with the TiCug34/PLA electrodes. Here, the percentage of defects
rises sharply during prolonged immersion periods (168 h and 240 h), highlighting the
impact of the electrolyte on the electrode surface. As a consequence, the degradation of the
film is accelerated leading to a higher release of Cu(Il) content into the sweat solution.

The results for Cu electrodes are not presented, since after 1 h of immersion in physio-
logical sweat, almost all the thin films had been released from the polymer into the solution,
regardless of the type, due to dissolution phenomena promoted by corrosion processes.
This evidence extensively confirms the poor resistance of the Cu-pure reference electrodes
to degradation processes, shortening their service life. The active dissolution of Cu into
sweat solutions has already been reported in several studies [49-51]. The anodic reaction
process is accelerated by the sodium chloride (NaCl) in the sweat solution, resulting in
the formation of reactive and soluble dichlorocuprate(I) (CuCl, ) ions, as well as cuprous
oxide (Cup0) and copper chloride hydroxide (Cuy(OH)3Cl), through which the Cu ions
diffuse [50].

4. Conclusions

This study emphasises the critical importance of assessing the lifespan of dry biopo-
tential electrodes, which have significantly contributed to the expansion of e-health appli-
cations in recent years. Based on the strong performance of Ti-Cu electrodes, this work
evaluated their degradation and corrosion resistance using anodic stripping voltamme-
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try. The study compared Ti-Cu thin film-based electrodes deposited on three polymeric
substrates (PU, PLA, and cellulose) with Cu-pure electrodes, all prepared under identical
conditions. The primary focus was on quantifying the degradation of thin-film electrodes
by monitoring copper release into an artificial sweat solution over various immersion times.

The ASV analysis showed that TiCug 34 electrodes released significantly less copper
compared to Cu-pure electrodes. The type of substrate polymer had a substantial im-
pact on the overall performance of the electrodes, with TiCug34/PU electrodes exhibiting
exceptional performance. Notably, after 1 h of immersion, Cu-pure electrodes released
approximately 2 ppm of Cu(II), which was 25 times higher than the 0.06 ppm released by
TiCug 34 electrodes, even after 240 h. The influence of the substrate on the electrode’s per-
formance was also evidenced by the TiCuy 34 electrodes prepared with PLA and cellulose
substrates, showing contrasting behaviours for different immersion times.

The findings indicate that the degradation of the electrodes is closely linked to the
microstructural features of the thin films prepared by sputtering. The TEMG-like character-
istics of the TiCug 34 thin films, along with the excellent corrosion resistance of titanium,
contribute to the outstanding performance of these electrodes. Therefore, TiCug 34 elec-
trodes are promising candidates for long-term health monitoring applications, offering
enhanced durability and reliability even in aggressive environments.
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Abstract: EEG-enabled earbuds represent a promising frontier in brain activity monitoring beyond
traditional laboratory testing. Their discrete form factor and proximity to the brain make them the
ideal candidate for the first generation of discrete non-invasive brain-computer interfaces (BClIs).
However, this new technology will require comprehensive characterization before we see widespread
consumer and health-related usage. To address this need, we developed a validation toolkit that aims
to facilitate and expand the assessment of ear-EEG devices. The first component of this toolkit is a
desktop application (“EaR-P Lab”) that controls several EEG validation paradigms. This application
uses the Lab Streaming Layer (LSL) protocol, making it compatible with most current EEG systems.
The second element of the toolkit introduces an adaptation of the phantom evaluation concept to the
domain of ear-EEGs. Specifically, it utilizes 3D scans of the test subjects’ ears to simulate typical EEG
activity around and inside the ear, allowing for controlled assessment of different ear-EEG form factors
and sensor configurations. Each of the EEG paradigms were validated using wet-electrode ear-EEG
recordings and benchmarked against scalp-EEG measurements. The ear-EEG phantom was successful
in acquiring performance metrics for hardware characterization, revealing differences in performance
based on electrode location. This information was leveraged to optimize the electrode reference
configuration, resulting in increased auditory steady-state response (ASSR) power. Through this
work, an ear-EEG evaluation toolkit is made available with the intention to facilitate the systematic
assessment of novel ear-EEG devices from hardware to neural signal acquisition.

Keywords: in-ear EEG; hearables; brain—-computer interfaces; non-invasive; electroencephalography;
EEG phantom

1. Introduction

Conventional electroencephalography (EEG) is an invaluable tool for assessing neu-
rological disorders, with measurements performed in controlled clinical environments,
utilizing full cap systems over the scalp with wet electrodes that provide low impedance
for quality measurements with high temporal resolution. However, researchers and clini-
cians have been interested in measuring EEG outside the laboratory for better assessing
neurological disorders [1].

The development of technology has led to the evolution of ambulatory EEG, resulting
in research on smaller EEG measurement options. This has given rise to a new category
of wearable EEG devices that are wireless, have aesthetic designs limited to only the
area around the head, and use dry electrodes. The convenience of these devices enables
individuals to incorporate EEG measurement into their everyday lives, making it easier to
assess certain medical conditions such as epilepsy and sleep disorders and allowing for
brain-computer interface (BCI) applications outside of a laboratory environment. While

Sensors 2024, 24, 1226. https:/ /doi.org/10.3390/524041226 18

https:/ /www.mdpi.com/journal/sensors



Sensors 2024, 24, 1226

these types of devices are commercially available and their capabilities acceptable for some
current applications, the overall design of these wearables still constitutes a barrier to daily
usage, being uncomfortable over long periods of time and making it obvious when a person
is utilizing such an EEG device [2,3].

Quoting Looney et al., the next generation of wearable devices must be “discreet,
unobtrusive, robust, user friendly and feasible”. An in-ear EEG approach checks all these
boxes, trading the wide coverage across the scalp with an inconspicuous EEG recording
ability based on the ear [4]. The ability to acquire reliable brain recordings from inside
the human ear is critical to accelerating the development of next-generation EEG-enabled
earbuds. While ear-EEG is one of the best candidates for consumer BCI, being referred to as
“beyond wearable” [2], real-world brain recordings are affected by multiple environmental
factors that are not present in the laboratory. A systematic, well-established characterization
of in-ear EEG hardware and signal quality is crucial to understand the limitations and
applications of newly developed devices.

When characterizing a novel EEG system, it is important to be able to evaluate all
components of the system. This includes the biological neural signals, derived from
validated EEG paradigms like the alpha block or the various event-related potentials (ERPs)
and the hardware and signal chain components (electrical and mechanical), which require
testing in a controlled setting through a test-bench or phantom model [5].

In many areas of research and instrumentation, phantoms are utilized for testing,
validating, and calibrating acquisition systems, namely in medical imaging like positron
emission tomography (PET) and magnetic resonance imaging (MRI) scans where standard-
ized phantoms are available [6]. In EEG, a standardized phantom does not exist, although
many prototypes from different materials and designs have been proposed.

A common approach used by research groups to test novel EEG systems or new types
of electrodes consists of using salt-doped ballistic gelatin (BG) head models onto which
scalp-EEG sensors can be mounted for testing [7,8]. Nonetheless, phantoms can also be
made from different organic (e.g., agar) or synthetic (e.g., carbon-doped thermoplastics)
materials [9,10]. The basic principle for an EEG phantom prototype is to obtain a conductive
physical model with the shape of the human head. This is usually achieved through image
processing of anatomical scans (i.e., MRI or CT) and 3D printing of the resulting phantom'’s
cast for molding [11].

An EEG phantom allows for the playback of a previously recorded known EEG signal.
This recognizable signal is referred to as the “ground truth". Then, measurements can
be made on the phantom for comparison with this known signal, which constitutes a
way of characterizing the acquisition system without the need to account for the inherent
variability and lack of repeatability of neural signals present when recording from human
subjects, as well as identifying external sources of noise [12,13]. For a known previously
recorded signal to be played out of the phantom, electrode antennas are driven inside it.
These can be simple screws, exposed wire tips, or a coaxial cable to create dipoles [10,14,15].
The driven antennas can either be attached to the interior side of the scalp layer in hollow-
shaped phantoms or be put in place during a phase of assembly where the constitution of
the filling material allows for this procedure [10,16]. Additionally, EEG phantoms allow for
a controlled analysis of electrode contact impedance measurements and signal noise floor
characteristics [16,17].

Despite the existence and use of EEG phantoms for evaluating scalp-based EEG
systems, there is a lack of literature for ear-EEG validation via appropriate phantom
models. To the best of our knowledge, appropriate EEG phantoms for this purpose do
not exist and all previous EEG phantoms neglect the structures of the outer ear and ear
canal systematically.

The feasibility of measuring brain signals through ear-EEG devices has been validated
in recent publications [4,18,19]. For an in-depth review of the field and overview of the
technological state-of-the-art around ear-EEG we please refer to [20,21]. A commonality
across the ear-EEG literature is that the validation paradigms utilized tend to be known
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ERP paradigms, namely, the alpha modulation (or alpha blocking) paradigm, the auditory
steady-state response (ASSR), the steady-state visual evoked response (SSVEP), auditory
evoked potentials (AEPs), visual evoked potentials (VEPs), and oddBall-type paradigms
to elicit responses linked to higher processes of the brain, like the P300 and mismatch
negativity (MMN) responses. Similarly, the interest of utilizing electro-oculography (EOG)
measured by ear-EEG as a possible input for BCI applications has also been explored [19].

Given the predominance of this select group of paradigms utilized to derive ear-EEG
responses and the lack of a dedicated phantom model suitable for ear-based systems,
here we propose a complete ear-EEG validation toolkit to contribute to and expand the
characterization of this technology through:

1. A software framework (“EaR-P Lab”) that allows the user to readily make a vali-
dation test battery for the characterization of ear-EEG devices at the neural signal
acquisition level.

2. The design and prototyping of an ear-EEG-suitable physical phantom for systematic
characterization of in-ear sensors, allowing controlled comparison of fit form factors
for ear-EEG acquisition.

This contribution to the field aims to allow for a more reliable assessment of out-of-
the-box ear-EEG devices by providing proper benchmarking tools for comparing systems.

2. Materials and Methods: Ear-EEG Toolkit Design and Validation
2.1. EaR-P Lab—Design and Validation

A custom application, programmed with nine commonly utilized EEG recording
paradigms, was created for the assessment of ear-EEG devices at the neural signal level.
This application was written in the Python programming language and consists of a
collection of scripts (requiring a local Python installation), pre-synthesized stimuli, and
other auxiliary files and folders wrapped in an usable graphical user interface (GUI), based
on the Tkinter Python package. The stimuli delivery and precise experiment timings are
handled via PsychoPy, a Python-based open source package for experiment control [22].

We dubbed this software script “EaR-P Lab” from the amalgamation of the words
“ear” and “ERP”, as per the motivation of streamlining the measuring of ERPs (as well as
other paradigms) from the ear. The organizational structure and main functionalities of
EaR-P Lab are depicted in Figure 1.

EaR-P Lab - validation stimuli and markers

Custom Tkinter GUI

PsychoPy functions (and other)

Open LSL stream on startup

Paradigm duration and stimuli (event) timing

Audio stimuli - from PsychoPy/pre-synthesized
in MATLAB

Visual stimuli - from PsychoPy/local image files/
programatically generated

Settings and markers - stored in local JSON files

Figure 1. EaR-P Lab—structure and main attributes.

When initialized, EaR-P Lab provides a user-friendly GUI to present the necessary
stimuli and insert the relevant markers that delimit different paradigms or indicate the
start of a given stimulus in the validation test battery. The marker’s timestamps are
synchronized with the EEG data through the Lab Streaming Layer (LSL) protocol that
handles the synchronization between the EEG data and maker streams through a local
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network (an EEG amplifier compatible with LSL must be used) [23,24]. The marker and
EEG data streams can then be recorded with another software (i.e., LabRecorder) into a
single .xdf file on the hard disk of the computer for offline analysis, as illustrated in Figure 2.

Synchronization of data streams through
the Lab Streaming Layer (LSL) protocol

- Event Markers /
Stream \

EaR-P Lab

Both data streams can

be recorded together

k % through LabRecorder in
a single file (.xdf)

- EEG Data Stream S

\

LSL compatible 4
amplifier

Figure 2. EaR-P Lab—schematic of functional framework.

2.1.1. GUI—Main Menu

When EaR-P Lab is launched, the main menu in Figure 3 appears. This menu gives the
user access to the nine pre-loaded EEG acquisition paradigms, with the script automatically
opening the LSL marker stream using the pyls! StreamOutlet function at startup. Eleven buttons
are presented: nine that direct to the different paradigms and two (Change Settings and
Change Markers) that allow users to modify specific experiment parameters. Some disclaimer
information on how EaR-P Lab operates is also shown in this window. Refer to Appendix A for
a full overview of the features and functions of each button and the settings menus.

% EaR-P Lab - X

Open LabRecorder (or Update it), select "EaR-P-Lab_LSL" stream and press Start!

Then select a paradigm from below!

If you need to interrupt an experiment, press 'esc’
Bluetooth devices may not work with auditory stimulus

Figure 3. EaR-P Lab—main menu.

2.1.2. Stimuli and Trigger Latency

To accurately evaluate event-related potentials (ERPs), good synchronization between
data and markers sent at stimulus onset (triggering) is crucial. The PsychoPy library allows
sounds to be pre-scheduled with the high precision “PTB” settings and the callOnFlip
method to start visual stimuli promptly, both used in EaR-P Lab [25]. However, unavoidable
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latency and jitter issues related to screen refresh rates and monitor syncing may still
arise [26].

To measure the timing characteristics of EaR-P Lab, we used an amplifier-specific
accessory (i.e., mBrainTrain Delay/Jitter (DJ) box). This accessory includes an audio input,
output, and photo-diode sensor that allowed us to test the marker synchronization with
the audio and visual stimuli. The device was placed at the latest stage possible in the audio
delivery setup, with the photo-diode centered and 30 cm away pointing to the center of
the screen.

During the early testing phase, we observed an increasing cascading effect on the
latency delay when recording different blocks of transient responses within the same .xdf
file, illustrated in Figure 4.

Measured latency blocks of 120 trials - same recording file
T T T T

Audio Block 5 f------ B ...... |

Audio Block 4 - (SRR ED ------ q +

Audio Block 3 |- pemeee- «‘:} ...... q |
Audio Block 2 - |- ....... D ...... 1 & |
Audio Block 1 [ EEEEE D ....... | 4

5 0 5
Latency (ms)

Figure 4. Latency variation when recording multiple event-related potential (ERP) blocks on the
same file, exemplified for auditory stimuli—a similar effect happens for visual stimuli.

Our troubleshooting showed that to correct this effect, the data streaming from the
amplifier software (mBrainTrain Streamer) had to be restarted after each EEG recording
block. Hence, each block of a given paradigm must be recorded in a separate .xdf file to
ensure reliable trigger latencies, as shown in Figure 5.

Measured latency blocks of 120 trials - different recording files
T T T T T
e R I—

Audio Block 4 |- * | +

Audio Block 3 |- ¥ | + A

e — A
o [ |

Latency (ms)

Figure 5. Nullified cascading effect is when recording multiple ERP blocks in different files after
restarting data streaming, exemplified for auditory stimuli—a similar effect happens for visual stimuli.

However, to the best of our knowledge, this may only apply to the mBrainTrain
Smarting Mobi recording platform. We recommend testing the system’s latency before
recording and having separate .xdf files for the AEP, VEP, EOG, and oddBall-type blocks to
avoid latency synchronization issues.
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Once our latency issues were resolved, the latency delay was measured for 1000 trials
of both auditory and visual events, showing a mean delay of 0 ms (2.2 ms std. /jitter) and
21 ms (2.8 ms std. /jitter), respectively. The processing of the EEG paradigms accounted for
these measured latencies. These values are specific to the laptop used to present the stimuli
and are likely to vary between systems.

2.1.3. Data Acquisition and Test Battery

In order to validate EaR-P Lab as a tool for assessing ear-EEG (and EEG in general),
standard scalp-EEG data were acquired for each of the EEG paradigms. EEG data were
collected from five test subjects with normal or corrected-to-normal vision and normal
hearing (age avg. 27.0 +4.3 std.). A custom EEG cap with 12 channels was used for
the benchmark condition. The cap uses conventional Ag/AgCl electrodes at the F3, Fz,
F4,T7,C3, Cz, C4, T8, P3, Pz, P4, and Oz positions. The reference electrode (CMS) and
ground (DRL/GND) were located at FCz and AFz, respectively. Conductive gel (Signagel,
Parker) was applied to each scalp electrode, typically achieving impedances of <5 kQ),
measured by the mBrainTrain Streamer. EEG data were recorded using the mBrainTrain
Smarting Mobi amplifier—capable of high-quality wireless recordings—at a sampling rate
of 500 Hz with wireless data transmission, providing 24-bit resolution in the analog-to-
digital converter (ADC).

Alaptop (ASUS VivoBook 15, Windows 11 OS, Intel Core i7-10750H Processor, NVIDIA
GeForce GTX 1650 Ti Graphics Card, 12 GB RAM) ran the essential recording software
(mBrainTrain Streamer and LabRecorder) and stimulus presentation software (EaR-P Lab).
Data were transmitted via Bluetooth from the amplifier secured at the back of the subject’s
head to a USB dongle connected to the laptop. Auditory stimuli were delivered using
research-grade ER-2 earphones fitted with foam ear tips (Etymotic Research, INC., Elk
Grove Village, IL, USA), shielded with copper tape to reduce interference. To ensure that
the stimuli were audible without being distorted, an external sound card (TASCAM US-100)
and digital-to-analog converter (DAC, FiiO Alpen2) were used (see Figure 6). The laptop
and DAC were set to the maximum volume, with adjustments made to the sound card only.
Subjects were instructed to adjust the volume to a comfortable, audible level. The laptop
screen brightness setting was set to the maximum for visual stimuli.

- EaR-P Lab
- mbt Streamer

- LabRecorder . /N
~

- Recording
- Stimuli
Presentation

Figure 6. EEG acquisition setup schematic and equipment: (a) USB audio interface TASCAM US-100;
(b) digital-analog converter (DAC) amplifier FiiO Alpen 2; (c) ER2 etymotic tubal-insert research-
grade earphones.

EEG recordings were conducted in a dedicated sound-attenuated room with only the
participant and the technician present. Participants sat in a comfortable chair and were
instructed to relax and minimize motor and eye movements during recordings. Participants
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were given a brief explanation of the recording process at the start of the session, and
detailed instructions were provided at the beginning of each task.
The EaR-P Lab EEG paradigms employed were as follows:

1.  Resting State: 4 min of resting-state EEG recording (Figure Al)

Alpha Block: 4 min of eyes open/closed, 1 min per block (Figure A3)

3. ASSR: 4 min of continuous auditory stimulation, 1 kHz carrier signal with 40 Hz
amplitude modulation (Figure A1)

4. SSVEP: 4 min of continuous visual stimulation, 10 Hz flickering radial checkerboard,
subjects seated at a distance of 60 cm from the center of the screen with room lights
turned off (Figure A2)

5. AEP: 200 trials of discrete auditory events, 1 kHz pure tone of 200 ms duration with
10 ms rise/fall time, interstimulus interval (ISI) between 1200 and 1800 ms, total
duration of 7-8 min (Figure A4)

6. VEP: 200 trials of discrete visual events, pattern-reversal radial checkerboard of 500 ms
with 500 ms IS, total duration of 5 min (Figure A5)

7. AEP OddBall: 200 trials of discrete standard/deviant auditory events (standard:
440 Hz pure tone; deviant: 880 Hz pure tone), 100 ms duration with 10 ms rise/fall
time and 1200-1800 ms ISI, total duration of about 15 min

8. VEP OddBall: 200 trials of discrete standard/target visual events (standard: blue
square; target: red circle), 500 ms duration with 600-700 ms ISI, total duration of about
18 min, subjects instructed to respond to target with button press (Figure A6)

9. EOG: 80 trials of discrete visual events, 500 ms duration dot movements with 1000—
1600 ms ISI, total duration of about 10 min, subjects seated at a distance of 30 cm
from the center of the screen (i.e., visual angle of 16.2°); subject’s head was stabilized
using an adjustable chin rest and the monitor was centered with the subject’s eyes
(Figure A7).

Each acquisition session took about 2 h to complete from start to finish, including EEG
cap setup. Subjects were entitled to short breaks (2-5 min) at the end of each paradigm but
were also allowed longer breaks when requested. For some subjects, the protocol’s order
was not strictly followed.

N

2.1.4. Data Processing and Statistical Analysis

All data preprocessing and analysis was performed via custom scripts in MATLAB
(MATLAB (R2020a), The MathWorks Inc., Natick, MA, USA). EEG data were first highpass-
filtered (Butterworth IIR), notch-filtered (50 Hz second-order IIR), and then lowpass-filtered
(Butterworth IIR). Frequency-based paradigms (ASSR, SSVEP, Alpha Block) were bandpass-
filtered between 1 and 100 Hz, and transient responses (AEP, VEP, MMN, P300, EOG)
were bandpass-filtered between 1 and 20 Hz. To isolate the EOG blinks in the respective
three-second window, these data were bandpass-filtered between 0.2 and 3 Hz. All EEG
data were re-referenced to Cz.

ASSR and SSVEP responses were extracted by computing the power spectral density
via Welch’s method using an 8 s window with 50% overlap, and the alpha block spectro-
grams were obtained by computing the short-time Fourier transform (STFT) using a2 s
window with 50% overlap.

All transient responses were baseline-corrected based on the 100 ms pre-stimulus in-
terval and then averaged across trials. To obtain the MMN and P300 responses, the average
standard cue waveform was subtracted from the average target cue waveform for each
subject, with the standard events immediately before the oddBalls being considered [27].

To measure the signal-to-noise ration (SNR) of the ASSR responses, the power at 40
Hz was compared with the surrounding frequency bins, according to Equation (1) [18]:

P (40 Hz)

40 Hz SNR = ,
Paverage(35 — 45 Hz)*

“excluding 40 Hz (1)
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The same formula was adapted for the 10 Hz SSVEP responses as per Equation (2):

P (10 Hz)

10 Hz SNR = ,
Paverage(5 — 15 Hz)*

*excluding 10 Hz ()

An F-test was also conducted on these ratios using a one-way analysis of variance
(ANOVA).

Equation (3) was used to calculate alpha power by quantifying the power ratio of the
eyes-closed and eyes-open conditions between 8 and 12 Hz.

Paverage (Alphﬂ BandEyes Closed)
Paverage (Alpha BandEyes Open)

Ram =

, Alpha Band (8 — 12 Hz) (3)

Significant modulations in the average ERP amplitude were detected using one-sample
(two-tailed) t-tests and are indicated in each of the plots by the green highlighted segments
(p < 0.05, not corrected for multiple comparisons) [28].

EOG profiles were quantified by the amplitude and polarity of each movement type.
For the EOG blinks, an amplitude factor between the averaged peak-to-peak amplitude of
the intentional blinks over the regular blinks was established [18].

2.1.5. EaR-P Lab Validation

The following section describes the scalp-EEG data used to validate EaR-P Lab’s EEG
paradigms. Each validation analysis was conducted at both the typical scalp site for a given
test (e.g., electrode 0z for a visual stimulus), as well as a location close to the ear (electrode
T8) for ear-EEG validation.

Alpha Block

As seen in Figure 7, a distinct effect on alpha wave blocking (with suppression of the
8-12 Hz band occurring during eyes open) was achieved with the highest modulation at
Oz (6.1 dB), dropping to 3.7 dB near the ear at T8.
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Figure 7. Grand average spectrogram for the alpha block paradigm at Oz (Cz referenced). The bottom
horizontal plot shows the mean alpha power (8 Hz) as a function of eye state, while the left vertical
plot shows the frequency response for the two conditions.

ASSR

For the ASSR (Figure 8), the SNR at the 40 Hz modulation frequency was measured,
with the highest mean SNR at P4 (9.9 dB), dropping to 4.7 dB at T8.
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Figure 8. Grand average ASSR responses (black line) to a 40 Hz AM auditory stimulus at P4 (left)
and T8 (right). Statistically significant peaks are highlighted by the green star token, based on an
F-test (p < 0.05), grey lines represent individual responses.

SSVEP

The SSVEP at the 10 Hz modulation frequency was most pronounced at Oz with a
mean SNR of 11.0 dB (Figure 9), as well as harmonics of the 10 Hz fundamental frequency
up to the eighth harmonic present. The SSVEP was weaker at T8, with a mean SNR of
7.5 dB, with harmonic responses only distinguishable up to 40 Hz.
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Figure 9. Grand average SSVEP responses (black line) to a 10 Hz visual stimuli at Oz (left)
and T8 (right). Statistically significant peaks are highlighted by the green star token, based
on an F-test (p < 0.05), grey lines represent individual responses. Only the first harmonic was
statistically evaluated.

AEP

The AEP response to the 1 kHz tone is shown in Figure 10, comprising three significant
deflections corresponding to the P1, N1, and P2 AEP components. The largest deflection
was around 100 ms with an amplitude of 5 uV, corresponding to the N1 component
(positive due to re-referencing), and a peak-to-peak amplitude of 8.9 1V between the N1
and P2 components.
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Figure 10. Grand average AEP waveform (black line) at T8. Statistically significant segments are
highlighted in green, based on t-tests (p < 0.05, not corrected for multiple comparisons), grey lines
represent individual responses.

VEP

The VEP response to the pattern-reversal radial checkerboard is shown in Figure 11. At
Oz, a significant component is present between 150 ms and 300 ms with a peak amplitude
of 15 pV at 200 ms, corresponding to the P2 VEP component. At T8 (near the ear), the P2
component was not significantly different from zero, instead showing two smaller positive
deflections of 2 and 3 uV at around 90 and 300 ms, respectively.
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Figure 11. Grand average VEP waveform (black line) at Oz (left) and T8 (right). Statistically
significant segments are highlighted in green, based on t-tests (p < 0.05, not corrected for multiple
comparisons), grey lines represent individual responses.

AEP OddBall (MMN)

The MMN response was the strongest at electrode Pz, shown in Figure 12. At 200 ms,
the expected negative differential between the standard and deviant ERPs was observed
with an amplitude of 2 nV and was also present at electrode T8 with a similar amplitude.
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Figure 12. Grand average mismatch negativity (MMN) waveform at (left) Pz and (right) T8. Statis-

tically significant segments are highlighted in green, based on a t-test (p < 0.05, not corrected for
multiple comparisons).

VEP OddBall (P300)

The P300 response to a target visual stimulus was better observed at P4 at around
280 ms with an amplitude of 6 pV (Figure 13). In contrast, the P300 response at T8 only
peaked at 4 pV with that amplitude achieved at around 250 ms from the onset.
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Figure 13. Grand average P300 waveform at (left) P4 and (right) T8. Statistically significant segments
are highlighted in green, based on a t-test (p < 0.05, not corrected for multiple comparisons).

EOG (Blinks and Saccades)

While not cortical in origin, EOG responses to blinking and saccade movements were
also assessed as possible inputs for BCI applications. EOG responses are naturally more
prominent at frontal scalp electrodes such as Fp1 and Fp2, as they are near the eye muscles
responsible for these movements. In our scalp-EEG validation analysis, we considered F3
and F4 as approximate locations for Fp1 and Fp2.

Figure 14 shows the peak-to-peak EOG amplitude at electrode F3 for hard blinking
(8 mV) and soft blinking (1.5 mV) for an example subject, with a lower absolute peak-to-
peak EOG amplitude at T8 (but a similar soft/hard ratio).
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Figure 14. EOG amplitudes for soft and hard blinks in an example subject recorded at E3 (left) and

T8 (right).

Figure 15 shows the saccade profiles in different directions. The saccades were assessed
at around 200 ms after stimulus onset, where the separation between directions is greatest.
Between T7 and T8, it is possible to see a 10 pV difference between the right (blue trace)
and left (green trace) saccades, with their polarity inverting, depending on the side of the
sensing electrode. The vertically oriented saccades are less differentiated, with only around
2 pV amplitude separating their traces.
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Figure 15. Grand average saccade profiles in the four cardinal directions, at T7 (left) and T8 (right).

2.2. Ear-EEG Phantom—Design and Validation

A physical test bench to evaluate ear-EEG devices was developed. The basis for
the prototype was similar to the most common type of EEG phantoms: a mold that
creates the proper shape, is fit for use with an ear-EEG device, and can be filled with a
conductive mixture.

In contrast to most common EEG phantoms, this work focused on developing a
compact design solely focused on the ear anatomy instead of a complete head-shaped
phantom. We also set out to create a modular ear section for the mold, allowing for testing
different ear form factors without having to rebuild an entirely new mold, as well as having
a way to secure the signal antennas in place during the setting process of the filling material.

The phantom was designed using the Fusion 360 computer-aided design (CAD)
software and then exported as an .st! file for 3D printing. The base design is an 18 cm
modular cylinder split into two parts along its length with open ends. The bottom half has
two longitudinal railings where the top fits, leaving two round holes centered in the middle
for inserting antennas. The cylinder sides can then be closed with the lids. The top has two
square openings for pouring of the conductive mixtures. A 0.1 mm gap was used for all
fitting parts to account for the 3D printing resolution. The rendered prototype is shown in
Figure 16, and the phantom prototype’s full dimensions are presented in Appendix B.

The inside of these lids can then accommodate the outer ear canal and concha shape to
create an imprint on the material inside, where an ear-EEG device can be placed for testing.
The current methodology used ear canal scans by a professional audiologist, digitally
scanned on-site, and delivered as an .st! file (as shown in Figure 17), which can be imported
as a mesh to Fusion 360 and easily fused with the lid mesh by using the Mesh Menu - Modify
- Combine - Join Operation.
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Figure 16. CAD drawings of ear-EEG phantom mold casing. Closed render of the mold (left).
Exploded render of the mold (right).

Figure 17. Outer ear scans (blue: left ear, red: right ear) from an example subject shown in elevation
(left) and plan (right) view. The scans were obtained by an expert audiologist and digitized as
.stl files.

Ear canal scans were centered on the lid’s mesh with the concha cymba outline parallel
to the mesh'’s top /bottom. Meshes intersected to an adequate depth as long as the ear canal
and concha structures were visible and protruding, similar to Figure 18.

e

Figure 18. Example of a left ear scan being centered and oriented with the phantom’s lid mesh.
Different views of the alignment and depth of the ear mesh and the lid mesh into a single rendered
object are shown below.

W11

The ear-EEG phantom prototype was 3D-printed on a Prusa i3 MK3 3D printer using
polylactic acid (PLA). PLA was chosen due to its ease of use, fast printing times, affordability,
non-warping nature, and lack of post-processing requirements. The printing settings on the
Prusa software were set to a 0.15 mm QUALITY printing resolution, using Prusament PLA
filament with a default structural infill of 15%. The software automatically added necessary
support structures where required. The combined printing time of the phantom body and
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lids was approximately 33 h. To minimize difficult-to-remove supports, the cylinder halves
were printed vertically. If the phantom’s form-fitting factor needs to be changed, printing
just a set of lids with the ear impression takes only 6 h. Figure 19 shows the different
modular parts after printing and support removal.

Figure 19. Disassembled ear-EEG phantom: bottom half (yellow), top half (white), and two lids with
a left and right ear imprint from one of the test subjects.

2.2.1. Phantom Assembly and Bulk Materials

To assemble the phantom, the antennas (pair of 3.5 mm AUX cables) were adjusted to
fit the diameter of the cylinder holes by inserting one side of each cable inside PVC tubing
and sealing it with duct tape. The cables were placed on the bottom half, then joined by the
top and the lids with ear imprints on the side, holding the prototype together. Three strips
of plumbing tape were used on the railing fittings, cables, and inner circumference of the
phantom lids to prevent leaks, as in Figure 20. The phantom could then be filled with a
conductive substance.

Figure 20. Ear-EEG phantom assembly—antennas and railing fittings were sealed with tape.

Here, three materials were tested with our design: agar doped with salt, BG doped
with salt, and silicone doped with carbon fiber (CF), as a non-perishable option.

Agar
Agar is a gelatinous vegan substance derived from certain types of seaweed, making a
stable gel structure when cooled down after being boiled. An agar phantom can be created
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by mixing agar, water, and salt to produce the recommended weight percentages of 4% and
0.5% for agar and salt, respectively, as per Equation (4) [9]:

A _ o, _ 8
{A+w+5_4.0/0 N {A—mw @
A+§x/+s =0.5% 91

where A is the weight of agar, s the weight of salt, and w the weight of water.

The phantom was estimated to have a capacity of 700 mL (equivalent to 700 g of
water). By substituting w for that value in the above equations, we obtain the necessary
quantities of 30 g of agar (Hoosier Hill Farm, €10.20 for 115 g from Amazon) and 4 g of salt,
rounded up to the nearest unit. The mixture was prepared as follows:

1. Boil 700 mL of regular tap water (or deionized water)

2. Add 30 g of agar slowly while stirring the mixture

3. Add 4 g of table salt while stirring until no granules are present (keep mixing while
letting it cool down at room temperature for 10 min)

4. Pour the mix into the assembled phantom through the top vents until the liquid
reaches half the vent’s height and let it sit in a refrigerator until it fully solidifies
(minimum 2 h, preferably overnight)

The resulting agar-based phantom is shown in Figure 21, left.

Ballistic Gelatin (BG)

BG is a common material used for making EEG phantoms, typically consisting of
cattle/pork gelatin. Various weight percentage combinations of both gelatin and NaCl
are shown to be an appropriate conductive medium [16]. Due to the limited accessibility
of gelatin bulk powder (YouHerbIt 240 Bloom, €20.00 for 350 g of powder from Amazon),
values within the middle range of the above were used, with a 15% weight percentage of
gelatin and 8% weight percentage of NaCl, which yield Equation (5):

{Bcﬁ = =150% {BG =Buw -

s _ Qo _ 8
BG+w+s = 8% 5= W

The same steps as for agar were followed to prepare the gelatin solution, with 140 g of
gelatin powder mixed with 70 g of salt in 700 mL of hot (not boiling) water. Unlike agar,
gelatin is better mixed at a lower temperature to prevent the formation of air pockets.

The resulting BG-based phantom is shown in Figure 21, right.

31



Sensors 2024, 24, 1226

Carbon Fiber-Doped Silicone (CF)

A non-perishable phantom that can maintain signal integrity indefinitely was also
envisioned, as the aforementioned organic materials tend to deteriorate over time.

Conductive fillers have been tested to make silicone rubbers conductive, with carbon
fibers found to be the most effective even at a 0.5% weight percentage measuring a 2 k()
resistance. Increasing to 1% further lowered the resistance to 200 (2, and higher percentages
gave similar resistances, indicating that the percolation threshold (filler concentration at
which a conductive network is fully established) was reached [29].

A step-by-step approach for doping the silicone was followed [30], which used the
following materials:

e Chopped carbon fibers, 3 mm in length, €30.00 for 500 g from Amazon
e Two-part A/B system platinum-curable silicone, mixing ratio of 1:1, €23.00 for 630 mL
from Amazon (two were required for the phantom)

The silicone was estimated to have a density of 1.11 g/cm?3. Various carbon fiber weight
percentages were tested according to Equation (6) to establish a percolation threshold:

CF
CF+S
where CF is the weight of carbon fibers and S is the weight of silicone. It was observed
that when the weight percentage of CF exceeded 1.0%, the mixture became too dense
and unsuitable for molding with the current mixing methods. Therefore, only CF weight
percentages of 0.5% and 1.0% were considered and prepared according to Equation (7):

= X% (where X = 05,1.0,1.5,2.0 ...) 6)
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CF = 35, for X =05%
CF=g, for X =1.0%

This non-perishable phantom was ultimately made for a CF weight percentage of
1.0%, with 8 g of carbon fibers (rounded to nearest unit) being used for a total of 700 mL of
silicone, following the next steps [30]:

1. Measure 8 g of carbon fibers into a disposable cup (use a mask and gloves when
handling carbon fibers)

2. Wet the carbon fibers with a small amount of rubbing alcohol, spread them around,
and let it almost entirely evaporate (to release strands of hair that surround the
carbon fibers)

3. Add the carbon fibers to 350 mL of part A silicone and mix thoroughly until the
mix presents a grey/blueish tint (an electric mixer with a wider spatula attachment
was used)

4. Add 350 mL of part B silicone and keep mixing for up to 25 min until it reaches the
same tint

5. Pour into the phantom casing equally through each vent and let cure for 6 h.

To characterize the conductivity profiles of our chosen materials, fine strips of each
material (30 x 10 x 2 mm) were prepared specifically for conductivity testing. Both ends of
each sample were coated with conductive silver ink and the standard two-wire method was
employed to measure the resistance across the sample. The conductivity of each sample
was then calculated according to Equation (8):

A
{g:; “ T RxA ®

where p is the material resistivity, R is the measured resistance, A is the area of the cross-
section of the sample, and L is the sample’s length. ¢ is the material’s conductivity as the
inverse of resistivity. The measured conductivity values for each material are listed below
in Table 1.
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Table 1. Electrical conductivity (Siemens per meter) for samples of agar, BG, and CF-doped silicone
(1%) as the proposed materials for the ear-EEG phantom.

Conductivity [S/m]
Agar 0.309
BG 0.918
CF (1%) 14.035

While the sample preparation for the CF-doped silicone samples was successful, the
mixing method employed was not suitable for a homogeneous distribution of carbon
fibers in the larger phantom mold. This resulted in the creation of conductive (darker)
and non-conductive (translucent, low to no carbon fibers) areas, as illustrated in Figure 22.
Therefore this material was omitted from further testing.

Non-conductive Zone
Null or low concentration
of carbon fiber

Figure 22. CF-doped silicone ear-EEG phantom—the lack of conductive homogeneity is highlighted
on the right, with conductive and non-conductive zones visible.

2.2.2. Ear-EEG Phantom Testing Protocol and Setup

The agar and BG phantoms were tested over eight days, alternating daily for a total of
four sessions each (i.e., “Day 4” is the last testing day per phantom), and refrigerated while
not in use (4 °C). All phantoms were made using ear scans from the same subject such that
the same pair of EEG earbuds could be used across all tests.

The phantom was first weighed without the side lids and with the AUX cables stacked
on top. The antennas were connected to a signal generator, simulating a 10 Hz (alpha band)
100 mV square wave. The oscilloscope probe was jammed in the side of the phantom to
measure the signal through the material alone and test for the material’s integrity. Then,
both earpieces were inserted, and electrode contact impedances were measured using
an analog impedance meter (D175, Digitimer), capable of measurement values up to
50 k). The impedance meter’s reference electrode was connected to electrode Ex1. The
oscilloscope probe was then connected directly to each electrode to visualize the simulated
signal, which allowed us to test if any electrode was not functioning or had a diminished
signal amplitude compared to the one measured through the material. To simulate an
ear-EEG acquisition, the earbuds were then connected to an OpenBCI Cyton amplifier
(8 channels, 250 Hz sampling rate, 24-bit ADC) and connected as per the recommended
setup [31]. Ex1 was assigned to the bottom SRB2 pin (reference), and Ex2 was assigned to
the bottom BIAS pin (noise-canceling) a priori. The remaining electrodes were connected
in ascending order to the bottom N1P to N6P analog input pins (Ex3 is N1P and Ex8 is N6P
on the board). Impedance values were also rechecked through the OpenBCI GUI Then, 20
s recordings were obtained through the amplifier on each ear, with a gain of 24: a recording
with the simulated wave and an acquisition with no signal to assess the recorded noise
floor at each electrode, both offline bandpass-filtered between 0.3 and 100 Hz.
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The protocol was repeated after applying conductive paste (Ten20) to each ear elec-
trode. The testing setup is illustrated in Figure 23.

The RMS noise floor was calculated and the alpha simulation SNR was calculated
(with 1% confidence) as per Equation (2).

Oscilloscope

Signal Generator

UL

OpenBCIl GUI
%

100mV 10Hz Square Wave

OpenBCI Cyton
Amplifier

Figure 23. Schematic of testing setup of the proposed ear-EEG phantom.

2.2.3. Phantom Integrity and Durability

When measuring the signal through the phantom, it is important to track the usability
of this tool over time. This was achieved by monitoring the net weight of each phantom
and measuring the input signal through the medium over several days.

Table 2 shows that by Day 4, the agar and BG phantoms lost no more than 10 g in
weight (with a higher percentage loss in the agar). The reason for this weight loss can be
attributed to the evaporation of water in both materials.

Table 2. Measured mass (g) of the agar and BG ear-EEG phantoms over the testing days.

Day 1 Day 2 Day 3 Day 4
Agar 855 851 850 845
BG 963 959 958 956

Table 3 shows the measures of signal integrity for each phantom over a one-week
period. The agar phantom suffered the most significant amplitude loss, decreasing from an
initial amplitude of 100 mV to an amplitude of 36 mV by day 4. The BG phantom signal
reduced by 50% of its initial amplitude of 80 mV to 40 mV due to the drying of the material.
Note, the phantoms endured extensive pilot testing before the first day of measurements
and thus, were kept in sub-optimal refrigerating conditions, leading to the observed drying
of the materials.

Table 3. Measured signal amplitude (mV) at the sides of each ear-EEG phantom directly through the
material as a measure of signal integrity on agar and BG.

Day 1 Day 2 Day 3 Day 4
Agar 44 40 40 36
BG 80 52 52 40
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2.2.4. Electrode Impedance

Figure 24 shows an example of electrode contact impedances (measured via the
OpenBClI Cyton board and validated via the analog impedance meter) for wet- and dry-
electrode conditions taken during the agar phantom’s second day of recordings. Impedance
measurements show a clear improvement across electrodes when applying conductive
paste to the electrodes, reliably bringing the impedance under 10 kQ2, which is an acceptable
level for EEG recordings (the same effect happened for BG measurements, with overall
lower values than agar). From these data, we can see that channels ER3, EL3, EL7, and EL8
did not achieve suitable impedances in the dry-electrode condition, with values greater
than 50 k(), indicative of no or very poor electrode contact. This effect was consistent across
testing sessions (suggesting ER4 as a better channel than ER3 for dry recordings, at least on
this specific subject). However, applying conductive paste to these electrodes reduced the
impedances to a suitable level.
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Figure 24. Contact impedance measures (kQ)) for the agar ear-EEG phantom for wet- and dry-
electrode conditions (taken on Day 2 of testing). * indicates electrodes that surpassed an impedance
of 50 k() in the dry condition.

2.2.5. Noise Floor Measurements

As with the impedance measurements, noise floor measurements (without the simu-
lated input signal) greatly benefited from the use of conductive paste on each electrode. As
seen in Figure 25, applying conductive paste to the electrodes lowered the noise floor close
to or under 1 pVrms across all channels. These observations indicate that the electrode
material and shape are adequate for wet-electrode recordings. Comparing the left- and
right-ear results in the dry condition, we would predict that the left ear is more prone to
noise (with RMS values on the order of hundreds of nV) when compared to the right-ear
electrodes, suggesting better performance in the right earpiece of this particular subject.
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Figure 25. Noise floor measures (1Vrms) for the agar ear-EEG phantom for wet- and dry-electrode
conditions (taken on Day 2 of testing). * indicates electrodes that surpassed a noise floor of 50 uVrms
in the dry condition.
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2.2.6. Alpha-Wave Simulation

When simulating a known signal into the phantom through the two antennas, the
10 Hz input signal (to simulate alpha-band activity) was successfully recorded at all ear
electrode sites on Day 1 of testing in agar and BG. As expected, the modulation SNR was
higher in the ear canal electrodes (e.g., ER8), as they are further away from the within-ear
reference (ER1) than, for example, ER3 or ER4.

In Figure 26, the resulting alpha modulation spectra at ER8 are present, with clear
peaks at the 10 Hz and 30 Hz odd harmonic frequencies that compose the square wave.
The noise floor of the spectra resembles what would be expected from an EEG recording,
although that was not always the case in the following days of testing when the agar or BG
phantom noise floor readings started to increase. Nonetheless, the phantom antenna signal
delivery and materials proved effective in simulating a given neural signal, and for this
purpose, provide a feasible validation framework.

—Dry Agar
—Wet Agar |

Power (dB)

0 5 10 15 20 25 30 35 40
Frequency (Hz)
Figure 26. Power spectrum (dB) showing the synthetically generated alpha wave (10 Hz input signal)
recorded using a custom ear-EEG device (electrode ER8) for the agar and BG phantoms in dry-and
wet-electrode conditions.

3. Results: Toolkit Use Case: Validation of an Ear-EEG Sensor
3.1. Ear-EEG Devices and Setup

The tested ear-EEG devices were developed by industry partner Segotia and fabricated
by a third-party vendor (Figure 27). Each earbud was custom-fit to the participant’s ear
(five subjects total, age avg. 36.2 £ 10.6 std.), based on a wax mold of their outer ear taken
by a professional audiologist. This mold was scanned and digitized as an .st! file, digitally
rendered into a discrete earbud form factor, and 3D-printed at a very high quality. On the
external side, the earbud boasts an earphone insertion vent for sound delivery.

nsertion vent

Figure 27. EEG earbuds developed by Segotia. Internal side of the tested earbuds (left). External side
of the tested earbuds (right). Senors are numbered in order of signal channel acquisition 1-8.
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Each earbud contains eight 2 x 1 mm sintered Ag/AgCl disc electrodes by Easycap
GmbH, Germany (Figure 27). One is located in the concha cymba area (1), four around
the concha cavum (2-5), one near the antitragus (6), and two inside the ear canal (7 and 8)
oriented in the posterior and anterior directions, respectively. Thin wires were welded to
the electrodes, which exit the earbud near electrode 6. The electrode cabling was carefully
color-coded for connecting to the amplifier (see Figure 27, left).

The ear-EEG data were acquired under wet- and dry-electrode conditions, simulta-
neously with conventional wet scalp-EEG using the same amplifier to provide a direct
comparison with our scalp-EEG benchmark. However, since this amplifier only supports 24
recording channels outside the CMS and DRL, four scalp channels (F3, F4, P3, P4) from the
control group were disconnected to accommodate all ear-EEG electrodes on the amplifier.
The resulting ear- and scalp-EEG electrode configurations used are shown in Figure 28.
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Figure 28. Ear- and scalp-EEG electrode configurations color-coded as in Figure 27. Electrode
is replaced by L or R to indicate the left or right ear,

u
X

numbers are provided in the legend, where
respectively.

The EEG earbuds were strapped to the participant’s back and shoulders. The ear-EEG
cabling was taped to the cap with skin-safe tape and connected to the amplifier, as seen in
Figure 29.

Figure 29. Ear- and scalp-EEG setup for side view (left) and posterior view (right).
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A small amount of conductive electrode paste (Ten20) was used for wet-electrode
ear recordings. Subjects inserted the earpieces themselves in a way that was snug and
yet comfortable. Ear electrode impedance was generally too high or immeasurable by the
Streamer software, and as such was not assessed. For the ear-EEG recordings, the lowest
volume setting from the validation group was adopted for all subjects.

The same data preprocessing and statistical analysis were applied to the ear-EEG data
as before. To identify the optimal ear-EEG re-referencing strategy, the following reference
configurations were systematically tested:

e  Cz: standard central scalp reference

e T8: scalp reference closer to the ear

e ER3: within-ear reference (e.g., relative to ER8) and between-ear reference (e.g., relative
to EL8).

3.2. EaR-P Lab for Ear-EEG Validation

This section presents the ear-EEG data obtained for each of the EEG validation
paradigms (using wet-electrode recordings), demonstrating how this tool can be used
to assess novel ear-EEG devices.

3.2.1. Alpha Block

Figure 30 shows the grand average alpha power at ER8/ELS for different ear-EEG
reference configurations. Alpha modulation was 3.7 dB for the Cz reference, approximately
3 dB lower than the scalp-EEG benchmark taken at Oz. Re-referencing to T8, closer to the
ear, alpha modulation decreases to 3.1 dB. Using a within-ear and between-ear reference
resulted in lower modulation values of around 2 dB.
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Figure 30. Grand average alpha modulation (wet ear-EEG) at ER8/ELS for different referencing
configurations. Omitted results are not significant based on a t-test (p < 0.05).

3.2.2. ASSR

The ASSR SNR at ER8 (Figure 31) for the Cz reference had an average value of 7.9 dB, a
decrease of 1.5 dB relative to the scalp-EEG benchmark. Comparing the scalp and ear-EEG
reference strategies, we see that the SNR is 1.2 dB higher for the within-ear ER3 reference
over the temporal T8 site.
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Figure 31. Grand average ASSR responses (wet ear-EEG) to a 40 Hz AM auditory stimulus at
ERS8/ELS for different referencing configurations. Omitted results are not significant based on an
F-test (p < 0.05).

3.2.3. SSVEP

The SSVEP measured at ER8 had an SNR of 6.4 dB and 5.9 dB when referenced to Cz
and T8, respectively. This was much lower than the scalp-EEG benchmarks of 11 dB and
7.5 dB measured at Oz and T8, respectively. However, in-ear measures using the within-ear
and between-ear referencing configurations were not significantly greater than zero, even
for other in-ear electrodes (Figure 32).
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Figure 32. Grand average SSVEP responses (wet ear-EEG) to a 10 Hz visual stimulus at ER8/ELS8 for
different referencing configurations. Omitted results are not significant based on an F-test (p < 0.05).

3.2.4. AEP

When referenced to Cz, the AEP response at electrode ER8 displayed a significant N1
component (albeit inverted) with an amplitude of around 6 nV for wet-electrode ear-EEG
recordings. Referenced to T8, the N1 component was diminished but significant, with a
peak amplitude of around 2 pV (Figure 33).
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Figure 33. Grand average AEP waveform (black line, wet ear-EEG) at ERS referenced to Cz (left) and
T8 (right). Statistically significant segments are highlighted in green, based on a t-test (p < 0.05, not
corrected for multiple comparisons). Grey lines represent individual responses.

For the ear reference analysis (Figure 34), only the between-ear configuration measured
at EL8 showed a significant N1 component with an amplitude of 1 pV.
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Figure 34. Grand average AEP waveform (black line, wet ear-EEG) at EL8 referenced to ER3.
Statistically significant segments are highlighted in green, based on a t-test (p < 0.05, not corrected
for multiple comparisons). Grey lines represent individual responses.

3.2.5. VEP

The VEP waveform measured at Oz for the scalp-EEG benchmark was not evident
near the ear at T8. For ear-EEG data, the VEP waveform was visible when using both the
Cz and T8 referencing configuration, with amplitudes of around 4 and 2 1V, respectively
(Figure 35).
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Figure 35. Grand average VEP waveform (black line, wet ear-EEG) at ER8 referenced to Cz (left) and
T8 (right). Statistically significant segments are highlighted in green, based on a t-test (p < 0.05, not
corrected for multiple comparisons). Grey lines represent individual responses.

For the ER3 reference, only the between-ear configuration resulted in significant
deflections in the VEP waveform, showing a 200 ms component with an amplitude of 1 nV
(Figure 36).

40



Sensors 2024, 24, 1226

EL8 (referenced to ER3) - wet

N

Amplitude (uV)
o

2 : .
-100 0 100 200 300 400 500
Latency (ms)

Figure 36. Grand average VEP waveform (black line, wet ear-EEG) at EL8 referenced to ER3. Sta-
tistically significant segments are highlighted in green, based on a f-test (p < 0.05, not corrected for
multiple comparisons). Grey lines represent individual responses.

3.2.6. AEP OddBall (MMN)

Significant MMN responses were observed at ER8 for both the Cz and T8 referencing
configurations, with the deviant response being more prominent in the former (Figure 37).
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Figure 37. Grand average MMN waveform (wet ear-EEG) at ER8 referenced to Cz (left) and T8

(right). Statistically significant segments are highlighted in green, based on a t-test (p < 0.05, not
corrected for multiple comparisons).

For within-ear and between-ear referencing, no significant components resembling an
MMN response were found.

3.2.7. VEP OddBall (P300)

The greatest observed difference between the target and standard VEP waveforms was
a negative deflection at a latency of around 350 ms for Cz (5 nV) and T8 (2 nV) referencing,
suggesting a later onset for this component than that observed on the scalp (Figure 38).
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Figure 38. Grand average P300 waveform (wet ear-EEG) at ER8 referenced to Cz (left) and T8 (right).

Statistically significant segments are highlighted in green, based on a t-test (p < 0.05, not corrected
for multiple comparisons).

For within-ear and between-ear referencing, no significant components resembling a
P300 response were found.

3.2.8. EOG (Blinks and Saccades)

Examining EOG blink ratios, the ER3 reference resulted in a blink ratio about 1.5 times
higher than the scalp references near the ear, with diminished results for the between-ear

configuration at EL8. The best ratio was obtained for the within-ear reference, with a blink
ratio of 3 (Figure 39).
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Figure 39. EOG amplitude ratio for soft and hard blinks (wet ear-EEG) for different reference
configurations.

Saccade profiles at ER8 were maintained for each of the different eye directions,
with greater amplitudes observed for the Cz reference, but better differentiation when
referencing to T8 with a 10 nV difference between up and down saccades (Figure 40).
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Figure 40. Grand average saccade profiles (wet ear-EEG) in the four cardinal directions at ER8
referenced to Cz (left) and T8 (right).

For within-ear referencing, the vertical saccade plane presents a better differentiation
of 3 to 4 nV, while referencing between ears resulted in a greater amplitude difference
between right and left saccades (the vertical saccades present the same profile, Figure 41).
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Figure 41. Grand average saccade profiles (wet ear-EEG) in the four cardinal directions at ER8
referenced within-ear (left) and between ears (right).

3.3. Reassessment of Dry Ear-EEG ASSR Data

The ear-EEG phantom results suggest that the ER4 electrode has better connectivity
to the ear than ER3, which was previously selected as a reference, for the live ear-EEG
recordings. Figure 42 shows a direct comparison of the ASSR dry data (most relevant
auditory paradigm) reanalyzed with ER4 as a reference for this single subject that was used
for molding the phantom. The suggested electrode ER4 from the phantom improved the
SNR at ER8 (and the other electrodes) by about 2.3 dB, demonstrating how the phantom can
be used to predict improved performance of ear-EEG devices without the need to conduct
testing on a live subject.
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Figure 42. Reassessment of dry-electrode ear-EEG ASSR data for the subject used in the construction
of the ear-EEG phantom. Data were re-referenced from ER3 (original reference) to ER4 (better
electrode proposed by the phantom), resulting in an increase in SNR.

4. Discussion

Ear-EEG devices are an active field of research and development with potential to
disrupt the way in which brain activity can be factored into daily life. We can expect
an increase in new applications, form factors, and sensor technology as the field grows.
Currently, there is scientific evidence to support the use of ear-EEG [20,21] and we set
out to provide a set of tools that could benefit further testing and characterization of ear-
EEG devices. Our approach was to develop a validation toolkit that would enable the
characterization of ear-EEG devices from hardware to neural signal acquisition.

We developed an EEG acquisition application based on nine commonly-used EEG
paradigms: EaR-P Lab. Our validation results indicate that EaR-P Lab can indeed be used
to elicit the expected neural responses from scalp-EEG recordings. When evaluating these
responses from the perspective of near-ear electrode locations such as T8, we observed
that VEP responses were the most affected, indicating that ear-EEG may have a limited
capability for more visually-driven appellations.

We also developed an EEG phantom suitable for evaluating ear-EEG sensors by
combining 3D scans of a participant’s ear impressions and 3D printing a mold to be
filled with conductive material. This allowed us to assess ear-EEG devices in terms of
their electrode contact impedance, noise floor, and acquisition of a known (synthetically
generated) signal. To the best of our knowledge, this is the first EEG phantom dedicated
for ear-EEG devices, as traditional head phantoms neglect the structures of the ear needed
for this type of detailed evaluation [7].

Our phantom development highlighted salt-doped agar as the best substrate material
for this purpose, with conductivity values equivalent to those reported in the literature
for whole-brain anatomy at 0.33 S/m [32,33]. While salt-doped BG and CF-doped silicone
were also investigated as potential material substrates, there were notable limitations with
these options.

BG showed a drastic decrease in signal transmission integrity across a week of test-
ing. This could be related to the storage conditions, highlighting the susceptibility of the
phantom to environmental conditions over time, which could hinder the repeatability of
results when evaluating ear sensors. While agar is also an organic and perishable material,
it showed a more stable performance despite being kept under the same storage conditions
as the BG phantom. To address the susceptibility to degradation over time, we investi-
gated the use a synthetic non-perishable material composition for the phantom by doping
platinum-cured silicone with carbon fibers. This approach, however, did not scale from the
prepared samples for conductivity testing to the larger ear-EEG phantom.

The mechanism by which carbon fibers turn silicone into a conductive medium is
different to that of salt-doped agar or BG. In the latter, salt fully dissolves in the medium,
creating a homogeneous conductive substrate, while in the former, carbon fibers disperse
in the silicone, creating conductive paths through heterogeneously mixed fibers. When the
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samples were small strips, this dispersion of carbon fibers was effective throughout the
volume; however, when a larger volume was used, the stirring method did not achieve
dispersion of fibers over the full volume. This led to patches of non-conductive silicone,
clearly visible in the final product. A more optimal mixing approach should be devised
in the future to ensure that the CF phantom is conductive throughout. It should be noted,
however, that the conductivity of this synthetic substrate is orders of magnitude larger than
that of real anatomical structures and the agar/BG substrates. As an alternative to silicone,
other commercially available synthetic ballistic gels could be considered (e.g., Perma-Gel,
INC. or Humimic Medical, TM). However, as these are based on a combination of mineral
oil and proprietary gellants, new methods to induce and control conductivity would need
to be developed.

We validated these tools using custom-fit ear-EEG devices developed in-house at
Segotia. Our results showed that the ear-EEG sensors were functional and EEG responses
were successfully recorded when using a scalp reference (Cz and T8). However, in-ear
and between-ear referencing configurations only showed significant EEG responses for
steady-state paradigms and alpha blocking (although diminished AEP and VEP responses
could also be seen). Further investigation is needed to identify the optimal referencing
configuration for each of these ERP paradigms, as it has been shown that this is crucial
for obtaining characteristic ERP responses [34]. However, this was not the scope of the
current study. Importantly, we could see clear EOG deflections using both within-ear
and between-ear reference configurations, which has promising implications for ear-based
BCI technologies.

We also demonstrated how the data obtained with our ear-EEG phantom—without
the need of a testing subject—could be used to select an optimal referencing location in
the ear and when applied to the actual ear-EEG recordings of the same tested subject, it
improved the SNR of the ASSR response.

Future work for our ear-EEG validation toolkit include improving the testing protocol
and the assessment of a generic ear canal for comparing different earpiece designs. Our
ear-EEG phantom methodology could also be improved in the future for studying how
real-world factors, such as gait, impact ear-EEG [35].

The presented ear-EEG validation toolkit is available to the scientific community via
the Open Science Framework (OSF) repository named “Brain Wearables: Validation toolkit
for Ear Level EEG sensors” (https://osf.io/2dxs4/). All future modifications to the Ear-
P Lab and the ear-EEG phantom developed by the authors will also be updated in the
referenced repository.

5. Conclusions

In this study, we set out to address the need for a comprehensive characterization tool
for ear-EEG sensors at the neural and hardware level. We presented a validation toolkit
composed of a desktop application (EaR-P Lab) for acquiring EEG data to nine cardinal EEG
paradigms relevant to the field of ear-EEG and a novel ear-EEG phantom for interrogation
of the sensor and hardware signal chain quality. To facilitate better characterization of
ear-EEG devices, our ear-EEG phantom is the first electrical phantom (designed based on
3D impressions of the human ear) to include the ear canal structures. These tools were
validated with traditional scalp recordings and bench-top evaluations before being applied
in a use-case study, which characterized the functionality of a custom-made ear-EEG device.

Through our use-case study, we demonstrated the utility of this toolkit for the char-
acterization of ear-EEG sensors and relating hardware level observations, such as sensor
placement and contact, to neural level outcomes, such as ASSR signal strength. To our
knowledge, this is the first publication where controlled testing through an EEG phantom is
applied to ear-EEG technology. By making this toolkit available through the Open Science
Framework, we hope to facilitate and accelerate future research on and development of
ear-EEG sensors and devices.
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Abbreviations

The following abbreviations are used in this manuscript:

EEG Electroencephalography

BCI Brain-Computer Interface

ERP Event-Related Potential

ASSR  Auditory Steady-State Response
SSVEP  Steady-State Visual Evoked Potential
AEP Auditory Evoked Potential

VEP Visual Evoked Potential

MMN  Mismatch Negativity

EOG Electro-Oculography

ISI Interstimulus Interval
BG Ballistic Gelatin
CF Carbon Fibers

Appendix A. EaR-P Lab Paradigms and Settings

This appendix outlines the testing sequences initialized by each button in the Main
Menu of EaR-P Lab.

Resting State

This test paradigm displays a white cross centered on the screen (Figure A1) for the
selected duration of time. This option was implemented to record resting-state EEG or any
custom test not readily provided by default in EaR-P Lab.

Auditory Steady-State Response (ASSR)

This test paradigm displays the same focus as Figure A1, while playing an amplitude-
modulated sound file for an ASSR test. The duration of the experiment is the same as the
duration of the sound file.
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Figure A1l. Focus cross utilized by the “Resting State”, “ASSR”, and “Alpha Block” paradigms.
Steady-State Visual Evoked Potential (SSVEP)

This paradigm consists of a flickering target like the one presented in Figure A2. The
target consists of a radial black and white pattern centered on a black background with a
diameter that is equal to the screen height. The flicker frequency and the duration of the
test can be adjusted in the “Settings” menu.

Figure A2. Target used for the “SSVEP” experiment in EaR-P Lab.

Alpha Block

This paradigm starts with onscreen instructions for the subject to press “SPACE” and
close the eyes. After a specified amount of time, there is a transition phase where an
artificially generated voice will warn the subject to open its eyes and look at the cross for
the same time as before. These instructions repeat one more time, so in total, there are two
phases with eyes closed and two with eyes open that alternate. At the beginning of each
phase, the specific markers seen in Figure A3 are also sent through LSL.

Transition
——

Keep your eyes X 2

closed!

1 1 1 1 N
T T T T 7
ec_start ec_end eo_start eo_end

Figure A3. “Alpha Block” paradigm functioning, with the markers that are sent at the start and end
of each phase.

Auditory Evoked Potential (AEP)

In this paradigm, a sequence of discreet auditory stimuli is played. The stimuli can
be self-generated tones of specific frequency and duration via PsychoPy or custom-made
sound files added to the EaR-P Lab source folder. The stimuli are separated by an adjustable
ISI, and each time the stimuli start, the “aep” marker is sent to LabRecorder. In order to
keep the subject engaged (to help avoid drowsiness while the test is running), the Inscapes
animation is also played in the background, as shown in Figure A4. This animation was
originally crafted to maintain children “engaged while minimizing the certain aspects of
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cognitive processing” [36]. The original sound was removed from the animation, and it
will loop back to the beginning until the test is finished.

Inscapes animation

: | —oee — : | >

aep aep aep aep aep aep

——
Stimulus
duration ISl

Figure A4. “AEP” sequence featured in EaR-P Lab.

Visual Evoked Potential (VEP)

This paradigm is similar to its auditory counterpart, with the default option of a shape
being displayed on-screen for a specified amount of time and ISI. Different versions of VEP
are possible to acquire through this paradigm. Flash VEP can be elicited where the screen is
black and flashes white for a specified duration. Two patterned stimuli, a checkerboard and
a dartboard (as shown in Figure A5), can be used for an onset-offset VEP or pattern-reversal
VEP (if the chosen ISI is set to zero). A “vep” marker is sent every time the on-screen
stimulus changes to a new one.

Other stimuli available:

- Checkerboard
- Flashes
- Simple shapes on grey
background
1 1 1 1 ] N
I ' Vép ' Vép 4
Mg
Stimulus ISl
duration

Figure A5. “VEP” button paradigm structure and options.

OddBall Paradigms

These paradigms are identical for visual and auditory modalities. The stimulus
sequence starts with 20 standard stimuli followed by a randomly generated sequence
of standard and target events, as depicted in Figure A6. The oddBall paradigm has a
fixed, non-modifiable, 80-20 configuration (i.e., the target stimuli appears at random with
a probability of 20%). For the auditory version of oddBall, similar to the regular “AEP”
sequence, the Inscapes movie is played in the background. Additionally, two rules are also
implemented during these paradigms, these being that there cannot be a succession of two
targets in a row (i.e., there is always at least one standard stimulus before and after each
oddBall) and that in the case there is a part of the sequence made up of eight standard
events in a row (excluding the first twenty events), the next event is compulsorily a target
stimulus. Markers for the “standard” and “target” as well as a marker for a “response” in
case of an active task (e.g., P300) are sent accordingly.
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Figure A6. “OddBall”-type paradigm sequence—example of visual oddBalls.

Electro-Oculography (EOG)

This paradigm is split into two parts: eye blinks and saccades. During the eye-blinks
phase, the subject is prompted to perform a total of four eye blinks, alternating between a
normal or “soft” blink and an intentional or “hard” blink. For each blink, the subject has a
three-second window that starts once “SPACE” is pressed, according to the instructions.
As shown in Figure A3, the “soft_blink_start”, “soft_blink_end”, “hard_blink_start”, and
“hard_blink_end” static markers are used to limit each blink window.

The next part of this paradigm is a “follow-the-dot” test, shown in Figure A7. Here,
a red dot starting in the center of the screen disappears and reappears at one of the four
main cardinal directions for the subject to follow to test for eye saccade amplitudes and
profiles. The dot jumps a distance equal to half the screen height for each saccade, is held in
that position for a specified duration, and returns to the middle during the ISI period. The
appropriate marker stating “top”, “right”, “left”, or “bottom” is sent when the dot moves
to the respective location. The static markers “follow_start” and “follow_end” also limit
this part of the coded “EOG” paradigm.

---- h
[l 1 1
T T T

} AN
left . ) top 4
Dot ISI
duration

Figure A7. “Follow-the-dot” phase of the “EOG” paradigm in EaR-P Lab.

Settings Menu

The “Settings” button opens up a secondary window (Figure A8) with different
boxes and options that control what happens and is shown in each paradigm mentioned
above. These settings range from the type of stimuli to the frequency of the SSVEDP, testing
durations, total trial number for the AEP/VEP paradigms, how many oddBalls until the
oddBall-type tasks are complete, and how many repetitions for each saccade in the EOG
test. Additionally, there is some information about how to proceed to add more stimuli to
EaR-P Lab, a disclaimer about the ISI for auditory paradigms, and a button to automatically
measure the angle of the saccades in the EOG task, dependent on the dimensions of the
stimuli presentation monitor used and the subject’s distance to said screen.
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Experimental Settings
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[ 3
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Save Settings

Figure A8. EaR-P Lab—Settings menu.

Markers Menu

Like the “Settings” menu, here a secondary window (Figure A9) is presented with
text boxes about each paradigm so that the user can set its delimiting markers for each
experiment. This feature is useful, for instance, to record the same type of paradigm within
the same .xdf file and to help with accurate data parsing. At the bottom of the window,
there is information about the static (meaning non-changeable in the GUI) markers used by
EaR-P Lab, as shown in the above paragraphs.

© Markers Settings - x
ASSR Start: ASSR End: SSVEP Start: SSVEP End: Alpha Block Start: Alpha Block End: EOG Start: EOG End
assr_start assr_end ssvep_start ssvep_end alpha_start alpha_end eog_start eog_end
AEP Start: AEP Endi VEP Start; VEP End: Auditory Oddball Start: Auditory Oddball En: Visual Oddball Start: Visual Oddball End:
aep_start aep_end \vep_start vep_end MMN_start MMN_end P300_start P300_end
General Start General End:
resting start resting_end

STATIC MARKERS

Alpha Block - Eyes closed: ec_start | ec_end || Eyes open: eo_start | e0_end

| AEPevent-aep VEP event - vep.

EOG Blinks - soft_blink_start | soft_blink_end | hard_blink_start | hard_blink_end

Oddball events - standard | target | response

Save Markers

EOG Follow-The-Dot - follow_start | follow_end | Dot positions: top - right - bottor - left

Figure A9. EaR-P Lab—Markers menu.

Appendix B. Ear-EEG Phantom Dimensions

This appendix section will illustrate the detailed dimensions and design drawings of

the ear-EEG phantom.
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Figure A10. Proposed ear-EEG phantom prototype dimensions—side view.
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Figure A11. Proposed ear-EEG phantom prototype dimensions—front view.
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Figure A12. Proposed ear-EEG phantom prototype dimensions—top view.
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Figure A13. Proposed ear-EEG phantom prototype dimensions—lids.
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Abstract: Magnetoelectric (ME) magnetic field sensors are novel sensing devices of great interest in
the field of biomagnetic measurements. We investigate the influence of magnetic crosstalk and the
linearity of the response of ME sensors in different array and excitation configurations. To achieve
this aim, we introduce a combined multiscale 3D finite-element method (FEM) model consisting of an
array of 15 ME sensors and an MRI-based human head model with three approximated compartments
of biological tissues for skin, skull, and white matter. A linearized material model at the small-signal
working point is assumed. We apply homogeneous magnetic fields and perform inhomogeneous
magnetic field excitation for the ME sensors by placing an electric point dipole source inside the head.
Our findings indicate significant magnetic crosstalk between adjacent sensors leading down to a
15.6% lower magnetic response at a close distance of 5 mm and an increasing sensor response with
diminishing crosstalk effects at increasing distances up to 5 cm. The outermost sensors in the array
exhibit significantly less crosstalk than the sensors located in the center of the array, and the vertically
adjacent sensors exhibit a stronger crosstalk effect than the horizontally adjacent ones. Furthermore,
we calculate the ratio between the electric and magnetic sensor responses as the sensitivity value
and find near-constant sensitivities for each sensor, confirming a linear relationship despite magnetic
crosstalk and the potential to simulate excitation sources and sensor responses independently.

Keywords: biomagnetic sensor; crosstalk; finite-element method (FEM); human head model; magnetic
fields; magnetoelectric effect; MRI data; multiferroic device; multiscale model; sensor array

1. Introduction

In the field of medical diagnostics, bioelectric measurements are commonly performed
on patients to investigate possible pathological disorders. Well-known applications of
this kind are the electrocardiogram (ECG) and the electroencephalogram (EEG), which
measure and evaluate the electric activities of the human heart and brain, respectively. To
perform them, electrodes are applied directly on the patient’s body and the electric potential
generated by the heart or brain activity is measured on the surface of the skin. While
electrical measurements such as ECG and EEG are of the utmost importance and allow
physicians to gather valuable vital information on a patient’s health with cost-effective and
widely available machines and with high temporal resolution, they do have drawbacks
as well, leading to increasing interest in measurement applications based on the magnetic
sensing of biological signals. As an alternative or complementary measurement technique
to bioelectric signals [1], biomagnetic signals can also be measured with appropriate sensing
devices such as fluxgate magnetometers [2,3], optically pumped magnetometers [4], SQUID
systems [5], and magnetoelectric (ME) magnetic field sensors [6-9].

In current clinical and research applications, SQUID sensors are used as the gold
standard for magnetic measurements down to the femtotesla (fT) range, enabling their
use in applications such as magnetoencephalography (MEG) [5,10]. Multi-channel SQUID
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magnetometers with helmet-shaped dewars have the ability to cover several head regions
and reduce measurement times simultaneously [5], and state-of-the-art devices achieve a
noise spectral density of approximately 3 fT/ Hz!/2[11], allowing their efficient and precise
application in MEG.

While SQUIDs are still the sensing device of choice for many applications due to their
extremely high sensitivity, ME sensors were recently shown to be promising in highly
versatile and novel applications ranging from automatic real-time magnetic localization of
an ultrasound probe [12], to magnetic detection of positions and orientations of deep brain
stimulation (DBS) electrodes in patients [13], to magnetic motion analysis for swallowing
detection in individuals suffering from dysphagia [14]. Crucially, measurements in the
operation room or even wearable solutions could be possible with ME sensors for appli-
cations such as the detection and orientation of DBS electrodes or swallowing detection,
which are currently not feasible with SQUID systems.

Even outside the scope of biomagnetic sensing, ME devices have the potential for
a variety of applications, such as energy-efficient memory [15,16], antennas and energy
harvesting [17,18], electric current sensing [19], and automotive applications [20]. Lastly, as
opposed to many other magnetic sensing systems, ME sensors also offer the potential for
room-temperature, passive and unshielded operation [9,21]. In this work, we demonstrate a
combined multiscale 3D finite-element method (FEM) model including several ME sensors
in different array configurations and a detailed anatomical human head model based on
MRI data. Previous investigations report simplified spherical or realistic anatomical head
models and magnetic field calculations for specific applications such as the EEG or MEG
forward problem. Extremely detailed models on EEG and MEG applications exist, which
even consider how the movement of the brain inside the cerebrospinal fluid relative to the inner
skull due to subjects’ changing body position can affect mesh generation [22,23]. However,
the respective sensor systems for such applications are often not jointly evaluated at all, or
simplified to point [24] or circular magnetometers [25]. However, ME sensors are not of
a negligible size and their geometry plays a role in the sensitivity of measurements [26].
Therefore, the study framework presented in this work is necessary to simulate sensors
and the head or throat in a single FEM model. In this case, we focus on the head, as the
simulation framework is known from previous MEG cases, and we significantly extend this
framework by integrating the sensors in the simulation. The key novelty of this approach is
the complete integration of an MRI-based head model with a fully coupled ME sensor array
model and its physical properties. This enables us to evaluate the mechanical, electrical, and
magnetic behavior of the magnetoelectric sensing devices in a variable array configuration.
Additionally, the inclusion of further components such as operation instruments could be
added to the simulation framework.

With this extensive model, we aim to investigate the response of ME sensors to
different excitation mechanisms such as homogeneously applied external magnetic fields
and a dipole source inside the human head. We also evaluate the concept of magnetic
crosstalk between adjacent ME sensors in the different array configurations, which is based
on the high-permeability material utilized in the magnetostrictive layers of the devices.
This crosstalk can lead to adverse sensing performance based on the location of each sensor
inside the array, the distance to adjacent sensors and the excitation source, and the method
of excitation (i.e., homogeneous vs. inhomogeneous excitation). Lastly, we calculate the
ratio between electric sensor response and the magnetic flux density for each individual
sensor in order to determine whether the separability of effects is visible in our combined
FEM simulation, as expected for a linear model. While the inclusion of nonlinear effects
due to magnetic material properties or secondary currents induced in the head requires a
combined model, determining a simple linear relationship between the magnetic sensor
excitation and the electric response justifies the investigation of excitation sources and
sensor responses in separate models. This greatly reduces computational requirements,
allows for higher resolution meshing, and enables arbitrary combinations of separately
developed source and sensor models.
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Figure 1 visualizes the concept of the simulations presented in this work. In (a), we
illustrate a clipped view of the head model with its tissue regions of skin, skull, and white
matter, as well as the point dipole located in the latter region. (b) demonstrates an electric
current point dipole source inside the head inducing the propagation of an inhomogeneous
magnetic field. This magnetic field propagates through the head, into the surrounding air
environment, and becomes the excitation source for the ME sensor array. The individual
sensors within the array can display vastly different responses to this excitation based on
the previously mentioned parameters, which we aim to systematically investigate and
discuss throughout this work.
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Figure 1. (a) Clipped view of the human head with its tissue regions of skin, skull, and white matter.
The white matter region contains an electric current point dipole source—as would be obtained with
a deep-brain stimulation electrode—which creates an electromagnetic field. This field propagates
through the tissues of the head, through the air environment, and into the ME sensor array. Shown
in (b) are the magnetic flux density norm on the head’s surface with corresponding vector arrows
and, based on this propagating magnetic field as the method of excitation, the electric response of an
adjacent ME sensor array with 15 sensors. The sensors are located at a distance of 1.5 cm from the
head and a distance of 1 cm between neighboring sensors. The resulting absolute potential on the
surface of each individual piezoelectric layer is shown.

Our study is divided into the following sections. Section 2 offers insights into the setup
and geometries of the separate ME sensor and human head models and their merging into
a joint multiscale 3D FEM model. We also describe our simulation method and variations
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within the model that are relevant to our investigation, as well as the process of obtaining
the head model from raw MRI data. In Section 3, we showcase the results of magnetic field
excitation and propagation, as well as the ME sensor array behavior for different excitation
and array configurations. We highlight the magnetic and electric effects of the sensor
response and investigate the magnetic crosstalk between adjacent sensors based on their
position in the array and the relationship between electric response and magnetic excitation
of the ME sensors. Lastly, Section 4 includes important discussion points of the obtained
results and concludes our work with an emphasis on major insights gained by this study,
as well as important implications for future research in the field of magnetoelectric sensors.

2. Models and Methods

The MRI-based human head model, the single ME sensor model, and the ME sensor
array model were developed and combined using COMSOL Multiphysics 6.1 with its
built-in solid mechanics, magnetic fields, and electrostatics interfaces. The software was used to
set up and perform 3D FEM simulations in the frequency domain with magnetic excitation
at the cantilever sensor’s physical resonance frequency of 848 Hz. The software pipeline
to process medical MRI data into the segmented 3D human head model, as well as the
working principle, geometry, and physical properties of the ME sensors, will be explained
in the following subsections. Lastly, we will describe the integration of both components
into the combined multiscale head and sensor model before moving on to the results
section of our study. We performed the simulations shown in this work using an Intel Xeon
E5-2697A v4 CPU with 64 cores at 2.60 GHz, 503.8 GiB RAM and Ubuntu OS 22.04.3.

2.1. MRI-Based Human Head Model

In order to create an approximation of the head and improve the previous spherical
model [27], MRI-based medical images were processed into a 3D FEM model of the human
head for this investigation. In the literature, there are now many open- and closed-source
databases from which to extract these types of medical raw data. The specific model
considered in this study is derived from the NY Head Model constructed by the Parra
Lab group at the City University of New York [28]. The segmentation data were obtained
by averaging three different MRI sources for various tissues: the brain is acquired from
the symmetric ICBM-152 v2009, non-brain tissues are extrapolated from the symmetric
ICBM-152 v6, and the lower portion of the head from [28]. The general model was based
and validated on four individual heads, whereby a precise FEM model was built for
each of them [29]. The final segmentation files after the averaging operation involve the
symmetric geometry of the entire head. This was taken into consideration due to the
symmetric properties exhibited by objects imported into COMSOL Multiphysics, which
can significantly reduce the computational cost of any simulations.

The provided dataset from [28] was processed and tissue regions for the skin, skull,
and brain were extracted. To process the .nifti segmentation files, two software programs
were used: MATLAB R2023b for creating closed and volumetric 3D objects, and 3D Slicer
5.2.2 for refining geometry operations. In particular, the iso2mesh 3D library in MATLAB,
which provides excellent computational capabilities for binary and grayscale volumetric
images such as segmented MRI/CT scans, was utilized.

The .nifti files for each of the three tissues were loaded, opened, and converted into
binary logical values to identify each grayscale level of the segmented geometry. Sub-
sequently, a closing operation was performed on each geometry to obtain a final closed
water-tight object, thus avoiding “holes” that could introduce discontinuities in the final
mesh. Utilizing the fillholes3d.m function with a gap size of 55 for each of the three tissues
resulted in the creation of the three objects. The gap size is a crucial parameter, representing
the size of the hole to be filled in the geometry. In this case, a trade-off was sought, as large
gap sizes would lead to a geometry significantly different from the original, especially for
the brain, while very small values would introduce an almost negligible approximation in
the geometry.
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Subsequently, the 3D binary image was converted into an actual volume using the
imedge3d.m function which extracts contour voxels from a binary image. Finally, the object
was reconverted into the .nifti format and exported.

For the final processing, 3D Slicer was used. The three objects were imported into the
software after being processed in MATLAB. Due to the reduced complexity of the geometry
after the previous closing operation, the 3D representation of the object was obtained using
the Otsu thresholding method. Subsequently, cutting operations were performed in 3D
Slicer, allowing for the manual removal of small volumes from the object. These volumes
are considered undesirable for the final purpose, as they would provide extra material for
meshing without a specific purpose. Additionally, the lower part of the skull (including the
first vertebrae of the spine) was partially removed, as this part of the head is negligible for
the simulations.

After the cutting operation, some of the modified surfaces underwent shape changes.
To address this, classic morphological opening and closing operations were applied to
remove small extrusions remaining in the geometry and fill small residual holes. Finally, a
smoothing operation was performed; more specifically, Gaussian smoothing was used.

Moreover, only for the skull, a “grow” operation was carried out using the margin
operation tool to give it a thickness of about 3 mm. The uniform thickness of the skull adds a
high degree of homogeneity to the final mesh but represents a strong approximation of the
skull, while the real thickness of the skull is not uniform along the skullcap. The last step in
3D Slicer was to export the geometry in .st! format, ready to be imported into COMSOL
Multiphysics 6.1. Figure 2 illustrates the resulting geometry and mesh of the three tissue
regions of the head.

(b) ()

40982

0.9
08
0.7

0.6

05
0.4
03
0.2

01

[
¥ 0.105

(d) (e) f)

Figure 2. COMSOL Multiphysics geometry and mesh generation of the three tissue regions of the
head. (a—c) show the geometry of the skin, skull, and white matter region, while (d—f) illustrate the
meshed geometries for those regions in the stand-alone head model.
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In order to perform simulations including the electromagnetic properties of the human
head, each region was assigned a specific conductivity and relative permittivity value taken
from the literature [30-32]. Table 1 gives an overview of the utilized values.

Table 1. The regions of the human head model with their respective specific conductivity and relative
permittivity taken from literature.

Region Specific Conductivity [30,31] Relative Permittivity [32]
Skin 1.00S/m 1,200,000
Skull 0.05S/m 40,000-1,000,000
White Matter 0.43S/m 30,000,000

2.2. MEE Sensor Model

We designed and implemented the ME sensor based on the ME sensor models from our
previous work [26,27]. Each sensor consisted of a substrate layer of silicon with 26.25 mm
length, 2.45 mm width, and 300 um thickness, a magnetostrictive layer of FeCoSiB with
22.90 mm length, 1.80 mm width, and 20 pum thickness, and a piezoelectric layer of alu-
minum nitride (AIN) with 25.60 mm length, 1.60 mm width, and 20 um thickness. The AIN
is polycrystalline, and both the magnetostrictive and piezoelectric layer can be produced
for experimental measurements via an in-house magnetron sputtering process [33]. The
magnetostrictive and piezoelectric layers were located on the opposite sides of the substrate
layer. The thickness of the active layers was chosen at a factor of 10 times higher than that
typically used in experimental sensors at Kiel University to reduce the computation time.
The sensor operated in resonant bending mode and fixed-free configuration at a resonance
frequency of 848 Hz. Figure 3 gives an overview of the ME sensor geometry.

Free end—\

Piezoelectric layer

Substrate layer

Fixed end—\ i

Magnetostrictive layer

Figure 3. The ME sensor model. The cantilever sensor is shown with substrate layer in grey and the
piezoelectric layer on the surface in red. The left end of the sensor is clamped, while the right end is
free, resulting in the fixed-free bending mode operation. The smaller inset shows the opposite side of
the substrate with the magnetostrictive layer on top in blue. The length, width, and thickness for the
substrate layer are given in mm.

Table 2 gives an overview of the three layers forming the composite ME sensor. The
magnetostrictive layer, piezoelectric layer, and substrate layer each have their unique
material parameters which are given in Appendix A. A linearized material model was used
at the sensor’s small-signal working point. Details of the applied boundary conditions and
physical properties of the three layers are described in our previous work [26,27].

Table 2. The layers of the ME sensor model with their materials, length, width, and height.

Layer Material Length Width Height
Magnetostrictive FeCoSiB 22.90 mm 1.80 mm 20.00 pm
Piezoelectric AIN 25.60 mm 1.60 mm 20.00 pm
Substrate Si 26.25 mm 2.45 mm 300.00 um
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The mathematical model and physical properties of cantilever ME sensors consisting of
ideal and slipless composite layers are governed by systems of differential and constitutive
equations which are characterized in detail in previous studies [30,34-38]. The equations
that we discuss below define our 3D-FEM model and are utilized in three built-in physics
interfaces in COMSOL Multiphysics 6.1: the solid mechanics, magnetic fields, and electrostatics
interfaces. This set of equations was also utilized and described in our previous work
containing ME sensors and a simplified human head model [12]. It is repeated here for
easy access. Beginning with solid mechanics, this interface describes a set of equations that
couples the mechanical, electrical, and magnetic properties of the ME sensor and contains
specific terms for each layer.

fpwzu =V-§ 1)
S=C:¢ (2)

€= % [(Vu)T + Vu] ®)
C = C(E,v). 4)

The first set of Equations (1)—(4) corresponds to the linear elastic material node which
covers the general mechanical properties of the model and includes S and ¢ for stress and
strain, u as the displacement vector, the density p and the angular frequency w. For the
silicon substrate specifically, the coupling between stress and strain is a function of its
Young’s modulus and Poisson’s ratio and is described by C in Equation (2).

The magnetostrictive and piezoelectric layers have separate physics nodes discussed
below, starting with the magnetostrictive material node:

S:CHZS—H~€H5 (5)

B = yo uysH+eps : e (6)

Equations (5) and (6) include the coupling matrix in Voigt notation eyg and the
elasticity matrix cy. This node also governs the relation between the magnetic flux density
vector B, the magnetic field vector H, and the relative permeability s of the material.
Analogous to the magnetostrictive material node, the piezoelectric material node has a specific
set of equations that describe its properties, including the coupling of the ME sensor’s
electric and elastic properties:

V-D = py 7)
S:CEIE—E-EES (8)
D =¢pesE+eps e 9)

In Equation (7), Gauss’s law for the relation between the electric displacement field D
and the volume charge density is applied to the model. Equations (8) and (9) include the
coupling matrix in Voigt notation egg and the elasticity matrix cg, as well as E for the electric
field vector and &,s for the relative permittivity. We used the stress-magnetization and the
stress-charge form for the magnetostrictive and piezoelectric material nodes, respectively.
The Equations (1)—(9) that we described so far are applied in the solid mechanics physics
node of our model and include elastic material properties, as well as coupling between the
sensor layers. The electric and magnetic behavior of our model is governed in the magnetic
fields and electrostatics physics nodes of our model given in Equations (10)-(12):

V x H = ¢E + jwD (10)
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B=VxA (11)
E=-VV—jwA (12)
D =¢peE (13)
B = o pu.H. (14)

With Equations (10)—(12) we utilized Maxwell’s equation and related electric and
magnetic fields to the magnetic vector potential A. The equation for the electric field
strength used in the model is given in (12). Equations (13) and (14) apply via the bound-
ary condition Ampere’s law in the magnetic fields physics interface to the silicon substrate.
Additionally, this boundary condition defines the general constitutive relations of D and
E for the magnetostrictive material, as well as B and H for the piezoelectric material, in
instances where no more specific physical properties are assigned, i.e., no magnetostriction
for the piezoelectric material or piezoelectricity for the magnetostrictive material. With the
set of equations given in (1)—(14), our multiscale combined ME sensor and human head
model can be simulated with different electric and magnetic excitation methods, and full
magnetoelectric coupling of the sensor layers.

2.3. ME Sensor Array Model

The aim of this work is to combine 15 individual ME sensors into a sensor array and
investigate the response of each individual sensor based on its relative position in the array
and distance from the neighboring sensors for different types of magnetic excitation. To
achieve this goal, we organized the sensors into a 3 x 5 grid to form an array with three
rows and five columns of adjacent sensors. The long axis of the sensors was parallel to the
x-axis and the piezoelectric layer faced upwards in z-direction. The distances between the
sensors in the array varied from 5 mm up to 5 cm in the vertical and horizontal directions
simultaneously. Figure 4 illustrates the array configuration with the distance between
neighboring sensors set to 5 mm. An array of these or similar dimensions was chosen due
to in-house fabrication approaches at Kiel University and the possibility of using the array
in an operation room, as a smaller array with variable positioning would potentially allow
surgical procedures without covering the entire head.
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Figure 4. (a) Top-down view and (b) frontal view (on fixed end) of the 15-sensor array. Between each
adjacent sensor is a variable distance between 1 mm and 5 cm. This figure shows equidistant sensor
placement with 5 mm between the neighbors in both vertical and horizontal direction. The variable
distance allowed us to investigate the magnetic crosstalk between sensors and analyze the influence
of the magnetostrictive layers on nearby ME sensors.

2.4. Combined MRI-Based Human Head and ME Sensor Array Model

After establishing the human head and ME sensor array models separately, we com-
bined both parts into the joint multiscale model. The sensors in the array can be located
at arbitrary positions in space and distances both from the head and adjacent sensors.
The challenge to be overcome was to combine both the anatomical head model, as well
as the ME sensor array model with 15 sensors, into one combined multiscale and multi-
physics model. A core consideration for this was the differences in dimensions between
the different model domains. While the sensors’ PE and MS layers had a thickness of only
20 pum, the diameter of the head was approximately 20 cm. This translated to a vastly
different size and resolution of mesh elements for the differently sized domains, because
the mesh is designed such that extremely thin layers are of a sufficiently small size, while
larger domains are modeled with larges element sizes to reduce the computational load.
The number of degrees of freedom (DOF) solved for in a combined model with three
ME sensors demonstrated in previous work [27] is approximately 25 million, while the
number increases to approximately 70 million DOF when including 15 ME sensors in the
array. The number of DOF is determined by the amount of mesh elements, as well as the
utilized physics in the model, and is an important figure of merit for the computational
requirements to solve a given FEM model. Details on the mesh parameters for all structures
in a model with three ME sensors are given in Appendix B, with sizes referring to the
longest edge of tetrahedral mesh elements.

Increasing the number of sensors from three to 15 posed a challenge in terms of
computation time and hardware requirements for the computer running our simulations,
since the number of DOF almost tripled in the combined model with a larger array and
full mechanical, magnetic and electric coupling. Using the mesh parameters given in
Appendix B, we were not able to achieve a successful simulation run with a converged
solution. In order to achieve a solution, we iteratively adjusted some parts of the mesh
to be coarser than in the previous study [27], while keeping the mesh resolution as high
as possible for the sensor geometry. The adjusted mesh parameters for this investigation
step included the head geometry, the air environment, and the substrate layer of the ME
sensors. The magnetostrictive and piezoelectric layers remained unchanged. The mesh
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parameters for the combined model with 15 sensors are given in Appendix C. Inspecting
the mesh yielded some elements of low quality for the figure of merit skewness, but no
significant number of elements of poor quality (defined by skewness under 0.1 according
to COMSOL'’s guidelines). The coarser mesh might have adversely impacted the accuracy
of the solutions provided in the results section, but was necessary to enable our simulations
to finish successfully.

Due to challenges with the numerical stability of our solutions, two simplifying
conditions had to be applied to our model. Firstly, based on communications with COMSOL
employees, calculating 3D FEM models with very high differences in material parameters
such as the specific conductivity may result in a failure to find a converged solution [39].
In this case, this affects the near-zero specific conductivity of air which fills most of the
modelling space. A recommended solution for this is to artificially increase the specific
conductivity of the material in question sufficiently; thus, we set the conductivity of our air
domain to 1 x 107 S/m. Secondly, we increased the numerical stability of our simulations
with dipole excitation by positioning a second dipole with the same orientation and a
magnitude 1 pA-m at a distance of 2 mm directly below the main excitation dipole of
magnitude 1 mA-m. Due to the factor of a thousand between dipole magnitudes, the
contribution of the secondary dipole to the overall electromagnetic field is considered
negligible, while empirically improving the convergence of the utilized indirect solver
we used. The application of similar conditions to improve numerical stability was also
discussed in our previous work [27].

3. Results

The results in this section are categorized into two different types of magnetic field
excitation. First, we looked at the array’s response in a constant, homogeneous magnetic
field, which is applied to the entire model volume. Following that, we replaced the
homogeneous magnetic field excitation with a single electric current point dipole source
inside the white matter region of the head model. For the investigation of the crosstalk
effect, the distance between adjacent sensors in both the horizontal and vertical directions
was varied in four steps within an interval between 5 mm and 5 cm. As the distance
between neighboring sensors changes, the magnetic flux between them changes direction
and is guided inside the highly permeable magnetostrictive layers of the sensors. For each
sensor distance, a simulation with either homogeneous or dipole excitation was performed
and the response for each sensor in the array was evaluated. Different distances between
sensors result in different sensor responses depending on the position inside the array, as
the following sections will demonstrate.

3.1. Homogeneous Excitation

We performed magnetic excitation of the ME sensor array using a homogeneous
magnetic field strength of 1 A/m in x-direction applied to the entire model environment.
The aim of this study step was to establish and validate the basic sensor response to a simple
excitation field and investigate potential crosstalk effects independently of influences of
inhomogeneous field effects. Before each array simulation, validation steps were conducted
for homogeneous and dipole excitation, i.e., the sensor material parameters were set to
those of the air environment in order to eliminate geometric or numeric inconsistencies
and validate the magnetic flux density inside the model domain without the presence
of high-permeability sensor material. Figure 5a shows a schematic of the full array and
highlights the five sensors of the middle row, namely sensors S 1, S22, S23, S2.4, and Sy 5.
We further highlight the exemplary behavior of these five sensors in Figure 5b, where
we display the sensors in a homogeneous excitation magnetic field in x-direction and the
corresponding magnetic flux density inside the magnetostrictive layer for each sensor. The
distance between adjacent sensors was 1 cm. The outermost sensors S; 1 and S; 5 exhibited
the highest magnetic flux density, followed by sensors S; , and S, 4. The central sensor, S, 3,
exhibited the lowest magnetic flux density out of all sensors in the array due to its central
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position and the resulting crosstalk with its adjacent sensors. Finally, Figure 5¢ gives a plot
of the magnetic flux density norm inside every sensor of the full array with 15 sensors for
different distances between adjacent sensors. The previously observed behavior of high
crosstalk between adjacent sensors at low distances is clearly visible, while the closer a
sensor is to the center of the array, the stronger the effect. At a distance of 5 cm between
the sensors, the crosstalk effect is negligible, and all sensors exhibit approximately the
same response. At each individual distance between adjacent sensors, the sensor with the
lowest magnetic flux density was the middle sensor (S;3), while the highest flux density
was shared between the four corner sensors (51,1, S15, S3,1, S3,5). At the lowest distance of
5 mm, the flux density in the corner sensors was 7.9% higher than in the middle sensor.
For the central sensor (S, 3), the magnetic flux density was 15.6% lower at a distance of
5 mm compared to a distance of 5 cm to its neighbors. Notably, the crosstalk effect was
significantly stronger with up to 11% for sensors with closely vertically adjacent sensors,
compared to horizontally adjacent sensors, based on simulations considering exclusively
horizontally or vertically adjacent sensors. For the electric potential, Figure 5d offers similar
general behavior for the crosstalk effect based on the electric behavior. Here, while the
values converge for all sensors at a distance of 5 cm between neighbors for the magnetic
flux density, the electric potential still sees a difference of approximately 4% between the
highest (S33) and lowest (S;2) at that distance. We expect numerical error to this degree
based on the calculation of the fully coupled magnetoelectric effect between the layers as a
possibility for the slightly diverging behavior of the electric response of the sensors.

3.2. Dipole Excitation

After evaluation of the behavior of the ME sensor array in homogeneous magnetic field
excitation, we moved towards a specific inhomogeneous excitation mechanism. An electric
current point dipole was placed at coordinates x = 30 mm, ¥ = —20 mm, and z = 30 mm
inside the white matter compartment of the head geometry, within the approximated
right cerebral hemisphere. This configuration serves as a representative of a deep-brain
stimulation scenario. The dipole moment, combined with the electric properties of the head,
results in an induced magnetic field propagating through the head and the air environment
into the ME sensor array, enabling us to evaluate its response and gain further insights into
the behavior of the individual sensors in inhomogeneous excitation.
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Figure 5. (a) Schematic of the 15-sensor array in top-down and frontal view. The blue rectangle marks
the second row of five sensors, which we used to visualize the crosstalk effects between sensors.
The distance between sensors in this schematic is 5 mm. (b) The 15-sensor array in a homogeneous
magnetic field. The magnetic field strength is 1 A/m and is applied in x-direction. The highlighted
middle row of five sensors within the array, namely the sensors Sy1, S22, S»3, Sp.4, and Sy 5, is
shown, with clear crosstalk effects between sensors. The distance between the sensors is 1 cm in this
exemplary position. (c) The magnetic flux density inside the MS layers and (d) the electric potential
on the surface of the PE layer of each of the 15 sensors of the array at different distances from adjacent
sensors, showcasing crosstalk at small distances between the sensors and increased effects in the
central sensors.

Based on the orientation of the dipole and the ME sensor, the sensor response can be
vastly different due to its directional sensitivity, as we showed in our previous work with
an array of orthogonally oriented ME sensors and different dipole orientations [27]. For this
work, we exemplarily investigated only one dipole orientation (y-direction) and one sensor
orientation for each sensor in the array (x-direction), but modifications to this model with
arbitrary configurations for arrays and sources are possible for further analysis. The dipole
can be configured with an arbitrary dipole moment direction, amplitude, and location in
the head. We chose an exemplary dipole moment of 1 mA-m in y-direction. The chosen
dipole amplitude is in agreement with studies on deep brain stimulation (DBS) and head
models from the literature [32,40]. As seen in previous investigations, it is not trivial to
predict the behavior of the sensor array when excited by an inhomogeneous magnetic field.
As seen in Figure 6, the individual sensors’ magnetic and electric behavior does not follow
specific patterns with increasing distance to neighbors. Some indicators can partly predict
the behavior; for example, the fact that in the vertical array configuration, the bottom row of
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sensors exhibits a higher magnetic flux density based on proximity to the human head and
the magnetic field propagation through the tissue. In this case, all five sensors in the bottom
row of sensors (S31-S3 5) exhibited the highest magnetic and electric response at distances
of between 5 mm and 1 cm between adjacent sensors. Similarly, four out of the five sensors
(S3,1-53,4) and three out of the four sensors (S3 ,—S3 4) with the highest magnetic flux density
and electric potential at distances of 2 cm and 5 cm from their neighbors, respectively, are
sensors from the bottom row of the array.

Dipole excitation
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Figure 6. (a) Schematic of the 15-sensor array in top-down and frontal view. The blue rectangle marks
the second row of five sensors, which we used to visualize the crosstalk effects between sensors. The
distance between sensors in this schematic is 5 mm. (b) The 15-sensor array in a dipole magnetic
field. The dipole moment is 1 mA-m in magnitude and oriented in y-direction. The highlighted
middle row of five sensors within the array, namely the sensors Sy 1, S22, S23, S2.4, and Sy 5, is shown,
with possible crosstalk and flux concentration effects between sensors. The distance between the
sensors is 1 cm in these exemplary positions. (c¢) The magnetic flux density inside the MS layers
and (d) the electric potential on the surface of the PE layer of each of the 15 sensors of the array at
different distances from adjacent sensors, showcasing an increased sensor response in the bottom
row of sensors in the array (S31-S35), but inconsistent behavior with increasing sensor distance.

4. Discussion

Magnetic crosstalk effects between the adjacent ME sensors are clearly observed
for the homogeneous excitation case in Figure 5; they are more challenging to visualize
for the inhomogeneous case in Figure 6 with a strong spatial variation of the magnetic
field strength and direction. To gain a better understanding of the observed results, we
investigated the sensor sensitivity. As the ME sensor has a previously demonstrated
directional sensitivity [27], we investigated the effect of the x-component of the magnetic
field, which is parallel to the cantilever’s long axis. We calculated two ratios between
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important model parameters in order to discuss the presented sensor behavior in both
homogeneous and inhomogeneous excitation cases. The first ratio was between the mean
absolute By component of the magnetic flux density inside the MS layer of the sensor, and
the same layer with its material parameters set to those of air. The second ratio was between
the mean absolute electric potential as the electric sensor response and the B, component
of the magnetic flux density inside the magnetostrictive layer of each sensor. Figure 7a,b
demonstrate the results for the ratios between sensor and air magnetic flux densities, while
Figure 7c,d visualize the ratios between electric potential and sensor magnetic flux density
for both excitation cases and each individual sensor inside the array. Here, the horizontal
axis determines the sensor number with horizontally adjacent sensor columns (S1,—S1 ),
while the markers differentiate between the vertically adjacent rows of sensors (Sym,1-Sm 3),
as illustrated in Figures 5a and 6a. The four different colors represent the different distances
between adjacent sensors, with distances of 5 mm, 1 cm, 2 cm, and 5 cm in the horizontal
and vertical directions, respectively. The results show that, while we observe magnetic flux
densities and piezoelectric voltages that are highly dependent on the sensor position and
distance to its neighbors in both homogeneous and inhomogeneous excitation, the ratio
between electric response and excitation field was near constant for each excitation case.

As seen in Figure 7a,b, the ratio between the magnetic flux densities inside the sensor
geometry and the corresponding air volumes were not constant with up to two orders
of magnitude in the homogeneous and four orders of magnitude in the inhomogeneous
case between the ratios at different sensor positions. This large spread showcases the
field concentration effect of the magnetostrictive material and highly position-dependent
behavior of the sensors. Contrary to the highly variable ratios between the magnetic flux
densities, Figure 7c illustrates a narrow range of values between 16.0 and 16.6 for the ratio
between electric potential and magnetic flux density for the homogeneous excitation case
and any sensor at the investigated array positions and distances. For the inhomogeneous
case, Figure 7d shows different behavior between the middle row of sensors (Row 2, S, 1-S; 5)
at a distance of 5 mm between adjacent sensors and every other configuration. A factor
between 17.4 and 18.0 was calculated for every sensor position, with outliers for the first
and last sensor in the second row (S;; and Sy 5) at a distance of 5 cm exhibiting a factor of
approximately 19.0.

The entire second row of sensors (S,1-S; 5) at the minimum distance of 5 mm between
sensors exhibited a factor between 19.5 and 19.7. Despite the outlying row of sensors in
the inhomogeneous case, all 15 sensors in either homogeneous or dipole excitation fields
exhibited similar, near-constant ratios between the electric response and the magnetic
excitation. Considering the clear crosstalk effects demonstrated for the homogeneous case
in Figure 5 and the seemingly inconsistent behavior in dipole excitation seen in Figure 6,
with up to two orders of magnitude difference in magnetic flux density between different
sensor positions in Figure 6¢c, these near-constant ratios demonstrated a highly linear
relation between the excitation magnetic field and the electric sensor response, including
potential crosstalk and flux concentration effects. Therefore, the change in the electric
sensor response may be attributed to the change in the magnetic field in the sensor.
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Figure 7. (a,b)The ratio between the mean absolute x-component of the magnetic flux density inside
the MS layer geometry for sensor material parameters and sensor material parameters set to air in
(a) homogeneous and (b) dipole excitation cases. This ratio is a measure of the field concentration
and depends on the sensor position in the array. (c,d) The ratio between the mean absolute electric
potential over the PE layer and the mean absolute magnetic flux density component in x-direction
in each sensor of the array and for different distances between adjacent sensors. (c) illustrates the
near-constant factors between 16.0 and 16.6 for the ratio for each sensor and each position within the
array in homogeneous excitation. (d) shows a factor between 17.4 and 18.0 for most sensors, with
the outlying second row of sensors (S,1-S;5) at the minimum distance of 5 mm between adjacent
sensors exhibiting a factor between 19.5 and 19.7.

5. Conclusions

We have shown a combined ME sensor array and MRI-based human head model for
joint biomagnetic field simulations and analysis of ME sensor behavior. The combined
model allowed us to place an electric dipole source inside the head and simulate the
excitation and propagation of an electromagnetic field through the head’s tissue regions,
the air environment, and into the array of ME sensors. As an alternative study step to the
dipole excitation, a homogeneous excitation field was also applied to the entire simulation
environment and the sensor responses were evaluated.

The results that we presented offer insights on the response of individual ME sensors
within an array configuration to different excitation mechanisms. For an array of 15 ME
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sensors in a homogeneous magnetic excitation field, a magnetic crosstalk effect between
adjacent sensors is clearly visible in Figure 5. The magnitude of this effect decreases with
increasing distance between adjacent sensors and becomes negligible at a distance of 5 cm.
In the case of inhomogeneous excitation, a strong change in the sensor response is obtained
as seen in Figure 6 due to the position-dependent magnetic field strength and direction. The
sensor response, in this case, depends on the position and orientation of the array relative to
the source inside the head, as well as the propagation of the electromagnetic field through
the head based on the electric tissue properties and geometry of the head [27]. In excitation
fields that have large vector components in directions other than the sensitive direction of
the ME sensor, differences between sensor positions may be more pronounced, as opposed
to a homogeneous excitation field in a sensitive direction, which is demonstrated in this
study. Another effect that has to be considered is the inverse magnetostrictive effect, which
is caused by strain in the magnetostrictive layer and can lead to superimposing local fields
on top of the excitation field [34]. This effect could have a varying degree of influence on
the behavior of adjacent sensors, particularly in inhomogeneous magnetic fields.

To investigate whether the linear relation between the excitation magnetic field and
the electric sensor response is maintained, we calculated the ratio of these quantities for
each individual ME sensor in both excitation setups and four different distances between
adjacent sensors inside of the array. We demonstrated that even with large differences
up to factors of two orders of magnitude in the magnetic and electric sensor responses
between sensors in various combinations of array geometry and magnetic field sources,
the ratio between the electric potential and magnetic flux density inside the sensors was
near-constant in homogeneous (16.0-16.6) and inhomogeneous (17.4-19.7) excitation. This
result is shown in Figure 7 and confirms that the behavior of each ME sensor was linear as
expected for the linear model, even though a highly position-dependent field concentration
is demonstrated. Therefore, for the linear approximation, a separation of the excitation
source and sensor model in both homogeneous and inhomogeneous excitation configura-
tions is possible. In the next step, the FEM model can be extended to investigate nonlinear
effects due to nonlinear material properties as well as effects due to nonlinear secondary
currents induced inside the head.

In summary, this work contains insights into the response of ME sensors within
different array configurations for homogeneous and inhomogeneous dipole magnetic field
excitation for the small-signal linearized case. The sensor response strongly depends on the
excitation vector field and confirms the influence of magnetic crosstalk between sensors.
Further research may include additional simulations with different array configurations in
inhomogeneous fields to evaluate the near-constant sensitivity of the sensors. Additionally,
results could be compared between separately evaluated source and sensor simulations
and the sensor response in combined models such as the one presented in this work. Future
excitation models could also evolve the head geometry demonstrated in this work to
contain more tissue regions in higher resolution, as well as different biological or artificial
excitation sources such as implanted DBS electrodes, giving rise to potential localization and
orientation investigations with patient- or application-specific head and ME sensor models.
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Appendix A. Material Parameters

The material parameters of AIN, FeCoSiB, and silicon at the working point used for
the ME sensor are based on literature and in-house characterization and are given in this
section [35,41-43].

AIN:
41 149 99 0 0 0
149 41 99 0 0 0
199 99 389 0 0 o0 10
CEAN=1 o o o9 125 o o |*10°Fa (AT)
0 0 0 0 125 0
0 0 0 0 0 125
0 0 0 0 —048 0
| o 0 0 —048 0 0 )
CESAN=| 99 99 389 0 0o o] X¢/m (A2)
—058 —058 155 0 0 0
OAIN = 3300 kg/m?> (A3)
ean =80 x 1072 F/m (A4)
pan = 047 x 107 H/m (A5)
FeCoSiB:
150 45 45 0 0 0
45 150 45 0 0 O
45 45 150 0 0 O
CHFeCoSB= | o o o0 40 0 o0|% 10" Pa (A6)
0 0 0 0 40 0
0 0 0 0 0 40
8500 —2833.3 —28333 0 0 0
0 0 0 000
CHSFeCoSB = | 0 0 00 o XN/ (Am) (A7)
0 0 0 000
PFecosiB = 7250 kg/m? (A8)
€FeCosiB = 8.85 X 10712 F/m (A9)
MreCosip = 1.13 X 107° H/m (A10)
Silicon:
Eg = 170 x 10° Pa (A11)
v = 0.28 (A12)
psi = 2329 kg/m?> (A13)
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esi = 103.59 x 1072 F/m (A14)

tisi = 0471 x 107 H/m (A15)

Appendix B. Mesh Parameters for Original 3-Sensor Array Model

Head and sensor model geometry parameters for a model with 3 ME sensors [27].
The mesh is designed so that extremely thin layers of PE and MS material are of a suffi-
ciently small size, while larger structures such as the head and airbox are allowed larger
element sizes to decrease the total number of degrees of freedom and therefore the com-
putational load for the simulations. Values given are for the longest edges of tetrahedral
mesh elements.

Mesh Parameter  PE and MS Layer Slt‘s;::te Skin Skull White Matter Airbox
Max. element size 5.00 x 1074 m 1.00x10°m 525x102m 525x102m 525x102m 361 x102m
Min. element size ~ 9.00 x 107> m 1.00x10%m 1.00x10%m 1.00x10%m 1.00x103m 1.00x 103 m
Max. element 3 3 145 145 145 14
growth rate
Curvature factor 0.3 0.3 0.5 0.5 0.5 0.4
Resolution of 3 3 0.6 0.6 0.6 07

narrow regions

Appendix C. Mesh Parameters for Modified 15-Sensor Array Model

In order to be able to run simulations with the computationally highly demanding
15-sensor array model on our hardware, modifications to the mesh parameters given in
Appendix B had to be made. The following table includes the modified minimum element
sizes for the substrate layer, the head geometry, and the surrounding air volume. The
sensors’ piezoelectric and magnetostrictive layers remain unchanged.

Substrate

Mesh Parameter  PE and MS Layer Layer Skin Skull White Matter Airbox
Max. elementsize ~ 5.00 x 10~*m 1.00x107%m  525x1072m 525x107?>m 525x1072m 3.61 x 1072m
Min. elementsize ~ 9.00 x 107> m 300x107*m  656x10°m 656x10°m 656x10°m 263x10°3m
Max. element 3 3 145 145 145 14
growth rate
Curvature factor 0.3 0.3 0.5 0.5 0.5 0.4
Resolutlor} of 3 3 06 06 06 07
narrow regions
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Abstract: Currently, basketball teams use inertial devices for monitoring external and internal
workload demands during training and competitions. However, the intensity thresholds preset by
device manufacturers are generic and not adapted for specific sports (e.g., basketball) and players’
positions (e.g., guards, forwards, and centers). Using universal intensity thresholds may lead to
failure in accurately capturing the true external load faced by players in different positions. Therefore,
the present study aimed to identify external load demands based on playing positions and establish
different intensity thresholds based on match demands in order to have specific reference values for
teams belonging to the highest competitive level of Spanish basketball. Professional male players
(n = 68) from the Spanish ACB league were monitored during preseason official games. Three specific
positions were used to group the players: guards, forwards, and centers. Speed, accelerations,
decelerations, impacts/min, and player load/min were collected via inertial devices. Two-step
clustering and k-means clustering categorized load metrics into intensity zones for guards, forwards,
and centers. Guards covered more distance at high speeds (12.72-17.50 km/h) than forwards and
centers (p < 0.001). Centers experienced the most impacts/min (p < 0.001). Guards exhibited greater
accelerations/decelerations, albeit mostly low magnitude (p < 0.001). K-means clustering allowed the
setting of five zones revealing additional thresholds. All positions showed differences in threshold
values (p < 0.001). The findings provide insights into potential disparities in the external load
during competition and help establish position-specific intensity thresholds for optimal monitoring in
basketball. These data are highly applicable to the design of training tasks at the highest competitive
level.

Keywords: team sports; kinematics; impacts; player load; inertial devices

1. Introduction

Basketball is an intermittent high-intensity sport characterized by repeated explosive
movements including sprints, jumps, and shuffles, as well as skill-related actions with the
ball [1]. The physical and physiological demands during competitions can be substantial,
given the fast transitions between offense and defense [2,3]. Players take on specific
positions based on their roles during gameplay. The most common position classification
includes three (guards, forwards, and centers) or five roles (point guard, shooting guard,
small forward, power forward, and center) [1,4]. With increasing specialization, some
systems differentiate up to eight or thirteen positions [5,6]. Various methods have been
utilized for playing position classification, such as game statistics analysis [7,8] or principal
component analysis [6,9].
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The increasing specialization of players into positions is closely tied to the gameplay
dynamics and rules that characterize high-level basketball [4]. International governing body
FIBA dictates regulations that shape spacing, timeouts, substitutions, and other structural
elements that compel teams to strategize roles [10]. At the elite professional level, tailored
tactics maximizing each position’s efficacy based on their court movement and actions
are paramount. In this sense, players in different basketball positions present different
characteristics: (a) guards are shorter, lighter and rely more on speed, agility and shooting
skills; (b) forwards are versatile players who operate closer to the basket and are involved
in more rebounding plays; and (c) centers are the tallest players, focusing on post play near
the basket and defense around the paint [8,11]. These distinct roles result in variability in
movement patterns and physiological responses [1,12]. Guards and forwards covered more
distance, changes in direction, high-intensity sprints, and dribbles than centers [3,13]. The
greater distances covered and accelerations performed by guards contribute to a higher
external workload [3,14]. Otherwise, centers received more impacts, collisions, and contact
with opponents [15,16]. The differences extend to internal workload indicators, such as
heart rate responses, with higher values for guards than forwards and centers suggesting
greater cardiovascular intensity [1,17]. Identifying position-specific demands allows the
individualization of training programs to optimize performance during games [18].

Player tracking systems and microtechnology are often used to monitor external
workload variables across playing positions, including the distance covered, accelera-
tions/decelerations, impacts, and player load [19,20]. To classify the intensity of move-
ments, commonly, five ranges have been utilized (e.g., covered distance: standing, walking,
jogging, running, and sprinting) [1,3]. These intensity thresholds are generic for the device
manufacturer (e.g., covered distance: standing >6 km/h, walking 6-12 km/h, jogging:
12-18 km/h, running 18-24 km/h, and sprinting >24 km/h) [17,21]. However, these
predetermined thresholds may not accurately reflect the real demands of experienced bas-
ketball players due to the maximum speed registered in competition being between 18 and
22 km/h [3,22]. In this sense, it is necessary to improve the methodological aspects of using
individualized thresholds in team sports [23,24].

To address the abovementioned issue, different methods have been proposed to cal-
culate intensity thresholds in team sports based on maximum values, using Gaussian
distributions, k-means clustering, or spectral clustering [25]. In basketball, k-means clus-
tering and two-step clustering have been utilized to individualize intensity thresholds of
distance covered, accelerations, decelerations, impacts, and player load in male and female
basketball players [26,27]. The advantage of two-step clustering is the robust mathematical
method that automatically provides a number of thresholds, while k-means clustering
allows a set of five thresholds based on expert judgment and the previous literature [27,28].
However, these studies have established external load intensity ranges considering the
whole team.

Since previous research has found differences in the external load performed based
on the specific playing position of the players, as they have different roles during the
game [1,3,12], an improved understanding of position-specific intensity thresholds can
optimize training and game management. Therefore, the present study aims to describe
and establish intensity thresholds based on mathematical models (k-means clustering and
two-step clustering) of external load variables, considering the specific playing position
of basketball players, as well as to compare the results obtained to determine which
mathematical model is more useful in classifying external demands.

2. Materials and Methods
2.1. Study Design

The present study aims to establish position-specific intensity thresholds and deter-
mine differences in external workload demands during basketball games across playing
positions. To test this, an observational quantitative study design was utilized, given the
inability to actively manipulate or intervene in official basketball competitions [29]. The
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independent variable was playing position, with three levels: guards, forwards, and centers.
The dependent variables were external workload metrics monitored via inertial devices
during live games, including speed, accelerations, decelerations, impacts per minute, and
player load per minute. These specific external workload variables were selected as key
indicators of match physical demands based on the previous basketball literature [1,3].
The continuous tracking of these variables allows the quantification of external workload
profiles by positions. Furthermore, established mathematical clustering techniques like
two-step clustering and k-means clustering can categorize the external workload data into
zones to derive intensity thresholds fitted to each playing position [25,26]. The findings can
elucidate disparities between playing positions and establish more targeted, individualized
intensity thresholds for optimal training and workload management in basketball.

2.2. Participants and Sample

We included 68 professional male basketball players from 6 different teams competing
in the top-tier Spanish ACB league during the 2022-2023 preseason. Data were collected
during six official preseason games involving ACB teams. It is important to mention that
the Spanish basketball first division regulations prohibit inertial devices during official
in-season competitions, so data had to be registered in two official preseason tournaments.
To be included in the study, players had to meet the following criteria: (a) belong to
the official roster of their respective first team in the ACB league; (b) play at least 5 min
during the preseason tournaments analyzed; (c) have no musculoskeletal injuries in the
15 days prior to the games that would have limited their maximum performance; and
(d) undergo a 10-day adaptation period with the inertial devices used for monitoring before
data collection.

The study obtained approval from the University Bioethics Committee (233/2019) and
adhered to the ethical guidelines outlined in the Declaration of Helsinki (2013). Participation
was voluntary, with written informed consent obtained from all players. Coaching staff and
team managers were informed about the study’s purpose, procedures, and potential risks
and benefits prior to providing consent for their teams’ participation. Players were also
briefed about the study details and provided consent before data collection. All participant
data were anonymized, and confidentiality was maintained.

2.3. Variables and Equipment

To evaluate the external workload performed across playing positions during matches,
five kinematic and neuromuscular variables were chosen that are commonly used by
basketball teams according to previous research [19]:

o Velocity: the speed at which a player moves across the court, measured in kilometers
per hour (km/h).

e Acceleration: the rate at which a player increases his velocity, measured in meters per
second squared (m/s?).

e Deceleration: the rate at which a player decreases his velocity, measured in meters per
second squared (m/s?).

e Impacts/min: the number of times a player makes contact with another player or with
the ground with a g-force higher than 1 g per minute. It is measured in counts per
minute (n/min).

e  Player load/min: measurement derived from the accelerometer of the total body load
in its 3 axes of movement (vertical, anteroposterior, and mediolateral), calculated as
the square root of the sum of the accelerations divided by sampling frequency [30].
It is a sum of distance covered, accelerations and decelerations, and impacts and is
measured in arbitrary units per minute (a.u./min).

To obtain the external workload variables, all basketball players were equipped with
WIMU PRO™ inertial devices (RealTrack Systems, Almeria, Spain), which were located on
the player’s back (between T2 and T4 at intra-scapular level) and fitted using an anatomical
harness. To record kinematical variables (speed, accelerations, and decelerations), the
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inertial devices are equipped with ultra-wideband technology (UWB) for recording in
indoor environments at a frequency of 33 Hz. The UWB system consisted of eight antennae
that were placed around the court following the recommendations provided by Pino-
Ortega et al. [31] for switching on and calibrating to guarantee the reliability and validity
of the measurements. On the other hand, to record neuromuscular variables (impacts and
player load), the inertial devices were equipped with different microsensors (four tri-axial
accelerometers, three gyroscopes, and one magnetometer) that were set at 100 Hz [30].

2.4. Procedures

Firstly, the clubs were contacted to provide a clear understanding of the research
objectives, along with the potential benefits and risks for the athletes involved. Upon
obtaining consent from the clubs, further engagement was undertaken with the tournament
organizers to seek authorization for the placement of UWB equipment on the playing fields.
Once the proposal was approved, informed consent forms were signed by the coaches and
players of the participating clubs.

Then, data collection was performed during two preparatory tournaments (six official
games) of the ACB League, Spain’s top professional basketball league. To gather the
necessary data, all players were equipped with WIMU PRO™ inertial devices (RealTrack
Systems, Almeria, Spain) using an anatomical harness. To minimize disruption to the
players’ pre-match preparations, the equipment was fitted upon their arrival at the venue.
The placement and calibration of the UWB system, as well as microsensors of inertial
devices, took place 90 min before the start of each match, ensuring no interference with
team preparations.

Following the conclusion of each match, data were extracted from the inertial devices
using specialized software, SPRO™ (v. 990, RealTrack Systems, Almeria, Spain). Sub-
sequent analysis involved selecting relevant time sequences during which players were
actively involved in the matches. The raw data were then exported to an Excel spreadsheet
to create the database. Finally, data analysis was performed with statistical software, uti-
lizing two methodologies: (a) unconditional analysis employing two-step clustering; and
(b) widely adapted five-group k-means clustering algorithm. These approaches have been
commonly employed in the existing literature to date, allowing for meaningful grouping
and interpretation of the results [25,27,28].

2.5. Statistical Analysis

Raw data for the speed (km/h), positive and negative change in speed (accelera-
tions/decelerations, m/s?), the impacts (count/min), and player load per minute (a.u./min)
generated by all players during the matches were imported into the statistical package.
These data generated a total sample of 3,345,703 cases for the speed variable, 22,943,386 cases
for the acceleration variable, 26,451,233 cases for the deceleration variable, and 257 cases
for the impacts and player load variables.

Then, two cluster analyses were performed with each of the five variables selected in
this study: (a) two-step clustering to identify the load zones automatically; and
(b) five-range k-means clustering. Previous research has employed these mathematical
methods to classify intensity thresholds in basketball [26,27]. After identifying the centers
of each cluster, a new variable identifying the membership of each case was generated to
identify the lower and upper values and thus determine the working area of each variable.
An ANOVA was performed to identify the existence of differences between each of the
identified clusters. Data analysis was performed using the Statistical Package for the Social
Sciences (SPSS, IBM, SPSS Statistics, v.25.0, Armonk, NY, USA). Statistical differences were
considered if p < 0.05.
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3. Results
3.1. Velocity by Playing Positions

Tables 1 and 2 show the two-step clustering and k-means clustering analysis of velocity
by playing positions during matches. Two-step clustering indicates two ranges in guards
(<4.75 and >4.76 km/h) and three ranges in forwards (<2.74, 2.75 to 8.81, >8.82 km/h) and
centers (<2.70, 2.71 to 8.69, >8.70 km/h). The highest distance in all positions was covered
at low intensity (guards: 68.8%, forwards: 49.1%, and centers: 50.4%).

Table 1. Two-step clustering of velocity by playing positions.

Role Speed (km/h) Low/Walking Moderate/Jogging High/Sprinting

Guard Cluster Centers 1.75 8.82
Ranges <4.75 >4.76
% 68.8% 31.2%
Distribution - -

Forward Centers 0.84 492 12.87
Ranges <2.74 2.75 to 8.81 >8.82
% 49.1% 37.1% 13.9%
Distribution - - | .

Center Centers 0.80 4.86 12.74
Ranges <2.70 2.71t0 8.69 >8.70
% 50.4% 36.8% 12.7%
Distribution o0 - oo

Otherwise, k-means clustering presents two zones over than the ranges provided by
two-step clustering (running: 12.72 to 17.50 km/h; and sprinting: >17.51 km/h). Regarding
k-means clustering, a higher percentage of standing and walking demands were performed
by forwards and centers, while a higher percentage of jogging, running, and sprinting
demands were performed by guards. ANOVA identified statistical differences in five-range
k-means clustering in the total of cases (F = 10,027,814.10; p < 0.001) and per playing
positions (guards: F = 2,493,424.24, p < 0.001; forwards: F = 4,578,381.41, p < 0.001; centers:
F =3,789,342.25, p < 0.001).
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Table 2. Five-range k-means clustering of speed by playing positions.

Very Low/ Low/ Moderate/ High/ Very High/
Role Speed (km/h) St:i,lding Walking Jogging Runfling Sprryintiﬁg

Guard Centers 0.70 4.12 8.26 12.61 17.33
Ranges <2.46 2.47 to 6.34 6.35 to 10.67 10.68 to 15.22 >15.23

% 43.77% 35.35% 12.47% 6.39% 2.01%

Forward Centers 0.81 4.40 9.09 13.81 18.57
Ranges <2.67 2.68 to 6.93 6.94 to 11.74 11.75 to 16.50 >16.51

% 48.33% 32.56% 11.26% 6.02% 1.83%

Centers Centers 0.87 4.67 9.88 15.17 20.06
Ranges <2.86 2.87 to 7.51 7.52 t0 12.97 12.98 to 18.42 >18.43

% 52.27% 31.98% 10.52% 4.54% 0.69%

Total Centers 0.92 4.73 9.85 14.70 19.35
Ranges <2.95 2.96 to 7.58 7.59 to 12.71 12.72 to 17.50 >17.51

% 51.7% 32.0% 10.60% 4.60% 1.00%

3.2. Changes in Speed by Playing Positions

The two-step clustering and k-means clustering analysis of speed changes (accelera-
tions and decelerations) by playing positions during matches are shown in Tables 3 and 4.
Two-step clustering of accelerations indicates five ranges in guards (<0.31, 0.32 to 0.68, 0.69
to 1.23, 1.24 to 2.44, >2.45 m/s?), four ranges in forwards (<0.50, 0.51 to 1.10, 1.11 to 2.45,
>2.46 m/s?), and three ranges in centers (<0.55, 0.56 to 1.34, >1.35 m/ s%). Only guards and
forwards presented a very high acceleration zone, with 1.3 and 1.1% of total accelerations.
The two-step clustering of decelerations indicates three ranges in guards (>—0.48, —0.49 to
—1.28, <—1.29 m/sz), and four ranges in forwards (>—0.35, —0.36 to —0.79, —0.80 to —1.64,
<—1.65m/s?) and centers (>—0.29, —0.30 to —0.67, —0.68 to —1.26, <—1.27 m/s?).
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Table 4. Five-range k-means clustering of speed by playing positions.

Accelerations
Role Acc (m/s?) Very Low Low Moderate High Very High
Guard Centers 0.45 1.36 3.49 6.80 13.84
Ranges <0.96 0.94 to 2.64 2.65 to 5.53 5.54 to 12.00 >12.01
% 85.31% 13.66% 0.92% 0.10% 0.01%
Forward Centers 0.39 1.09 2.86 5.53 9.19
Ranges <0.84 0.85to0 2.18 2.19 to 4.51 4.52 t0 7.86 >7.87
% 72.30% 26.20% 1.31% 0.18% 0.01%
Centers Centers 0.44 1.24 3.40 6.84 25.33
Ranges <0.93 0.94 to 2.56 2.57 t0 5.67 5.68 to 14.61 >14.61
% 80.40% 18.63% 0.90% 0.06% 0.01%
Total Centers 0.46 1.29 3.34 6.49 14.23
Ranges <0.95 0.96 to 2.53 2.54 t0 5.31 5.32 to 12.25 >12.26
% 83.49% 15.49% 0.93% 0.11% 0.06%
Decelerations
Role Dec (m/s?) Very Low Low Moderate High Very High
Guard Centers —0.27 —0.86 —2.27 —4.39 —-9.21
Ranges —0.59 to —0.00 —1.55 to —0.60 —3.51to —1.59 —7.40 to —3.52 —18.99 to —7.41
% 67.56% 30.01% 2.30% 0.12% 0.01%
Forward Centers —0.26 —0.86 —-1.96 —4.27 -9.17
Ranges —0.59 to —0.00 —1.51 to —0.60 —3.44to —1.52 —7.37 to —3.45 —19.45 to —7.38
% 66.58% 30.76% 2.55% 0.10% 0.01%
Centers Centers —-0.27 —0.87 —2.05 —5.62 —13.84
Ranges —0.59 to —0.00 —1.58 to —0.60 —4.32to —1.59  —11.50 to —4.33 —26.03 to —11.51
% 68.28% 30.04% 1.64% 0.03% 0.01%
Total Centers —0.26 —0.82 —1.78 —3.72 —791
Ranges —0.56 t0 0.0 —1.37 to —0.57 —298 to —1.38 —6.27 to —2.99 —14.55 to —6.28
% 64.34% 32.41% 3.07% 0.17% 0.01%

K-means clustering presents two zones over the ranges provided by two-step clus-
tering in accelerations (high, 5.32-12.25 m/ s%; very high, >12.26 m/ sz) and decelerations
(high, —2.99 to —6.27 m/s?; very high, <—6.28 m/s?), but these zones did not represent
more than 1%. The majority of accelerations and decelerations are between the very-low
and low categories (>96%). ANOVA identified statistical differences in five-range k-means
clustering in the total of cases (F = 10,460,669.16; p < 0.001) and per playing position (guards:
F =3,066,120.22, p < 0.001; forwards: F = 5,612,608.43, p < 0.001; centers: F = 4,106,991.93,
p <0.001).

3.3. Impacts per Minute by Playing Position

Tables 5 and 6 show the two-step clustering and k-means clustering analysis of impacts
per minute by playing positions during matches. Two-step clustering indicates three ranges
in guards (<57.65, 88.63 to 139.27, >143.11 n/min) and forwards (<125.52, 128.10 to 158.09,
>161.83 n/min), and two ranges in centers (<142.00, >143.45 n/min).
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Table 5. Two-step clustering of impacts per minute by playing position.
Role Imp (n/min) Low Moderate High Very High
Guard  Centers 42.58 119.60 160.63
Ranges <57.65 88.63 to 139.27 >143.11
% 3.8% 54.7% 41.5%
o] " S
Distribution w o
Forwards Centers 111.78 142.22 174.85
Ranges <125.52 128.10 to 158.09 >161.83
% 31.3% 53.5% 15.2%
Distribution a e n
Centers Centers 114.81 168.64
Ranges <142.00 >143.45
% 55.2% 44.8%
Distribution
Table 6. Five-range k-means clustering of impacts per minute by playing position.
Role Imp (n/min) Very Low Low Moderate High Very High
Guard Centers 27.50 57.65 88.63 139.27 188.10
Ranges <27.50 57.65 to 88.62 88.63 to 127.14  129.04 to 157.44  160.31 to 188.10
% 1.89% 1.89% 12.47% 41.51% 16.98%
Forward Centers 49.27 93.75 125.52 163.78 186
Ranges <49.27 93.75t0119.23  120.56 to 139.67  140.63 to 163.78  171.75 to 186.00
% 1.01% 21.21% 33.33% 32.32% 12.12%
Centers Centers 45.33 78 123.09 188.1 223.47
Ranges <45.33 68.77t0 104.44  108.33 to 142.00  143.45t0 177.67  181.41 to 223.47
% 0.95% 11.43% 42.86% 34.29% 10.48%
Total Centers 57.45 107.4 132.01 155.1 182.69
Ranges <78.00 83.22t0119.60  120.53 to 143.60  143.81 to 169.14  169.43 to 223.47
% 2.72% 23.74% 33.07% 26.46% 14.01%

K-means clustering presents a very low zone that was not detected by two-step
clustering. In addition, a higher percentage of the moderate numbers of impacts per minute
was performed by forwards and centers while a higher percentage of impacts by centers
were performed in high and very-high zones. ANOVA identified statistical differences in

83



Sensors 2024, 24, 1146

five-range k-means clustering in the total cases (F = 593.048; p < 0.001) and per playing
position (guards: F = 114.19, p < 0.001; forwards: F = 298.24, p < 0.001; centers: F = 246.51,
p < 0.001).

3.4. Player Load per Minute by Playing Position

The two-step clustering and k-means clustering analysis of player load per minute by
playing position during matches are shown in Tables 7 and 8. The two-step clustering of
accelerations indicates two ranges in all playing positions (guards: <1.10, >1.11 a.u./min;
forwards: <1.25, >1.26 a.u./min; centers: <1.11, >1.12 a.u./min). K-means clustering
presents three zones (very low, low, and high), more than the ranges provided by two-step
clustering. The majority of player load per minute accumulated by centers and forwards
is with low and moderate magnitude, while guards have high and very-high magnitude.
ANOVA identified statistical differences in five-range k-means clustering in the total cases
(F = 600.956; p < 0.001) and per playing position (guards: F = 94.23, p < 0.001; forwards:
F =204.46, p < 0.001; centers: F = 253.43, p < 0.001).

Table 7. Two-step clustering of player load per minute by playing position.

Role PL (a.u./min) Moderate High

Guards Centers 0.89 1.37
Ranges 0.19 to 1.10 1.11to0 1.88
% 35.8% 64.2%
Distribution - ' o

Forwards Centers 1.06 144
Ranges 0.38 to 1.25 1.26 to 1.93
% 64.6% 35.4%
Distribution o ‘ o

Centers Centers 0.92 1.33
Ranges 0.27 to 1.11 1.12t0 1.83
% 56.2% 43.8%
Distribution e -

.

H
H
!i
B
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Table 8. Five-range k-means clustering of player load per minute by playing positions.

Role Imp (n/min) Very Low Low Moderate High Very High
Guard Centers 0.19 0.47 0.93 1.21 1.52
Ranges 0.19 to 0.47 0.48 to 1.06 1.07 to 1.33 1.34 to 1.64 1.65 to 1.88
% 1.89% 1.89% 28.30% 35.85% 32.08%
Forward Centers 0.38 0.96 1.21 1.43 1.77
Ranges 0.38 to 0.38 0.39 to 1.03 1.04to 1.25 1.26 t0 1.48 1.49t01.93
% 1.01% 31.31% 43.43% 19.19% 5.05%
Centers Centers 0.56 0.93 1.20 1.49 1.83
Ranges 0.27 to 0.50 0.51 to 0.91 0.92to 1.14 1.15 to 1.40 1.41t01.83
% 5.71% 40.95% 39.05% 13.33% 0.95%
Total Centers 0.36 0.89 1.14 1.40 1.72
Ranges 0.19 to 0.50 0.51 to 1.01 1.02 to 1.27 1.28 to 1.56 1.57 to 1.93
% 1.95% 27.24% 39.30% 26.85% 4.67%

4. Discussion

This research aimed to find out the different kinematic and neuromuscular load zones
according to specific positions in basketball players. The present study revealed clear
differences in external workload demands during basketball games based on playing
positions. Guards covered a greater total distance, especially at high intensities like jogging,
running, and sprinting. This aligns with previous research showing guards performing
more high-intensity running and changes in direction [3]. The need to frequently transition
from offense to defense places extensive movement demands on guards. In contrast, centers
and forwards exhibited lower speed profiles, concentrating movement close to the basket.
Centers, in particular, operated predominantly in the key area, as evidenced by the highest
impacts per minute. Their role revolves around screening, boxing out, and defending
the paint [1,32]. These disparities in game demands likely stimulate position-specific
physiological responses. For example, guards demonstrate higher heart rate intensity,
reflecting greater cardiovascular demands from constantly moving up and down the
court [17]. Identifying differences between positions is crucial for optimizing training and
workload management, as this makes it possible to personalize training according to the
specificity required for each variable.

The personalization of training is increasingly vital in team sports like basketball.
While the training regimen has a collective objective requiring cooperation, each player
must develop position-specific skills in order for the team to withstand diverse competitive
challenges. Kozina et al. determined that training individualization is necessary, and
systems should facilitate coaches” work [33]. After a systematic review, Reina et al. [12]
recommended personalized training based on the specific demands of each basketball
position, supported by research on position-specific loads [11,34]. Therefore, identifying
demands by position is key since roles require predominant technical/tactical actions that
must be considered by coaches for the personalized preparation of players for games.

To establish protocols or reference values to individualize training, various statistical
methods have been employed that allow the grouping of variables [11], verify whether
statistical differences exist between specific positions based on load variables [3,12], or
divide the load of different variables into correlative ranges to establish the optimal work
zones [26]. One of the most-used analyses is utilized to determine reference values and to
divide the variables into statistically different groups in their different modalities: hierar-
chical [35], k-means [26], and two steps [36]. The two-step classification method selects
the number of groups based on the statistical differences that exist, without the researcher
being able to intervene. This classification method sometimes has a low applicability, since
the discrimination of the loads that coaches require does not occur [27]. The use of k-means
analysis allows the pre-establishing of groups according to scientific evidence, allowing
greater contextualization and applicability to established thresholds and thus improving
the training process.

85



Sensors 2024, 24, 1146

The results of the two-step classification method for the speed and acceleration vari-
ables show different groupings based on specific positions. The number of groups identified
and the thresholds of each group are not directly applicable or comparable to the thresholds
presented in the literature [27], but it is useful to know the descriptive behavior of the
different specific positions of basketball players. The identification of two speed groups for
the guards, and three groups for the forwards and pivots, shows that the guards have less
variation in speed. During games, guards set the pace of the game and the construction of
the play, trying to play fast or slow since they usually work under predetermined plays
before the game [16]. On the other hand, forwards and pivots have greater oscillations in
speed because they are more reactive groups that have to interact with the environment to
make decisions to try to surprise the rival [10,37]. Regarding acceleration and deceleration,
this classification is inverted. The guards have a greater number of zones because they
have a greater variety of different movements by having more space on the field and
participate more in the play [14], while pivots have less space and a narrower range of
motions, executing more defined movements, focused essentially on enhancing their speed
and agility for gestures such as jumping to shoot or rebound [37].

In the comparison between specific positions with the results of the k-means cluster,
differences are found between specific positions. The guards have lower values in the
lower speed zones and higher values in the faster speed zones. This is also seen with the
percentage distribution of speed values; the distribution is lower as the pace increases,
but it is always higher in the guards than in the pivots. Guards are players who run and
accelerate less than pivots but maintain these high values for longer. These results align
with those found by Petway et al. [3], who detected that guards performed high-speed
values during displacements and also achieved them in acceleration. The high-intensity
load is distributed at a very low percentage in high-performance settings across various
specific positions. These observations align with Scanlan et al. [38], who emphasize the
intermittent nature of movements made in basketball, with an average of 1750 changes in
speed between the different intensity zones throughout a game. In basketball, not only
it is important to know the external load’s diverse intensity zones but it is crucial to be
aware of the speed distribution in each of the zones and the behaviors that lead athletes to
different intensities in order to plan training and prepare players to withstand the demands
of competition [18,26,39].

Homogeneity characterizes the neuromuscular load classifications for player load
and impacts, with comparable groupings within variables across positions. Previous
research found that loads were higher in competitions than training, with pivots incurring
greater impact loads than forwards and guards [3,15]. This trend manifests in the present
study’s results, revealing the two-step classification method’s impact distribution with
higher values in pivots regarding intensity values. Moreover, the k-means cluster analysis
evidences this difference, as pivots have elevated values in zones 4 and 5, indicating that
they sustain more impacts than guards, with up to 45% of the impacts per minute relative to
the total time-weighted impacts. Conversely, guards exhibit higher player load values than
pivots both in men’s [2,3,27], and women’s basketball [12,15,26]. The findings again are
related to the k-means cluster analysis, where guards display greater intensity across player
load zones, accompanied by higher values in these zones. This leads to guards moving
with higher absolute acceleration and more frequently than pivots [11,16]. These results
represent the court functions performed by specific positions, influenced by tactics and
players’ physical capacities [4]. While pivots’ loading arises from constant opponent contact
and struggling to score near the basket, guards generate substantial physical loading by
repeating highly explosive motions over time. Therefore, these aspects should prompt
conditioning coaches to develop two targeted strategies for personalized work for training
and recovery processes.

Although the present study is the first approach to the classification of kinematic and
neuromuscular demands in professional basketball by specific positions for the individual-
ization of training loads and recovery processes, different limitations must be considered.
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First, the sample included only male professionals from a single league in preseason games.
Evaluating female athletes and youth players would discern whether thresholds differ by
sex and skill level. Similarly, analyzing data across full regular seasons with higher game
intensity could refine and validate the reported thresholds. Second, the study derived
thresholds based solely on external load metrics. A more comprehensive understanding
should examine internal workload responses relative to the external classifications. Con-
necting physiological indicators like heart rate to the intensity zones would inform the
true physical demands. Third, tactical and contextual factors like the game pace, match
status, or attack—defense phase were not considered but may modulate workload outputs.
Finally, the customized ranges provide objective classifications, but some overlap between
positions still exists. Future approaches could apply more advanced machine learning
techniques to improve the sensitivity and individual customization of thresholds. Overall,
position-specific thresholds allow more effective workload monitoring to improve player
health, performance, and training design.

5. Conclusions

The present study aimed to describe and establish intensity thresholds for common ex-
ternal workload variables in basketball based on playing positions. The results demonstrate
clear differences in external load profiles between guards, forwards, and centers during
competitions. Guards covered greater distance in high-intensity zones including jogging,
running, and sprinting compared to forwards and centers. Guards also exhibited a higher
number of accelerations and decelerations, though the magnitudes were predominantly
low. Forwards and centers performed the majority of moderate speed activity. Centers
experienced the highest frequency of impacts and collisions with other players.

The findings highlight the disparities in game demands across playing positions
arising from distinct roles during gameplay. Guards cover more of the court and execute
quicker multidirectional movements, leading to greater acceleration/deceleration loads.
The versatile roles of forwards position them closer to the basket, with more rebounding
tasks. Centers operate predominantly around the key area with frequent box-outs, screens,
and other contact actions.

Establishing intensity zones using mathematical techniques like k-means clustering
and two-step clustering allows the individualization of thresholds fitted to each playing
position. Though some overlap exists between positions, the tailored thresholds provide
stronger practical utility compared to universal thresholds from device manufacturers.
Teams can implement these findings to improve the monitoring of the external workload
in basketball due to individualizing thresholds and can also enhance their analysis of
competition performance and refine training programs tailored to game demands. On a
practical level, coaches could apply these findings by:

1. Using the thresholds as guidelines in training drills to expose players to competition
intensity by position. During training, tasks will be designed to address specific
demands per position, accounting for work thresholds and action quantities within
each work range. For example, guards would perform more running and sprinting
tasks, while large amounts of screening contact are implemented in center drills.

2. Considering the thresholds when interpreting external loads from monitoring devices.
A certain volume of impacts may signal high intensity for a guard but a normal range
for centers during games due to different standards. Targeted thresholds facilitate
more sensitive alert systems to prompt interventions around excessive loads and
guide return-to-play protocols.

3. Individualizing post-game recovery programming by prescribing active rest for po-
sitions accruing heavy accelerations/decelerations versus more passive modalities
for those incurring extensive impacts. In this sense, tailored fitness programs will be
created to enable players to recover from competition demands, compensating for
produced imbalances.
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Abstract: Low back pain (LBP) is a common issue that negatively affects a person’s quality of life
and imposes substantial healthcare expenses. In this study, we introduce the (Back-pain Movement)
BackMov test, using inertial motion capture (MoCap) to assess lumbar movement changes in LBP
patients. The test includes flexion—extension, rotation, and lateralization movements focused on
the lumbar spine. To validate its reproducibility, we conducted a test-retest involving 37 healthy
volunteers, yielding results to build a minimal detectable change (MDC) graph map that would allow
us to see if changes in certain variables of LBP patients are significant in relation to their recovery.
Subsequently, we evaluated its applicability by having 30 LBP patients perform the movement’s test
before and after treatment (15 received deep oscillation therapy; 15 underwent conventional therapy)
and compared the outcomes with a specialist’s evaluations. The test-retest results demonstrated
high reproducibility, especially in variables such as range of motion, flexion and extension ranges,
as well as velocities of lumbar movements, which stand as the more important variables that are
correlated with LBP disability, thus changes in them may be important for patient recovery. Among
the 30 patients, the specialist’s evaluations were confirmed using a low-back-specific Short Form
(SF)-36 Physical Functioning scale, and agreement was observed, in which all patients improved their
well-being after both treatments. The results from the specialist analysis coincided with changes
exceeding MDC values in the expected variables. In conclusion, the BackMov test offers sensitive
variables for tracking mobility recovery from LBP, enabling objective assessments of improvement.
This test has the potential to enhance decision-making and personalized patient monitoring in
LBP management.

Keywords: low back pain; minimal detectable change; deep oscillation therapy; inertial measurement
unit; range of motion

1. Introduction

Low back pain (LBP) is the main cause of absenteeism and disability in industrial-
ized societies. Prolonged duration of LBP can significantly affect quality of life due to
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biomechanical alterations, such as movement alteration, muscular compensation, pustu-
lar change, joint degeneration or core dysfunction, reducing the ability to perform daily
activities [1]. LBP is an extremely common symptom worldwide and occurs in all age
groups, from children to the elderly population [2]. Approximately 10-20% of patients
develop chronic LBP, defined as pain and disability persisting for more than 12 weeks [3].
Therefore, there is a clear necessity of reducing the disability caused by this problem;
hence, efficient methodologies are needed to improve the function of people suffering
these problems.

Traditional physiotherapy treatments have proven to be effective in enhancing func-
tion and reducing disability in patients with chronic LBP. Therefore, graded activity or
exercise programs that focus on improving function and preventing disability are recom-
mended as primary treatment strategies [4]. Consequently, there is a heightened focus on
physical treatments that allow self-management, with less emphasis on pharmacological
and surgical interventions [4].

Analyzing how a patient responds to a therapeutic approach by administering pre-
treatment and post-treatment tests can help determine whether this should be modified,
substituted or discontinued [5,6]. In this regard, some researchers propose the use of tools
and indicators to assess the minimal detectable change (MDC) in order to evaluate and
ensure actual response to treatments in clinical practice [5,6]. The use of these kinds of tools
could reduce or facilitate the monitoring of the effect of treatments without the need to
constantly test patients with questionnaire-based measures [7].

The MDC is the minimum quantity of change that can be detected in order to be
considered “real” instead of that resulting from potential measurement error [5]. This index
represents the variability of the measures of each variable. If a change of one variable
is detected and it is lower than its MDC value, it would not be considered statistically
significant, since it is lower than the variability of the test [8]. The MDC is important for
clinical decision-making because it can provide a threshold value for therapists, clinical
therapists, and clinical researchers to determine whether the results represent a real change
or reflect intrinsic variability of measurement [9].

The integration of MDC into therapeutic strategies such as DOT or traditional physio-
therapy treatment facilitates the evaluation of patient progress. Consequently, physicians
are able to monitor patient improvement to ensure that the administered treatments or
therapies are yielding satisfactory outcomes [6]. Currently, assessing improvements is
normally conducted through qualitative techniques after treatment, either by observation
of body movements or through interviews with the patient, as is used for assessing the state
of patients before treatment [10]. As exemplified by Marin et al. [10,11], the integration of
inertial measurement units (IMUs) for movement analysis via full-body motion capture
(MoCap) into rehabilitation assessment based on medical examination is feasible. This is
mainly because IMU-based technologies are amongst the most prevalent methodologies
employed for MoCap.

MoCap provides information about spatio-temporal and kinematic variables [10-12]. These
variables are particularly useful for monitoring the progress of patients with musculoskeletal
disorders and can offer many opportunities in the field of rehabilitation to aid decision-making
using measurements before and after treatment, intervention, or therapy [5,10,11,13,14]. IMUs
are electronic devices that capture motion through signal processing of output data from various
embedded sensors (accelerometers, gyroscopes, and magnetometers) [15-17]. In addition, IMUs
have become particularly important because they do not require external cameras and can be
embedded in wearable technology [6,18].

Despite the ostensibly broad applicability of clinical movement analysis [19,20], its
comprehensive integration into routine clinical practice encounters certain hurdles, most
notably the complexity of data analysis stemming from measurement processes. This
necessitates the development of strategies for the automatic and consistent processing of
the spatiotemporal and kinematic variables information that is generated [10,12]. A partic-
ular requirement is the standardization of methods to facilitate a comparative analysis of
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variables generated from two distinct measurement sessions, for instance, those conducted
pre-and post-treatment, or at different junctures during the rehabilitation process [11].
Furthermore, the incorporation of MoCap-based tests needs to address the inherent hetero-
geneity among patients in routine clinical rehabilitation practice. This entails surmounting
the challenge of carrying out individual patient assessments, tracking intra-patient session
data over time, individually managing recovery trajectories, and comparing the efficacy of
treatments across diverse patient profiles [11].

This study introduces the BackMov test, leveraging inertial MoCap sensor technology for
comprehensive lumbar movement analysis. Crafted to objectively track patient progress during
rehabilitation, the BackMov test involves two pivotal measurement sessions: pre- and post-
treatment. The primary goal is to precisely quantify advancements or setbacks in patients with
low back pain (LBP) post-rehabilitation, establishing a correlation between positive changes
in kinematic variables of lumbar movements and recovery after therapy. To validate the
test’s reliability, a test-retest involving three lumbar movements was conducted on 37 healthy
volunteers, utilizing the minimal detectable change (MDC) as a statistical benchmark.

To illustrate its clinical relevance, the BackMov test was administered to 30 LBP-
diagnosed patients, capturing the same three-segment movement before and after therapy.
The resulting data were then compared to evaluations by a specialist physician. Considered
as a novel tool, the BackMov test aims to provide a quantifiable assessment of movement
recovery in LBP patients post-therapy. By doing so, it can support specialists in determining
the efficacy of treatments in restoring mobility, thereby reducing the disability caused by
LBP. The BackMov test enhances decision-making and introduces a systematic approach to
the management and treatment of LBP, offering tailored patient monitoring to ensure more
effective rehabilitation strategies.

2. Materials and Methods
2.1. Participants and Protocol

In this study, 37 healthy volunteers, both male and female, were recruited to determine
the reproducibility of the test using the minimum detectable change (MDC) criterion. A call
for volunteers between 18 and 65 years of age was made through social media. The inclusion
criteria for participation in this study included having a diagnosis of low back pain (LBP)
made by a doctor or specialist and the experiencing of a reduction in mobility or increased
difficulty in movement. The exclusion criteria included individuals presenting any disease
or disability that may have hindered their movement, as well as those who were high-level
athletes. Additionally, individuals engaging in dangerous activities during the study period
were excluded, as well as individuals undergoing any specific drug treatment to alleviate
pain. To be eligible for participation, volunteers must not have received physiotherapeutic
treatment during the previous 6 months. All participants were required to sign an informed
consent form and to attend treatment sessions in person. The final consent was signed
on 12 March 2023. Following recruitment, patients underwent the MoCap movement
test to evaluate flexion—extension, lateralization, and rotation movements. Among these
patients, fifteen (7 men and 8 women) received traditional treatment, including massage,
exercise, heat therapy, and cold therapy. The remaining fifteen (7 men and 8 women)
were treated with the deep oscillation method to analyze their response to an additional
treatment different from the conventional one. Moreover, it was important to know how the
clinician evaluated the patient. First, a clinical review was performed, including collecting
information about the type of work the patient performed, if the patient practiced any
sport, if the patient had experienced any impactful events in the last few weeks or months,
and if any type of chronic disease was present. Secondly, the clinician observed the entire
posterior trunk, detecting anomalies in the whole spine, accompanied by a palpatory
examination of the lumbar spine. Third, the treatments were applied. For the conventional
treatment, the clinician applied a combination of different treatments that have yielded
positive results. First, a heat treatment was applied for 10 min [21], then a magneto machine
was applied for another 20 min [22]. Finally, a massage series was performed [23], which
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was coupled with three William’s exercises (the first three exercise describe in William’s
program) [24] consisting of two series of 10 repetitions of each exercise for five minutes.
These treatments were used in order to consider their effects in combination, producing a
multi-factorial therapy program that could guarantee yielding results in both the short and
long run of the experiment [25].

A deep oscillation treatment was also performed as a novel treatment based on research
findings on electrostatic fields used in chronic pain treatment [26]. The clinicians asked the
patient to lie down on the table and to remove their T-shirt in order to provide a visible
lumbar zone for performance of the treatment. Then, heat was applied to the lumbar
region for 10 min. Next, talcum powder was applied and deep oscillation treatment was
immediately performed for 15 min. Finally, the patient was massaged on the treated area
for 5 min. These massages were also coupled with the William's exercises as described for
the previous treatment. Patients had to perform three sessions per week, i.e., in total, to
complete 12 treatment sessions.

To evaluate the patient’s physical improvements, the clinicians used the Short Form-36
Physical Functioning scale specific to low back pain pathologies [27].

Patient-related information, such as age, BMI, diagnosis, pain level were not included
in this document because these variables were not considered when conducting this study.
However, information regarding the patients and the procedures performed on each patient
is summarized in Table 1. Further details on the status of the patients prior to the treatments
can be found in the Supplementary Materials where details of BMI, pain level, age, and a
brief description of the situation of the patients is provided. A flowchart of the methodology
for ROM classification is presented in Figure 1.

Table 1. Participants.

Group Male Female Total
DOT 7 8 15
TT 7 8 15
Total 14 16 30

Deep oscillation treatment (DOT); Traditional treatment (TT).

Healthy Protocol Result
PT84
898, LEl 5
Remove between |- /
seasons
o e TEST RE-TEST o i
Subjects = 37 Selection Process Confirmation Process MBC - ICC - Reproducibllity
Pathological Protocol R Result .
%h(@
Tradllmnal Trea\mem
W| "
Py S0
F 4 Fa
H
Subjects = 30 EVALUATION EVALUATION BACKMOV
Pre-Condition Post-Condition Individualized Test Applicability

L@J
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Figure 1. Methodology flowchart of the data acquisition and algorithm implementation for ROM
classification (figure designed from Freepik illustrations).
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2.2. Ethical Statement

The study was conducted in accordance with the Declaration of Helsinki and the
protocol was approved by the Ethics Committee for Research on Human Beings of the
Pontificia Universidad Cat6lica del Ecuador (PUCE), Ecuador (N° EO-146-2022). Written
informed consent was obtained from each participant.

2.3. Technology and Instrumentation

We employed the Move Human (MH) Sensors MoCap system which was developed by
IDERGO (Investigacién y Desarrollo en Ergonomia Research Group, V19-07.011, University of
Zaragoza, Zaragoza, Spain) using NGIMU (x-io technologies, Bristol, UK). This system relies on
inertial measurement units (IMUs) securely positioned on three key areas of the body: sensor
1 is collocated in the superior head region (forehead), sensor 2 is collocated in the cervical
region (specifically at C7), and sensor 3 is collocated in the sacral region (at the iliac crest level)
(see Figure 2) for comprehensive analysis. This system provides accurate information on the
rotations and displacements of each body segment at a frequency of 60 Hz.

The MH-Sensors system enables the visualization and real-time monitoring of move-
ment on a digital representation of a human body, or avatar, which is adjusted to the
subject’s body dimensions. In addition, the inertial sensor system houses three types of
sensors: accelerometers, gyroscopes, and magnetometers. These signals are combined,
enabling the clinician to obtain three rotation angles in the axes of space (as well as the
angular velocities and accelerations).

4

1

Forehead

2 g Cervical Region

—— Xaxis

Y axis

Zaxis

® Vector pointing into the page
© Vector pointing out of the page

Figure 2. Inertial sensor placements and orientations on patient (sensor 1 in the forehead region,
sensor 2 in the cervical region, and sensor 3 in the sacral region).

2.4. Varirable

The dorsal-lumbar movements analyzed to obtain data were flexion-extension (Flex),
right-left rotation (Rot), and right-left lateralization (Lat) (See Figure 3). As a result, we
acquired information relating to spatiotemporal and kinematic variables. Each variable
was calculated for each dorsal-lumbar movement (Flex, Rot, and Lat). Information for the
variables considered in the study is summarized in Table 2.
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Figure 3. Flexion—extension, right-left rotation, and right-left lateralization lumbar movements.

Table 2. Summary of spatiotemporal and kinematic variables for each dorsal-lumbar movement.

Variable Description

Max.Range Overall range of motion in the dorsal-lumbar movement (Max-
imum extension range plus maximum flexion range).

Max (Min) Highest value achieved within the range of motion in the
dorsal-lumbar movement (Max is for flexion and Min for ex-
tension).

Max.Mean Average range of motion in the dorsal-lumbar movement (Max

(Min.Mean) is for flexion and Min for extension).

Coefficient of variation
(%) (CV)

Indicator of variability in motion data within the dorsal-
lumbar movement, expressed as a percentage.

Average speed (°/s)
(Speed)

Average speed of motion in degrees per second in the dorsal-
lumbar movement.

Average acceleration of motion in degrees per second squared
in the dorsal-lumbar movement.

Average SpeedUp
(°/s?) (SpeedUp )
Mobility area

(AreaMean) *

Displays the total area under the motion curve in the dorsal-
lumbar movement, which can provide information about the
number of movements performed within a specific timeframe.
A larger area indicates greater patient mobility when perform-
ing movements.

Variability area (Ar-
eaStd) *

Indicates the total area under the variability curve in the dorsal-
lumbar region, providing insight into the overall variability
of movement within a specific timeframe. It depends on the
similarity or resemblance of the different cycles of the resulting
graph. A larger area reflects greater variability in the cycles
of dorsal-lumbar movement by the patient, indicating less
uniformity or regularity in those movements.
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Table 2. Cont.

Variable Description

Relative  variability ~Represents a percentage-based measure of relative variability
(coef%) * in the dorsal-lumbar region, offering a standardized assess-
ment of variation in motion data.

Harmony * Evaluates the overall smoothness and coordination of move-
ments in the dorsal-lumbar region. The variable used to cal-
culate the harmony of motion was the Pearson correlation
coefficient between the angle and the angular acceleration. A
value of “—1” would indicate a maximum correlation, that is,
a straight line in the relationship between these two variables.

Offset (°) * Measures the time delay or phase difference between differ-
ent movements or segments in the dorsal-lumbar region, ex-
pressed in degrees. In this case, these waves are the signals of
angle and acceleration of dorsal-lumbar movement.

Variables with * are justified based on the work [28].

2.5. Magnitude-Based Decision (MBD) to Monitor Individuals with LBP

To measure the effects of the treatment on patients, it is necessary to use the statistical
approach, magnitude-based decision MBD, in order to compare the effect size with a
predetermined threshold. When discussing individual monitoring, it is important to
consider that each patient performed six complete cycles during each session (one session
prior to the treatments and one session after the treatments; these two sessions were
conducted for both types of treatment, traditional treatment and deep oscillation treatment),
attempting to reach their maximum range in each exercise in order to obtain the necessary
information to evaluate the respective variables needed for assessment. Thus, for individual
monitoring of each variable, it was possible to compare two sets of measurements: one
from the pre-treatment session (177 samples, X; mean, and SD; standard deviation) and
another from the post-treatment session session (11, X, mean, and SD; standard deviation).
For this purpose, we used the same discerning method as described in Marin et al. [11],
the magnitude-based decision method. This method provides the probability that a change
(which is defined by the confidence interval of the difference, CIdiff) exceeds a specific
threshold (—4, +6) [19], in this case, the MDC [29] (1).

MDC values at 95% confidence were calculated using the following expression:

MDCos = 1.96V2SEM;  SEM = SDpo11/1 — ICC (1)

In this equation, SD stands for the weighted mean of the standard deviation between
test and retest, ICC is the intraclass correlation coefficient, and SEM is the measurement
standard error.

In this way, a change is only considered substantial if it overcomes the test’s inherent
faults, so that it can be stated that the change observed is real and is not the product of a
measurement error. This can be especially helpful to physicians when used in conjunction
with clinical data.

By calculating the CIdiff, we can create a graph for each variable that depicts the
threshold (—J, 4-0) and the t-distribution of the change between the pre- and post-series,
like the one presented in Figure 4. Analysis of where changes occur with respect to the
threshold is made clearer using this depiction. To conduct this analysis statistically, we
determined specific domains of probability denoted negative change (N), trivial change (T),
and positive change (P). These domains are defined by the proportion of the t area that falls
inside; as such, we have a “negative” region (—infty, —delta), a “trivial” region (—delta,
+delta), and a “positive” region (+delta, +infty).
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Figure 4. Magnitude-based choices (MBD) threshold: representation of the difference between the
pre- and post-series of a single variable. Change within a topic (difference in means between pre- and
post-series) is referred to as Xdif. Li: the change’s lower limit; Ls: the change’s upper limit, according
to J. Marin, J. J. Marin, T. Blanco, J. de la Torre, I. Salcedo, E. Martitegui [11].

In this case, a change is regarded as null or insignificant if it does not surpass the
threshold in any direction where the percentages of P and N are both less than 5% (N < 5%
and P < 5%). A change is classified as uncertain if both P and N surpass 5% (P > 5% and
N > 5%), because it occurs concurrently in both directions. With a predetermined likelihood
of change, any further measure of CIdiff can be classified as either positive (increment)
or negative (decrement). The probability of change is P when there is an increase in the
change, and N when there is a decrease in the change. According to the classification of the
likelihood of change, 5 to 25% is considered “unlikely”, 25 to 75% is “possible”, 75 to 95% is
“likely”, 95 to 99% is “very likely”, and greater than 99% is considered “extremely likely”.

Apart from the application of the MDC, another important point to observe in the
individual analysis is that most changes in the variables are neither necessarily beneficial
nor harmful. Increasing or decreasing the magnitude of a particular variable may be
beneficial to one patient but harmful to another because LBP affects patients differently.
Therefore, the results must be interpreted individually for each patient.

3. Results
3.1. MDC Index Tables Results from Test-Retest Lumbar Movement Analysis

Tables 3-5 are used to show the results of the calculated MDC values from the healthy
subjects (absolute value of the MDC at 95% and dimensionless value of the effect size
MDC.es at 95%). The tables also summarize the values of the means (p), standard deviations
(SD), and results of the variability through ICC of each of the analyzed variables. Each
table summarizes the results for a specific lumbar movement: flexion—extension, rotation,
and lateralization, respectively.
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Table 3. Test-retest results from flexion—extension movement tests. Minimal detectable changes

index.
Test n Retest n

% (SD) % (SD) ICC MDC95 MDC95,,
Flex.MaxRange (°) 93.03 (15.59) 91.35 (15.98) 0.94 10.79 0.68
Flex.Max (°) 6478 (1032)  64.60(10.60) 094  7.09 0.68
Flex.MaxMean (%) 63.06 (10.67)  62.74(1042) 095 677 0.64
Flex.MaxCV (%) 2.16 (1.36) 212(126) 0086 137 1.05
Flex.Min (°) _2848(887) -2712(9.16) 089 823 091
Flex.MinMean (°) —25.37 (8.20) —24.19 (8.87) 0.85 9.09 1.06
Flex.MinCV (%) —9.44 (4.26) —9.66 (5.42) 0.57 8.82 1.81
Flex.Speed MaxMean (°/s)* 11038 (17.32) 11067 (22.59)  0.85  21.30 1.06
Flex.Speed.MinMean (°/s) (13.955 (715;?6'(7)? 0.88 17.66 0.97
Flex.Speed.AreaMean (°/s) 21642 (54.87) 217.98 (75.79)  0.87  66.49 1.00
Flex Speed.AreaStd (°/s) 122,64 (82.01) 10647 (46.29) 055  123.92 1.86
Flex.Speed.AreaCoef (%) 55.05 (30.81) 50.66 (22.88)  —0.11 79.41 2.93
Flex.SpeedUp.MaxMean (°/s) (Alliigé) (?ggg% 0.91 109.47 0.82
Flex. SpeedUp.MinMean (°/s) (’1@?‘8’2{; (’122%6'2? 060 28267 176
Flex.SpeedUp.Harmony (°/s) —0.52 (0.12) —0.51 (0.08) 0.59 0.18 1.79
Flex.SpeedUp.Offset (°/s) 11574 (626) 11523 (5.92) 075 848 1.39

Flex: flexion—extension movement; p: mean; SD: standard deviation; ICC: intraclass correlation coefficient;
MDC95_es: minimal detectable change in dimensionless value effect size at 95%; MDC95: minimal detectable
change in absolute value at 95%. Parameters that showed significant differences between groups were marked
with an asterisk (*).

Table 4. Test-retest results from rotation movement tests. Minimal detectable changes index.

Test n Retest p

x (SD) x (SD) ICC MDC95 MDC95.
Rot.MaxRange (°) 82.03 (11.24) 81.35 (12.88) 0.93 8.65 0.72
Rot.Max (°) 41.03 (5.73) 40.05 (6.96) 0.87 6.26 0.98
Rot.MaxMean (°) 38.90 (5.65) 38.14 (6.69) 0.89 5.73 0.93
Rot.MaxCV (%) 412 (2.31) 3.80 (1.87) 0.42 444 2.11
Rot.Min (°) —41.93 (6.93) —41.60(7.17)  0.88 6.69 0.95
Rot.MinMean (°) —39.92 (6.64) —39.10 (6.86)  0.94 4.46 0.66
Rot.MinCV (%) —3.73 (2.40) —450(428) 058 6.0 1.79
Rot.Speed.MaxMean (°/s) 85.37 (20.82) 83.58 (21.51) 091 17.16 0.81
Rot.Speed.MinMean (°/s) —82.53(20.00)  —81.81(21.24) 0.94 14.14 0.69
Rot.Speed.AreaMean (°/s) 166.40 (59.04) 161.89 (64.08)  0.94 40.76 0.66
Rot.Speed.AreaStd (°/s) 91.87 (42.67) 88.44 (41.59) 0.07 11275 2.68
Rot.Speed.AreaCoef (%) 59.38 (30.81) 59.16 (28.92) 0.36 64.72 2.21
Rot.SpeedUp.MaxMean (°/s)  435.34 (105.80)  467.90 (107.38)  0.33  241.20 2.26

98



Sensors 2024, 24,913

Table 4. Cont.

Test n Retest n
x (SD) x (SD) ICC MDC95 MDC95,¢
. o —474.21 —447.03
Rot.SpeedUp.MinMean (°/s) (142.97) (121.93) 0.19 33098 249
Rot.SpeedUp.Harmony (°/s) —0.52 (0.13) —0.50 (0.13) 0.78 0.16 1.29
Rot.SpeedUp.Offset (°/s) 121.49 (9.03) 119.88 (8.47) 0.78 11.50 1.31

Rot: rotation movement; w: mean; SD: standard deviation; ICC: intraclass correlation coefficient; MDC95_es:
minimal detectable change in dimensionless value effect size at 95%; MDC95: minimal detectable change in
absolute value at 95%.

Table 5. Test-retest results from lateralization movement tests. Minimal detectable changes index.

Test u Retest n

x(SD) X(SD) ICC MDC95 MDC95,
Lat.MaxRange (°) 82.20 (9.97) 84.88 (9.29) 0.93 7.00 0.73
Lat.Max (°) 42.62 (6.06) 44.32 (5.30) 0.92 443 0.78
Lat.MaxMean (°) 41.16 (5.83) 42.16 (5.83) 0.94 3.70 0.67
Lat.MaxCV (%) 2.93 (1.62) 3.86 (2.82) 0.25 5.53 2.40
Lat.Min (°) —39.58 (5.12) —40.56 (5.50) 0.87 5.32 1.00
Lat.MinMean (°) —37.90 (5.10) —38.64 (5.09) 0.95 3.00 0.59
Lat.MinCV (%) —3.48 (2.64) —3.53 (3.10) —0.03 8.09 0.59
Lat.Speed.MaxMean (°/s) 70.91 (17.15) 71.98 (16.46) 0.91 14.09 0.84
Lat.Speed.MinMean (°/s) —73.19(17.34) —71.98 (16.46) 091 14.16 0.83
Lat.Speed.AreaMean (°/s) 150.35 (55.01)  156.26 (53.89) 0.95 32.90 0.60
Lat.Speed.AreaStd (°/s) 73.14 (31.86) 74.77 (35.00) 0.44 69.57 2.08
Lat.Speed.AreaCoef (%) 53.18 (27.17) 51.76 (24.60) 0.53 49.05 1.89
Lat.SpeedUp.MaxMean (°/s) ~ 356.25 (91.40) 36027 (100.21) 035  213.94 2.23
Lat.SpeedUp.MinMean (°/s) (_132%5'8‘; _(93;52"19)9 038 22391 2.19
Lat.SpeedUp.Harmony (°/s) —0.55 (0.15) —0.53 (0.15) 0.68 0.23 1.56
Lat.SpeedUp.Offset (°/s) 123.58 (10.18)  122.24 (10.44) 0.67 16.31 1.58

Lat: lateralization movement; p: mean; SD: standard deviation; ICC: intraclass correlation coefficient; MDC95_es:
minimal detectable change in dimensionless value effect size at 95%; MDC95: minimal detectable change in
absolute value at 95%.

3.2. Results of the Patient-Level Study

The results of this study involved 30 patient-level sets of data summarized into two
group analyses corresponding to the two therapy treatments (15 patients each group). In
this section, we present the summarized data for the two group analysis. The first group
corresponds to the deep oscillation treatment therapy group; its results are summarized
in Tables 6-8 and Figures 5-7; each table and figure is presented for one of the three
movements (flexion—extension, rotation, and lateralization, respectively). Tables 9-11 and
Figures 8-10 present data for the second group subject to traditional treatment therapy.
These tables include the change between the pre- and post-series of the analyzed variables,
the threshold MDC, and the MBD numerical results (i.e., the N, T, and P values; the variables
that underwent a significant change are marked with a *). The figures use the confidence
interval representation to show the information included in the Tables. The numerical
results and the biomechanical interpretation of the single patient analysis are presented as
Supplementary Materials in an Excel file (Supplementary Materials S2 and S3).
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Table 6. Results of study for flexion—extension movement with deep oscillation treatment.

Value Pre  Value Post Mean dif +MDC N/U/P

Flex.DO.MaxRange (°) 64.26 80.32 16.06 2.79 0/0/100
Flex.DO.Max (°) * 51.46 61.72 10.25 1.83 0/0/100
Flex.DO.MaxMean (°) * 49.19 59.88 10.69 1.75 0/0/100
Flex.DO.MaxCV (%) * 3.51 2.36 —1.16 0.35 90/09/01
Flex.DO.Min (°) * —12.79 —18.60 —5.81 212 95/05/0
Flex.DO.MinMean (°) —10.08 —16.17 —6.08 2.35 97/03/0
Flex.DO.MiInCV (%) —22.16 —17.89 4.28 2.28 34/11/55
Flex.DO.Speed. MaxMean (°/s) * 77.41 103.41 26.01 5.50 0/0/100
Flex.DO.Speed.MinMean (°/s) * —68.59 —89.53 —20.95 4.56 100/0/0
Flex.DO.Speed.AreaMean (°/s) * 116.34 195.13 78.79 17.17 0/0/100
Flex.DO.Speed.AreaStd (°/s) 53.62 69.27 15.65 32.00 0/100/0
Flex.DO.Speed.AreaCoef (%) 54.35 37.61 -16.75 20.50 31/69/0
Flex.DO.SpeedUp.MaxMean (°/s) * 360.73 437.13 76.40 2827  0/06/94
Flex.DO.SpeedUp.MinMean (°/s) —387.66 —472.13 —84.46 72.99 61/39/0
Flex.DO.SpeedUp.Harmony (°/s) —0.57 —0.60 —0.03 0.05  37/60/03
Flex.DO.SpeedUp.Offset (°/s) 114.59 117.19 2.60 2.19 04/40/56

Flex: flexion—-extension movement; DO: deep oscillation; MDC: minimal detectable change threshold; N: probability
of negative changes; U: probability of unknown/trivial changes; P: probability of positive changes.. Parameters that
showed significant differences between groups were marked with an asterisk (*).

Pre-Post Analysis - Group Study. Capture: 01.Columna.Flex 15 Patients

Mobility.Degreesx10 - ————— - Most likely [100%]
Average.Speed - R - Most likely [100%]
Full Range - —— - Most likely [100%]
Flex.Max.Range - —_— ~Most likely [100%]
Flex Average Range - —_— - Most likely [100%]
Flex.CV - —— - Likely [90%]
Ext.Max.Range - —_— - Likely [95%]
Ext Average.Range - ——— - Very likely [97%]
EXt.OV - - Unclear
Flex Average.Speed*0.1 - - - Most likely [100%]
Ext.Average.Speed*0.1 - - - Most likely [100%]
Mobility.Area*0.1 - — ~Most likely [100%]
Variability. Area*0.1 - - - Trivial
Relative.Variability*0.1 - —— - Possibly [31%]
Flex.Average.Accel*0.01 - hd - Likely [94%]
Ext. Average Accel*0.01 - - - Possibly [61%]
Harmony*10 - - - Possibly [37%]
Offset _— Possibly [56%]
30 20 10 20 30 )

[
Differences between Pre-Post Series

Figure 5. Flexion—-extension analysis and confidence interval for DO group. Wide light gray bars:
MDC threshold. Thin black bars: confidence intervals of differences.
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Table 7. Results of study for rotation movement with deep oscillation treatment.

Value Pre  Value Post Mean dif +MDC N/U/P

Rot.DO.MaxRange (°) * 63.64 75.20 11.56 2.23 0/0/100
Rot.DO.Max (°) * 30.59 37.59 7.00 1.62 0/0/100
Rot.DO.MaxMean (°) * 28.58 35.94 7.37 1.48 0/0/100
Rot.DO.MaxCV (%) 6.25 3.98 —2.27 1.15 93/07/0
Rot.DO.Min (°) * —33.06 —37.61 —4.55 1.73 98/02/0
Rot.DO.MinMean (°) * —31.10 —35.71 —4.61 1.15 99/01/0
Rot.DO.MiInCV (%) —5.10 —4.37 0.72 1.60 0/84/16
Rot.DO.Speed.MaxMean (°/s) * 70.08 87.03 16.95 4.43 0/0/100
Rot.DO.Speed.MinMean (°/s) * —69.55 —94.09 —24.55 3.65 100/0/0
Rot.DO.Speed.AreaMean (°/s) * 115.47 181.37 65.90 10.52  0/0/100
Rot.DO.Speed.AreaStd (°/s) 51.55 68.28 16.73 29.11  0/99/01
Rot.DO.Speed. AreaCoef (%) 48.39 41.32 —7.07 16.71 0/100/0
Rot.DO.SpeedUp.MaxMean (°/s) * 351.89 472.20 120.31 62.28  0/08/92
Rot.DO.SpeedUp.MinMean (°/s) —371.03 —447.01 —75.98 8546  41/59/0
Rot.DO.SpeedUp.Harmony (°/s) —0.57 —0.64 —0.06 0.04 76/24/0
Rot.DO.SpeedUp.Offset (°/s) 124.96 129.07 411 297 0/30/70

Rot: rotation movement; DO: deep oscillation; MDC: minimal detectable change threshold; N: probability of
negative changes; U: probability of unknown/trivial changes; P: probability of positive changes. Parameters that
showed significant differences between groups were marked with an asterisk (*).

Pre-Post Analysis - Group Study. Capture: 02.Columna.Rot 15 Patients

Mobility.Degreesx10 - ~Most likely [100%]
Average.Speed - - Most likely [99%]
Full.Range - —_———— - Most likely [100%]
Flex Max.Range - —_— - Most likely [100%]
Flex Average.Range - ————— - Most likely [100%]
Flex.CV - — - Likely [93%]
Ext Max Range —_————— Very likely [98%]
Ext.Average.Range - e - Very likely [99%]
EXELCV - — - Unlikely [16%]
Flex Average.Speed*0.1 - — - Most likely [99%]
Ext.Average.Speed*0.1 - — - Most likely [100%]
Mobility.Area*0.1 - _——— - Most likely [100%]
Variability.Area*0.1 - — - Trivial
Relative.Variability*0.1 - =0 - Trivial
Flex.Average. Accel*0.01 - —— ~Likely [92%]
Flex Average Accel*0.01 - —— - Possibly [41%]
Harmony*10 - —e— - Likely [76%]
Offset - —_———————————— - Possibly [70%]
= o H 10 5 0

Differences between Pre-Post Series

Figure 6. Rotation analysis and confidence interval for DO group. Wide light gray bars: MDC
threshold. Thin black bars: confidence intervals of differences.
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Table 8. Results of study for lateralization movement with deep oscillation treatment.

Value Pre  Value Post Mean dif +MDC N/U/P

Lat.DO.MaxRange (°) * 61.69 74.96 13.27 1.81 0/0/100
Lat.DO.Max (°) * 31.98 37.97 5.99 1.14 0/0/100
Lat.DO.MaxMean (°) * 30.70 36.80 6.10 0.96 0/0/100
Lat.DO.MaxCV (%) 3.75 2.79 —-0.97 1.43 19/81/0
Lat.DO.Min (°) * —29.71 —36.99 —7.28 1.37 100/0/0
Lat.DO.MinMean (°) * —28.59 —36.00 —7.41 0.77 100/0/0
Lat.DO.MinCV (%) —3.81 —2.34 1.46 2.09 0/70/30
Lat.DO.Speed. MaxMean (°/s) * 58.93 77.67 18.74 3.64 0/0/100
Lat.DO.Speed.MinMean (°/s) * —61.35 —82.58 —21.23 3.66 100/0/0
Lat.DO.Speed.AreaMean (°/s) * 109.71 170.13 60.42 8.49 0/0/100
Lat.DO.Speed.AreaStd (°/s) 38.45 51.01 12.56 17.96 0/90/10
Lat.DO.Speed.AreaCoef (%) 43.31 35.54 —7.77 12.66 20/80/0
Lat.DO.SpeedUp.MaxMean (°/s) * 269.18 355.10 85.92 55.24 0/18/82
Lat.DO.SpeedUp.MinMean (°/s) —278.67 —362.77 —84.10 57.81 82/18/0
Lat.DO.SpeedUp.Harmony (°/s) —0.67 —-0.71 —0.03 0.06 14/85/01
Lat.DO.SpeedUp.Offset (°/s) 132.43 135.13 2.70 421 01/76/23

Lat: lateralization movement; DO: deep oscillation; MDC: minimal detectable change threshold; N: probability of
negative changes; U: probability of unknown/trivial changes; P: probability of positive changes. Parameters that
showed significant differences between groups were marked with an asterisk (*).

Pre-Post Analysis - Group Study. Capture: 03.Columna.Lat 15 Patients

Mobility.Degreesx10 - - Most likely [100%]
Average.Speed - _— -~ Most likely [100%]
Full.Range - —_————— - Most likely [100%]
Flex.Max.Range - —_— - Most likely [100%]
Flex Average.Range - —_— - Most likely [100%]
Flex.CV - —= - Unlikely [19%]
Ext Max.Range - —_— - Most likely [100%]
Ext Average.Range - ————— - Most likely [100%]
BXt.CV - —_—— - Possibly [30%]
Flex Average.Speed*0.1 - —— - Most likely [100%]
Ext.Average.Speed*0.1 - —— - Most likely [100%]
Mobility.Area*0.1 - —_—— ~Most likely [100%]
Variability. Area*0.1 - —— - Unlikely [10%]
Relative.Variability*0.1 - — - Unlikely [20%]
Flex.Average Accel*0.01 - - - Likely [82%]
Flex.Average Accel*0.01 - - - Likely [82%]
Harmony*10 - - - Unlikely [14%]
Offset - P - Unlikely [23%]

s 10 15 20 2 30
Differences between Pre-Post Series

Figure 7. Lateralization analysis and confidence interval for DO group. Wide light gray bars:
MDC threshold. Thin black bars: confidence intervals of differences.
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Table 9. Results of study for flexion—extension movement with traditional treatment.

Value Pre  Value Post Mean dif +MDC N/U/P

Flex.TT.MaxRange (°) * 72.31 85.05 12.74 2.79 0/0/100
Flex.TT.Max (°) * 54.00 66.15 12.15 1.83 0/0/100
Flex.TT.MaxMean (°) * 51.09 64.20 13.11 1.75 0/0/100
Flex. TT.MaxCV (%) * 4.74 2.63 —-2.11 0.35 100/0/0
Flex. TT.Min (°) —18.30 —18.90 —0.60 2.12 23/67/10
Flex.TT.MinMean (°) —16.11 —15.75 0.37 2.35 11/69/20
Flex. TT.MinCV (%) * —10.61 —18.75 —-8.13 2.28 62/8/30
Flex.TT.Speed. MaxMean (°/s) * 76.57 101.12 24.55 5.50 0/0/100
Flex.TT.Speed. MinMean (°/s) * —71.44 —91.20 -19.76 4.56 100/0/0
Flex.TT.Speed.AreaMean (°/s) * 130.87 195.99 65.12 17.17 0/0/100
Flex.TT.Speed.AreaStd (°/s) 53.74 777.77 24.04 32.00 0/87/13
Flex.TT.Speed.AreaCoef (%) 59.27 52.44 —6.82 20.50 8/92/0
Flex.TT.SpeedUp.MaxMean (°/s) * 320.41 447.90 127.49 28.27 0/3/97
Flex.TT.SpeedUp.MinMean (°/s) —324.74 —459.96 —135.23 72.99 92/8/0
Flex.TT.SpeedUp.Harmony (°/s) —0.58 —0.62 —0.04 0.05 33/67/0
Flex. TT.SpeedUp.Offset (°/s) 117.97 118.46 0.48 2.19 0/90/10

Flex: flexion—extension movement; TT: traditional treatment; MDC: minimal detectable change threshold;
N: probability of negative changes; U: probability of unknown/trivial changes; P: probability of positive changes.
Parameters that showed significant differences between groups were marked with an asterisk (*).

Pre-Post Analysis - Group Study. Capture: 01.Columna.Flex 15 Patients

Mobility.Degreesx10 - —_———————— - Very likely [98%]
Average.Speed - —_—— -~ Most likely [100%]
Full Range - —_—— - Very likely [99%]
Flex Max Range - ————— - Most likely [100%]
Flex Average Range - —_—————— - Most likely [100%]
Flex.cv - —— ~Very likely [95%]
Ext Max Range - — - Unclear
ExtAverage.Range - ——— - Unclear
EXt.CV - - Unclear
Flex Average.Speed*0.1 - - ~Most likely [100%]
Ext Average.Speed*0.1 - .- ~Most likely [100%]
Mobility.Area*0.1 - —— - Most likely [100%]
Variability.Area*0.1 - — - Unlikely [13%]
Relative.Variability*0.1 - —o— - Unlikely [8%]
Flex Average Accel*0.01 - - - Very likely [98%]
Ext.Average.Accel*0.01 - - - Likely [92%]
Harmony*10 - [ - Possibly [33%]
Offset - —— - Unlikely [9%]
-0 -20 0 20

Differences between Pre-Post Series

Figure 8. Flexion—extension analysis and confidence interval for TT group. Wide light gray bars:
MDC threshold. Thin black bars: confidence intervals of differences.
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Table 10. Results of study for rotation movement with traditional treatment.

Value Pre  Value Post Mean dif +MDC N/U/P

Rot.TT.MaxRange (°) * 69.42 77.84 8.42 2.23 0/0/100
Rot.TT.Max (°) 33.78 38.51 4.73 1.62 0/27/73
Rot.TT.MaxMean (°) 31.94 37.21 5.27 1.48 0/14/86
Rot.TT.MaxCV (%) 4.46 2.93 —1.52 1.15 75/25/0
Rot. TT.Min (°) * —35.64 —39.33 —3.69 1.73 87/13/0
Rot.TT.MinMean (°) * —33.65 —37.42 —-3.77 1.15 92/8/0
Rot. TT.MIinCV (%) —4.95 —-3.76 1.18 1.60 0/70/30
Rot. TT.Speed.MaxMean (°/s) * 73.33 90.45 17.12 4.43 0/0/100
Rot.TT.Speed.MinMean (°/s) * —70.86 —90.90 —20.04 3.65 100/0/0
Rot. TT.Speed.AreaMean (°/s) * 126.99 185.66 58.67 10.52  0/0/100
Rot. TT.Speed.AreaStd (°/s) 52.05 68.55 16.50 29.11 0/100/0
Rot.TT.Speed. AreaCoef (%) 43.21 37.21 —6.00 16.71  0/100/0
Rot.TT.SpeedUp.MaxMean (°/s) 369.28 460.78 91.50 62.28 0/20/80
Rot.TT.SpeedUp.MinMean (°/s) —349.55 —440.21 —90.66 85.46 60/40/0
Rot.TT.SpeedUp.Harmony (°/s) —0.59 —0.67 —0.08 0.04 93/7/0
Rot. TT.SpeedUp.Offset (°/s) 126.58 132.75 6.17 297 0/5/95

Rot: rotation movement; TT: traditional treatment; MDC: minimal detectable change threshold; N: probability of
negative changes; U: probability of unknown/trivial changes; P: probability of positive changes. Parameters that
showed significant differences between groups were marked with an asterisk (*).

Pre-Post Analysis - Group Study. Capture: 02.Columna.Rot 15 Patients

Mobility.Degreesx10 - - Likely [94%]
Average.Speed - ~Most likely [100%]
Full.Range - - Very likely [99%]
Flex.Max.Range - —_— - Most likely [99%]
Flex.Average.Range - —_—— - Most likely [100%]
Flex.CV - —— ~Likely [75%]
Ext Max.Range - —_—— - Likely [87%]
Ext Average Range - —_————————— - Likely [92%]
EXt.CV - ————— - Possibly [29%]
Flex Average.Speed*0.1 - —— - Most likely [99%]
ExtAverage.Speed*0.1 - —— - Most likely [100%]
Mobility.Area*0.1 - _—— - Most likely [100%]
Variability. Area*0.1 - —— - Trivial
Relative.Variability*0.1 - —— - Trivial
Flex.Average Accel*0.01 - — - Likely [80%]
Flex.Average Accel*0.01 - - - Possibly [60%]
Harmony*10 - —— - Likely [93%]
Offset - - Likely [95%]

5
Differences between Pre-Post Series.

Figure 9. Rotation analysis and confidence interval for TT group. Wide light gray bars: MDC threshold.
Thin black bars: confidence intervals of differences.
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Table 11. Results of study for lateralization movement with traditional treatment.

Value Pre  Value Post Mean dif +MDC N/U/P

Lat.TT.MaxRange (°) * 60.25 68.09 7.84 1.81 0/5/95
Lat.TT.Max (°) * 30.74 35.48 4.74 1.14 0/3/97
Lat.TT.MaxMean (°) * 29.46 34.08 4.61 0.96 0/3/97
Lat.TT.MaxCV (%) 3.97 3.40 —0.57 1.43 4/96/0
Lat.TT.Min (°) —29.51 —32.62 -3.11 1.37 84/16/0
Lat.TT.MinMean (°) * —27.73 —31.38 —3.65 0.77 95/4/1

Lat. TT.MinCV (%) —4.97 —3.30 1.68 2.09 0/74/26
Lat.TT.Speed.MaxMean (°/s) * 55.73 67.91 12.18 3.64 0/0/100
Lat.TT.Speed.MinMean (°/s) * —54.56 —68.37 —13.81 3.66 100/0/0
Lat.TT.Speed.AreaMean (°/s) * 88.84 127.80 38.96 8.49 0/0/100
Lat.TT.Speed.AreaStd (°/s) 30.67 36.87 6.20 17.96 0/100/0
Lat. TT.Speed. AreaCoef (%) 35.39 29.76 —5.62 12.66 0/100/0
Lat.TT.SpeedUp.MaxMean (°/s) 244.55 291.50 46.95 55.24 0/68/32
Lat.TT.SpeedUp.MinMean (°/s) —248.87 —282.96 —34.09 57.81 3/97/0
Lat.TT.SpeedUp.Harmony (°/s) —0.67 —0.73 —0.06 0.06  54/46/0
Lat.TT.SpeedUp.Offset (°/s) 13291 137.55 4.65 421 0/40/60

Lat: lateralization movement; TT: traditional treatment; MDC: minimal detectable change threshold;
N: probability of negative changes; U: probability of unknown/trivial changes; P: probability of positive changes.
Parameters that showed significant differences between groups were marked with an asterisk (¥).

Pre-Post Analysis - Group Study. Capture: 03.Columna.Lat 15 Patients

Mobility.Degreesx10 - - Likely [84%]
Average.Speed - —_— ~Most likely [100%]
Full Range - - Very likely [95%]
Flex Max Range - —_————————— - Very likely [97%]
Flex Average Range - —_—————————— - Very likely [97%]
Flex.cv - —— ~Trivial
Ext.Max.Range - _—————— - Likely [84%]
EXtA R - - Likely [94%]
EXt.CV - — - Possibly [26%]
Flex.Average.Speed*0.1 - —— - Most likely [99%]
Ext Average.Speed*0.1 - - ~Most likely [100%]
Mobility.Area*0.1 - ———— - Most likely [99%]
Variability.Area*0.1 - - ~Trivial
Relative.Variability*0.1 - - ~Trivial
Flex Average Accel*0.01 - - - Possibly [32%]
Flex Average. Accel*0.01 - - ~Trivial
Harmony*10 - - - Possibly [54%]
Offset - —_————— - Possibly [60%]
5 4 I3 20 %

Differences between Pre-Post Series

Figure 10. Lateralization analysis and confidence interval for TT group. Wide light gray bars:
MDC threshold. Thin black bars: confidence intervals of differences.

In relation to the individual data of all patients for both treatments, this information is
summarized in the Supplementary Materials. When deciding how to interpret the results,
we only considered the changes that exceeded the threshold ¢ at a level interpreted as ‘very
likely” (above >95% probability); we denominated these as ‘real” changes.
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3.3. Results of the Low-Back-Specific Version of the SF-36 Physical Functioning Scale

As established before, this study involved 30 separate patients, each of whom was
assessed by a physician specialist using a low-back-specific version of the SF-36 Physical
Functioning scale two times; once before the treatment sessions and once after such treat-
ments. In this section, we present the scores determined for the same patients referred
to in the previous section (see Table 12). All the scores, as well as the more detailed an-
swers of the patients to the questions from the rest of the patients, are presented in the
Supplementary Materials.

Table 12. Low-back-specific SF-36 Physical Functioning scale average scores and differences in
both treatments.

DOT Group TT Group
Pre-Treatment 60.00 65.78
Post-treatment 74.67 75.67
Difference 14.67 9.89

4. Discussion

To assess the reproducibility in our test-retest results, we evaluated the ICC values,
which exceeded 0.7. These results are satisfactory in comparison to those reported in a
similar study [30], where use was made of an optical motion capture system to analyze the
same movements but in a seated position; in this study only moderate ICC values (0.6-0.7)
for most of their variables were obtained. In another study by Megan O’Grady et al. [31],
use was similarly made of an IMU system to analyze lumbar movement (flexion-extension,
lateral flexion left to right, and rotation). When calculating the reproducibility, these authors
obtained values (0.95 < ICC < 1.00) for the kinematics they were evaluating. The values
obtained in our study with respect to the same variables were very similar to those reported
in Megan O’Grady’s study [31] (ICC > 0.85). Both of these findings indicate the reliability
of IMU systems and their potential to assess the kinematics of lumbar movement. Most of
the kinetics variables also exhibited high reproducibility (ICC > 0.85), with the exception of
the accelerations for the lateralization and rotation movement. When compared to other
studies that also dealt with MDC, we note that our results for the ROM were comparable
with those obtained in similar studies [32,33]. However, we were unable to find details of
previous MDC studies focusing on the velocities of these movements, so we are not able to
fully support our findings with respect to these variables.

The utility of the test is determined by the MDC value of the variables, with Tables 3-5
(marked with a *) indicating the variables with the lowest MDC ranges and the greatest ICC in
our study. Furthermore, based on the statistical application of the MDC technique in a sample
of 30 patients, these are the variables most relevant for measuring change at the individual
level and, hence, the efficacy of an intervention/treatment. The findings were compared
to those of various studies of individuals with LBP, where the most reliable variables are
those in which the biggest change was identified in relation to improvement [34-39]. As a
result, the BackMov test could give clinicians reliable and easy to understand information
about the change in a particular characteristic seen in a patient, enabling them to clearly see
the improvement or impairment of a patient. The clinician, who can now be aware of these
specific characteristics in the patient’s circumstances may find it easier to decide whether or
not to continue with a treatment or whether to change it in favor of a treatment to target the
specific change that they may have noticed.

For example, we draw attention to the graphs depicted in Figures 5-10 with regard
to the findings of this study. These graphs were created to graphically and intuitively
display the changes observed in the set of variables, making it easier for the physician
to recognize the factors that need further consideration and analysis. This information
can be useful, as a significant number of guidelines primarily focus on assessing the
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disability that the LBP may be causing the patient [40]. In relation to this, we saw that the
improvement in ROM and velocities could be directly related to the abilities of individuals
to perform physical activities. This is supported by the observation that for patients that
exhibited a significant change in these variables when responding to the questionnaire
conducted by the physicians (see Supplementary Materials S5), their answers showed
that most of them were better when performing activities that involved a high degree of
movement from their point of view, such as going up the stairs or walking. Furthermore,
as the velocities of the patients also seemed to have improved, this could be related to
the therapies helping patients to overcome their fear of movement so that they were
less hesitant to move, therefore decreasing the overall time it took them to perform an
activity [41,42]. Overcoming the fear of movement would correlate with the improvement
in these variables with overall improvement in performing daily activities. Furthermore,
as movement increases this also helps to reduce muscle tension and stiffness that may
have been caused as a result of the individuals trying to move as little as possible to avoid
pain [43—45]. The results of our MDC comparisons are in line with evaluation of progress in
the patients conducted by the specialist physicians using the low-back-specific form of the
SF-36 Physical Functioning scale. The results were that both groups showed real changes
in the variables that can be associated with disability and thus may influence recovery of
LBP patients. In this way, the graphs are intended to make it easier to identify a change in
a variable related to disability, thus facilitating monitoring of treatment without the need
to keep completing questionnaires to assess progress. Furthermore, if the clinician needs
to pursue a more extensive and rigorous analysis, the tables (Tables 6-11) contain more
detailed information on the variables and the changes in the patients kinematics.

Personalized medicine has become an important goal for health professionals [46]. The
response to therapy for conditions like LBP problems can be objectively described through
individual patient assessment, so these kinds of tools that reduce the time to assess progression
can be good for the future of therapy. Although there seems to be benefit in using the BackMov
test for the purposes described, there are certain issues that need to be addressed as they
may cause the results to not be reliable if they are not taken into account. A clear issue is the
fact that IMUs suffer from integration drift, which involves small errors appearing during the
measurement of acceleration and angular velocity that can be progressively combined into larger
errors in velocity and angle, which are compounded into still greater errors in position [47].
Another issue that may arise from this test that must be taken into consideration is the effect of
noise associated with other variables, including pathology, treatment used between pre- and
post-testing, illness progression, and even private personal events [48-52]. Despite the promising
results and the potential utility of the BackMov test in assessing lumbar movement recovery
in LBP patients post-therapy; it is crucial to acknowledge certain limitations that may impact
the interpretation of our findings. One notable limitation is the exclusion criteria employed
in participant selection. Excluding individuals with pre-existing diseases or disabilities that
might hinder their movement was essential for maintaining homogeneity in the study cohort.
However, it is important to recognize that the applicability of the BackMov test to a broader
patient population, including those with comorbidities or disabilities, remains to be explored.
Another limitation stems from the exclusion of high-level athletes from the study cohort. While
this decision aimed to control for the potential influence of exceptional physical fitness on
lumbar movement, it has inadvertently limited the generalizability of our findings to this
specific subgroup. The BackMov test’s effectiveness in assessing movement recovery in athletes
with LBP warrants further investigation to ascertain its relevance and applicability across diverse
patient profiles.

Additionally, the exclusion of individuals engaged in dangerous activities during the
study period raises questions about the test’s external validity in real-world scenarios where
patients may need to resume such activities post-therapy. The BackMov test’s capacity
to capture improvements in lumbar movement relevant to occupational or recreational
activities involving increased risk remains an avenue for future research. Moreover, the
exclusion of individuals undergoing drug-specific treatments to alleviate pain introduces
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another layer of complexity. Many LBP patients often rely on pharmacological interventions
for pain management. The impact of these treatments on lumbar movement and the
BackMov test’s sensitivity to changes in patients undergoing drug-specific interventions
were not explored in this study. Future investigations should consider incorporating these
variables to enhance the test’s applicability in a broader clinical context.

As an important note, while the BackMov test appears to possess great potential to
detect when a patient experiences a relevant change in a particular variable (high likelihood
of change), the physician should still not only rely on these results for determining whether
or not this change is important for treatment. This is significant because, despite the fact
that this kind of metric is meant to offer unbiased data in support of a diagnosis, the MDC
itself is not a definitive diagnosis and should not be used as the only tool to determine
a clinical decision as it is based on merely an association of certain variables with the
disability produced by the LBP [53-55]. Some of these associations are still in need of further
evaluation to be considered directly proportional to the effects of LBP. Furthermore, these
values do not account for the psychological aspect that must be addressed when dealing
with these kinds of problems [56,57]. Regarding the study’s implications for research and
clinical practice, we believe that the use of the BackMov test as a "logical’ guideline can
be the foundation for future patient studies for the evaluation of treatments. However, it
is necessary to further develop the rules that allow for more effective qualification of the
change detected in the variables. This would further support use of the method in the
evaluation of treatments or the monitoring of a patient’s overall recovery based on the
premise of disability recovery from improved kinematics of lumbar movements.

5. Future Work

To enhance the understanding and potential of this methodology, a more comprehen-
sive and rigorous approach is proposed. In the newly suggested methodology, a control
group should be included to observe the progress of LBP patients in the absence of any treat-
ment. Additionally, other therapeutic treatments for the pathology should be incorporated.
In future studies, greater attention must be given to the psychological and psychosocial
aspects of the disease. Furthermore, the utilization of alternative statistical tools, such as the
minimal important difference (MID), should be considered to complement the minimum
detectable change (MDC). Determining MID thresholds, alongside MDC, would offer a
more valuable means to assess therapies, provide evidence for diagnoses, and facilitate
the monitoring of patient recoveries. Lastly, unless more evidence emerges regarding
the relationship between disability and kinematic variables or the association of fear of
movement with kinematics, a dedicated study focusing on establishing these connections
should be planned to support the use of this methodology.

6. Conclusions

In conclusion, we can say that the test-retest of the BackMov test that was conducted on
a sample of healthy young subjects was able to show excellent reproducibility and validity
for variables such as the Max.Range, the Flex.Average.Range, the Ext. Average.Range, the
Flex.Average.Speed and the Ext.Average.Speed in all three assessed lumbar movements,
thus making the use of IMUs a reliable tool for assessment of range of motion (ROM)
evaluation recovery in LBP patients. The assessments made by the expert physician were
mainly validated using the objective pre- and post-test outcomes for 30 patients with
LBP difficulties. In this approach, the results were demonstrated to be applicable to the
evaluated patient, as certain factors were sensitive enough to detect significant changes
associated with the progression (improvement, worsening, or no changes) in LBP. From
this, we draw the conclusion that the application of clinical lumbar movements analysis
based on IMU technology in rehabilitation could be advantageous in this branch of the
medical field as an extra tool that may help specialists to assess the extent of recovery of
any lost mobility caused by LBP. The results of this study also may contribute to improving
medical decision-making and the individualized follow-up of patients; however, more
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extensive and rigorous studies must be undertaken in order to fully validate the potential
for use of these tools.

Supplementary Materials: The following supporting information can be downloaded at: https:/ /www.
mdpi.com/article/10.3390/s24030913/s1, This article contains spreadsheet of the results of data
collection (BMI, Ages, gender, pain intensity, and brief examination from both groups), Supplementary
material S1; variables data collection and complete statistics tables from both groups, Supplementary
material 52 and supplementary material S3; collection and complete statistics tables from the Healthy
Group, supplementary material S4; and the results from the ow-back-specific Short Form (SF)-36
Physical Functioning scale from each patient, supplementary material S5.
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Abstract: Continuous glucose monitoring (CGM) is used clinically and for research purposes to
capture glycaemic profiles. The accuracy of CGM among healthy populations has not been widely
assessed. This study assessed agreement between glucose concentrations obtained from venous
plasma and from CGM (FreeStyle Libre2™ Abbott Diabetes Care, Witney, UK) in healthy women.
Glucose concentrations were assessed after fasting and every 15 min after a standardized breakfast
over a 4-h lab period. Accuracy of CGM was determined by Bland-Altman plot, 15/15% sensor
agreement analysis, Clarke error grid analysis (EGA) and mean absolute relative difference (MARD).
In all, 429 valid CGM readings with paired venous plasma glucose (VPG) values were obtained
from 29 healthy women. Mean CGM readings were 1.14 mmol/L (95% CI: 0.97 to 1.30 mmol/L,
p < 0.001) higher than VPG concentrations. Ratio 95% limits of agreement were from 0.68 to 2.20,
and a proportional bias (slope: 0.22) was reported. Additionally, 45% of the CGM readings were
within £0.83 mmol/L (+15 mg/dL) or £15% of VPG, while 85.3% were within EGA Zones A + B
(clinically acceptable). MARD was 27.5% (95% CI: 20.8, 34.2%), with higher MARD values in the
hypoglycaemia range and when VPG concentrations were falling. The FreeStyle Libre2™ CGM
system tends to overestimate glucose concentrations compared to venous plasma samples in healthy
women, especially during hypoglycaemia and during glycaemic swings.

Keywords: continuous glucose monitoring; blood glucose; agreement; glycaemic dynamics

1. Introduction

Continuous glucose monitoring (CGM) devices automatically track interstitial glucose
concentrations via a small sensor attached to the upper arm or abdomen. CGM is com-
monly used in clinical practice to help people with diabetes maintain healthy glycaemic
management and prevent hypoglycaemic episodes. Studies have demonstrated high ac-
curacy of CGM devices in individuals with diabetes [1,2], supporting the safety of CGM
systems for informing treatment decisions in adults with type 1 diabetes or individuals
with type 2 diabetes who are on insulin [3-5].
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Along with clinical applications, CGM systems are also widely used for research [6-10]
to provide comprehensive glycaemic profiles, including glucose nadir [7], glucose peak [9]
and area under the curve [10]. These devices are often utilised in studies under free-
living conditions, as they remove the barrier of collecting blood samples in the laboratory.
However, given the limited studies conducted in healthy individuals [11,12] and the
various types of CGM systems on the market [13], we are unable to draw firm conclusions
on the accuracy of specific CGM systems. A study led by Akintola and colleagues [11]
identified good agreement of the Medtronic ENLiTE CGM system with venous serum
glucose concentrations in normoglycaemic participants. Another study also showed overall
high accuracy of the Dexcom G6 CGM system compared with capillary blood glucose
concentrations in healthy individuals [12].

The FreeStyle Libre™ CGM system is also commonly used for both clinical and
research applications [8,14-16]. The FreeStyle Libre™ sensors are factory-calibrated, which
reduces the likelihood of inaccuracies compared to user-calibrated devices such as the
Medtronic ENLiTE and Dexcom. Some studies have used the first-generation FreeStyle
Libre™ CGM system to calculate daily glycaemic variables in healthy adults [8,16] but
its accuracy compared with venous blood measurements has not been established in this
population. Since the second generation of the sensor (FreeStyle Libre2™) received CE
mark clearance in the EU in 2018 and FDA approval in 2020, the accuracy of FreeStyle
Libre2™ sensors has been tested in people with type 1 diabetes or type 2 diabetes only [17],
but not in healthy individuals. At least one study has observed differences in glycaemic
variables assessed by CGM between normoglycemic individuals and people with impaired
glucose tolerance [18], showing higher daytime average interstitial glucose concentrations
and higher postprandial peaks in a group with abnormal glucose tolerance. In addition,
studies examining the accuracy of CGM systems compared with glucose measurements
from venous blood have provided inconsistent findings [1,15]. Therefore, the present study
compared glucose responses assessed using the FreeStyle Libre2™ CGM sensor with those
obtained from venous plasma samples to investigate the accuracy of the sensor and its
suitability for research purposes in healthy women.

2. Methods
2.1. Participants

Thirty healthy, normal-weight females provided written informed consent to partici-
pate in this study. One participant did not have sensor data; thus, data from 29 participants
were subsequently integrated into the study analysis. Eligibility criteria were female,
18 to 35 years old; body mass index between 18.5 and 24.9 kg/ m?; non-smokers (vaping
was considered smoking); no known medical conditions; not taking any medications that
might influence the study outcomes including those that may influence the CGM readings
during the lab study period such as acetaminophen (paracetamol), acetylsalicylic acid
(aspirin) or ascorbic acid (vitamin C); habitually consumed three meals a day; no clinically
diagnosed eating disorders; not dieting and stable weight for 3 months before the study
(<3 kg change in weight); no severe dislike or allergy to any of the study foods; and regular
menstrual cycle in the past 6 months (those taking the oral contraceptive pill were not
eligible for the study). Study procedures were approved by the Loughborough University
Ethics Committee and complied with the Helsinki Declaration guidelines. Participants
were informed of the purpose, procedures and potential risks in the study before providing
written informed consent.

2.2. Study Design

The study was a single-arm trial consisting of a pre-assessment visit and a main
trial. On the pre-assessment visit day, anthropometric parameters were measured using
standard techniques. Body mass and height were measured on an integrated scale and
stadiometer in light clothes and without shoes (Seca 285, Hamburg, Germany). Waist and
hip circumferences were measured with a nonelastic flexible tape while standing (Seca
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201, Hamburg, Germany). A CGM sensor (FreeStyle Libre 2™, Abbott Diabetes Care,
Witney, UK) was then fitted. According to the manufacturer’s recommendations, the sensor
was placed over the participant’s posterior upper arm. The arm on which the sensor was
positioned was determined based on the participant’s preference. The pre-assessment visit
was scheduled two days before the main trial. One day before the main trial, participants
were required to refrain from any strenuous exercise, alcohol and caffeine. Participants
were provided with the same Margherita pizza (Goodfella, Green Isle Foods Ltd., Co
Kildare, Ireland, 3524 k], carbohydrate 90 g, protein 40 g, fat 34 g) and were instructed to
consume as much of this as they desired in the evening and to avoid eating or drinking
anything else except plain water from 10:00 pm. On the main trial day, participants arrived
at the laboratory at 8:00 am after fasting overnight for at least 10 h. A venous cannula
(Venflon 20 G/32 mm, BOC Ohmeda, Sweden) was inserted into an antecubital vein on
the opposite arm to the CGM sensor. Participants rested for 30 min and then consumed
a fixed breakfast within 15 min, consisting of two slices of white bread (100 g), a bowl
of corn flakes (15 g), bananas (150 g, weighed with the skin), strawberry jam (15 g) and
semi-skimmed milk (200 g) (2121 k]J, carbohydrate 95.2 g, protein 18.2 g, fat 5.6 g). A timer
was started once participants finished the breakfast (t = 0 min). Throughout the testing
period, participants remained sedentary within the laboratory, leaving them free to read,
watch videos or use a computer. The study protocol is shown in Figure 1.

Sample size: n =29 ))D

LANCECE - O O U O O O O O O A O O O O O |

Arriving at Lab Baseline Omin  15min  30min  45min  60min 75min 90min 105min 120min 135min 150min 165min 180min 195min 210min 225min 240min

R O 0 6 6 6 6 06 6 6 6 06 06 6 06 0 4 0

é Venous plasma samples
@ Breakfast

,))> Continuous glucose monitoring sensor

Figure 1. Study protocol.

2.3. FreeStyle Libre2™ CGM Sensor

The current study used a sensor-based flash glucose monitoring system (FreeStyle
Libre2™; Abbott Diabetes Care, Witney, UK). This factory-calibrated sensor continuously mon-
itors interstitial glucose concentration utilising wired enzyme technology (osmium mediator
and glucose oxidase enzyme co-immobilized on an electrochemical sensor). Real-time glucose
concentrations were obtained by scanning the sensor every 15 min via the Librelink application
on participants’ smartphones. A glucose trend arrow (indicating rate and direction of change in
glucose concentration) was also displayed on the screen. The trend arrows are categorised into
rising quickly (increasing > 0.111 mmol/L/min), rising (increasing 0.056-0.111 mmol/L/min),
changing slowly (not increasing/decreasing > 0.056 mmol/L/min), falling (decreasing
0.056-0.111 mmol/L/min) and falling quickly (decreasing > 0.111 mmol/L/min) [19].
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2.4. Blood Samples

Venous blood samples were collected via cannula at baseline (before breakfast), imme-
diately after breakfast (t = 0 min) and every 15 min from t = 0 min until 240 min for venous
plasma glucose (VPG) measurement. Venous blood was drawn into pre-chilled 4.9 mL
K3 EDTA tubes using the Sarstedt S-Monovette® system (Sarstedt, Niimbrecht, Germany).
These blood samples were then centrifuged at 3500 rpm (2054x g) for 10 min (Heraeus
Labofuge 400R, Thermo Fisher Scientific, Waltham, MA, USA). The separated plasma
was stored in a —80 °C freezer (TwinGuard, Panasonic, Kadoma, Japan) until biochemical
analysis. VPG concentrations were assayed using the ABX Pentra Glucose PAP CP kit by
colorimetry on a Pentra C400 clinical chemistry analyser (HORIBA Medical, Montpellier,
France), with an intraassay coefficient of variation of 0.5%.

2.5. Statistical Analyses

A linear mixed model was used to compare the mean differences between venous
plasma glucose concentrations and CGM readings, and Brysbaert and Stevens’s method [20]
was used to calculate the effect size. Analyses were conducted using the ‘Ime4’ package
for linear mixed-effects models in R (version 4.0.5). The agreement between glucose
measurements derived from CGM and venous plasma samples was assessed using Bland—
Altman analysis [21]. The proportional bias was calculated using linear mixed models.

We also applied the 15/15% sensor agreement analysis (the proportion of CGM
readings within 15% of the reference VPG values > 5.6 mmol/L or within 15 mg/dL
(0.83 mmol/L) of the reference VPG values < 5.6 mmol/L) and the Clarke error grid
analysis (EGA) to measure the analytical accuracy of CGM systems according to the
International Organization for Standardization criteria (ISO 15197:2013) [22]. The EGA was
performed using the ‘ega’ package in R (version 4.0.5). In EGA, the diagonal represents
perfect agreement between the CGM and reference VPG pairs, whereas the points below
and above the line indicate under- and over-estimation of the reference VPG concentrations,
respectively. The data points in zone A represent the CGM values that differ by less than
20% from the VPG reference pairs or are <3.5 mmol/L, given that the reference VPG values
are also <3.5 mmol/L (indicating hypoglycaemia). The current study involved a healthy
population; therefore, we customised the EGA hypoglycaemia cut-off value at 3.5 mmol/L
(rather than 3.9 mmol/L) as recommended for people who do not have diabetes [23].
Readings in Zone A are typically considered safe for clinical decision-making. Zone B
represents CGM values that deviate from the reference VPG values by more than 20% but
would lead to benign or no treatment, thus considered acceptable but necessitating closer
monitoring. Values falling within zone C may lead to overcorrect acceptable VPG values,
potentially causing the actual VPG values to deviate from the target range of 3.5-10 mmol /L.
Data points in zone D would result in failure to detect either hypoglycaemia (<3.5 mmol/L)
or hyperglycaemia (>10 mmol/L). Zone E represents readings that are physiologically
implausible and beyond clinical plausibility.

Additionally, a linear mixed model was used to calculate the mean absolute relative
difference (MARD) for all paired measurements to determine the accuracy of the CGM
sensor. The MARD was calculated using the following formula: mean [absolute value
(CGM readings-VPG concentrations)/ VPG concentrations], as previously performed in
other studies [2,12,24]. We further investigated the MARD in different glycaemic ranges and
during different rates of change based on the VPG concentrations, as high accuracy at rapid
rates of blood glucose change is critical to capture important glycaemic variabilities. The
rates of change in our study were calculated according to a previously used formula [25]:

rate = (VPG1 — VPGifl)/(Ti — Ti,1)
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Above, T; and T;_; are the timepoints of the ith and (i—1)th venous blood sample,
respectively, and VPG; and VPGj_; are the VPG concentrations corresponding to their
related timestamps. We calculated Pearson’s correlation coefficients (r) between CGM and
VPG using a multilevel approach and calculated each participant’s correlation coefficient to
determine individual differences in the agreement of CGM readings and VPG levels. Data
are presented as mean (standard deviation) or mean (confidence intervals), as appropriate.
Statistical analysis and graphs were performed using R version 4.0.5 software. The level of
significance was set at p < 0.05.

3. Results

Sensor readings from the CGM could not be recorded for one participant due to
a technical issue, so results are presented for 29 individuals. The characteristics of the
participants are summarised in Table 1. Our dataset comprised 429 valid CGM readings
with paired VPG measurements.

Table 1. Characteristics of participants (17 = 29 women).

Mean + SD
Age (years) 26 +4
Height (m) 1.66 + 0.07
Body mass (kg) 60.0+72
Body mass index (kg/mz) 21.5+2.0
Waist circumference (cm) 69.9 +5.3
Hip circumference (cm) 95.7 +4.1
Ethnicity
Asian 22
White 4
Arab 2
Latino 1

Figure 2 shows meal-related changes in glucose concentrations measured by CGM and
VPG. The mean CGM sensor readings were 1.14 mmol/L higher than VPG concentrations
(p <0.001), with the 95% confidence interval ranging from 0.97 to 1.30 mmol/L and a large
effect size d = 0.83.

12.5

10.0

7.5

5.0

Breakfast

Glucose concentrations (mmol/L)

2.5

-45 -30 -15 0 15 30 45 60 75 90 105 120 135 150 165 180 195 210 225 240
Time (min)

Figure 2. Mean and standard deviation glucose concentrations at each time point obtained from
continuous glucose monitoring sensors (dashed line) and from venous plasma glucose samples (solid
line) in 29 female participants.

116



Sensors 2023, 23, 7417

A Bland-Altman plot of the raw individual glucose measurements is presented in
Figure 3a, with a systematic bias of 1.14 mmol/L (95% ClIs: 1.01, 1.26 mmol/L) and the
95% LoA ranging from —1.44 to 3.72 mmol/L. According to previous published statistical
methods [21,26], we also used a natural logarithmic transformation to mitigate the het-
eroscedasticity. The transformed data are presented in Figure 3b, which shows a systematic
bias of 0.20 (95% CIs: 0.17, 0.23), and the 95% LoA are between —0.38 to 0.79 on a log
scale. The ratio 95% limits of agreement range from 0.68 to 2.20. This means that, in 95% of
cases, the CGM readings are between 0.68 and 2.20 times the VPG concentrations. The plot
displayed in Figure 3b demonstrates a proportional bias with increasing mean differences
between the glucose concentrations from CGM and venous plasma as the mean of the
two measurements increases.

1.0
o ©©°
o Q
o o o OO§ Gg mean +1.965D
o O owo o & (oNe)

(o]
Y
o

Differences in Log CGM and VPG

© mean - 1.96SD

Differences in CGM and VPG (mmol/L)

6 8 1.25 1.50 1.75 2.00 225

Means of CGM and VPG (mmol/L) Means of Log CGM and VPG
Figure 3. Bland—Altman plots of glucose measurements from raw (a) and natural log-transformed
(b) data. Each dot represents a paired (continuous glucose monitoring and venous plasma) glucose
measurement (1 = 429 data points derived from 29 participants). The bias of the measurements and
limits of agreement are represented as the solid black lines and grey dotted lines, respectively. The
black dotted line and shaded grey area in (b) represents the proportional bias (slope = 0.22) and
the 95% confidential intervals. CGM, continuous glucose monitoring; VPG, venous blood plasma
glucose concentrations.

According to the 15/15% agreement analysis, 45% of CGM readings were within
+0.83 mmol/L or +15% of reference VPG concentrations. Furthermore, 56% of CGM
readings were within 20 mg/dL (x1.11 mmol/L) or £20% of VPG concentrations, while
74% of CGM readings were within +30 mg/dL (+1.67 mmol/L) or £30% of the VPG
concentrations (Figure 4).

The results obtained by EGA were as follows: 48.0% in zone A, 45.7% in zone B, 6.3% in
zone D and no values in zones C and E (Figure 5). All the data points that fell into zone D
suggest that CGM failed to detect blood glucose values < 3.5 mmol/L. This study recruited
healthy individuals only; in this case, the data that fell into zone D indicate that CGM tends
to overestimate the VPG concentrations. This could result in instances of hypoglycaemia
going undetected in healthy individuals monitoring their blood glucose by CGM.

The overall MARD value for the FreeStyle Libre2™ CGM system was 27.5% (95% CI:
20.8, 34.2%). The MARD values across different glycaemic zones varied, with the MARD
value being elevated for those in the hypoglycaemic range (<3.5 mmol/L). Larger MARD
values were also apparent when the rate of change in plasma glucose concentrations was
categorised as falling and falling quickly (Table 2).
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Figure 4. The 15/15% sensor agreement analysis. The 15% grey dotted lines form the area that
continuous glucose monitoring (CGM) values differ by less than 15% of the paired and venous
plasma glucose (VPG) reference values when VPG values are >5.6 mmol/L or differ by less than
15 mg/dL (0.83 mmol/L) of VPG values when VPG are <5.6 mmol/L. These lines also indicate the
20%/20 mg/dL (1.1 mmol/L) and 30%/30 mg/dL (1.67 mmol/L) agreement rates. Circles with
varied grey shading represent each of the 429 paired measurements. Circles with same grey shade
belong to the same participant. Black crosses represent the mean value of each participant (1 = 29).
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Figure 5. Clarke error grid analysis of paired continuous glucose monitoring (CGM) and venous
plasma glucose (VPG) measurements. Zone A represents CGM values that differ by less than 20% of
the VPG reference values or are <3.5 mmol/L if the reference values are also <3.5 mmol/L (indicating
hypoglycaemia). Zone B represents CGM values that deviate from the reference VPG concentrations
by >20% but would result in benign or no treatment. Zones A and B are clinically acceptable, while
values in zones C, D and E are potentially dangerous and, therefore, clinically significant. The solid
circles represent the 429 paired measurements, and the black crosses represent the mean value of

each of the 29 participants.
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Table 2. Mean absolute relative difference (MARD) for 429 paired CGM and venous plasma glucose
measurements obtained in 29 women.

MARD (95% CI)

Overall (1 = 429) 27.5% (20.8, 34.2%)
Glycaemic zones
Hypoglycaemia (<3.5 mmol/L; n = 29) 69.5% (51.4, 82.9%)
Euglycaemia (3.5-10.0 mmol/L; n = 400) 25.9% (19.9, 31.8%)
Rate of changes
Rising quickly (>0.111 mmol/L/min; n = 12) 14.2% (9.6, 18.8%)
Rising (0.056-0.111 mmol/L/min; n = 34) 13.8% (9.9, 17.8%)
Changing slowly (<0.056 mmol/L/min; n = 313) 28.4% (21.2, 35.6%)
Falling (0.056-0.111 mmol/L/min; n = 26) 63.7% (45.7, 81.7%)
Falling quickly (>0.111 mmol/L/min; n = 8) 67.3% (33.9, 100%)

Abbreviations: MARD, mean absolute relative difference; Cls, confidence intervals.

There was an average correlation coefficient (r value) of 0.63 (95% CI: 0.57, 0.68)
between CGM readings and VPG concentrations using the multilevel method (p < 0.001).
The individual correlation coefficients between CGM readings and VPG concentrations
were positive for 28 participants, ranging from 0.20 to 0.96, whilst a negative correlation
coefficient was identified for one participant (r = —0.24) (Figure 6). The individual glycaemic
patterns exhibited a time lag between the two measurements, with the glucose peak
appearing earlier with VPG than CGM in 25 participants (Figure 7).
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Overall r = 0.63
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24 23 22 12 7 25 28 11 3 6 2 26 13 27 29 1 4 15 5 9 14 20 10 18 8 16 19 21
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o
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N

0.0

S

Participants

-0.25

Figure 6. Individual correlation coefficients (r values) between venous plasma glucose concentrations
and continuous glucose monitoring (CGM) readings determined for each of the 29 participants.
Overall correlation coefficient r = 0.63 (95% CI: 0.57, 0.68).
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Figure 7. Individual glucose concentrations at different time points derived from venous plasma

(solid lines) and CGM sensors (dotted lines) in 29 participants. Glucose concentrations were measured

fasted at baseline (—45 min), immediately after breakfast consumption (0 min) and at 15-min intervals

thereafter in the postprandial state until 240 min after breakfast consumption. The number of the

individual plot represents the ID of each participant, and the order of plots is dependent on the
magnitude of the r value from each participant in Figure 6.

4. Discussion

In this group of young, healthy, female participants, postprandial glucose concen-
trations determined by CGM were higher than VPG concentrations. There was good
agreement between CGM and VPG concentrations when participants exhibited steady
glucose concentrations, but agreement was poor during hypoglycaemia (<3.5 mmol/L)
and during decreases in glucose.

CGM measures glucose concentrations from subcutaneous interstitial fluid, not blood,
for which values are determined by the rate of glucose diffusion from plasma into the
interstitial fluid and the rate of glucose uptake by subcutaneous tissue cells [27]. Thus,
factors affecting cellular metabolism, glucose delivery and capillary permeability may alter
interstitial glucose concentrations. In this assessment of 29 healthy individuals, glucose
concentrations obtained from CGMs were higher than those measured in venous plasma,
which is in line with findings reported previously [11]. Specifically, Akintola and colleagues
investigated the accuracy of the Medtronic ENLiTE CGM system in participants with nor-
moglycaemia and reported higher concentrations of glucose obtained via CGM than those
obtained from venous serum samples during the day. Conversely, this study demonstrated
lower CGM readings compared with paired VPG concentrations during night-time. Glu-
cose concentrations in our study were assessed using CGM and venous sampling from the
cubital vein, rather than arterial or capillary sources. After meal ingestion, blood glucose is
absorbed by the small intestine, subsequently entering the bloodstream, and then diffusing
from capillaries to interstitial fluid. After this exchange, the blood, which still carries some
remaining glucose, flows into the veins. Therefore, in individuals with healthy cellular
function, the CGM would be expected to elicit higher values than VPG as glucose enters the
interstitial fluid prior to its journey towards the veins. However, this paradigm can vary
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notably in individuals with diabetes. Studies recruiting people with diabetes or prediabetes
report higher blood glucose concentrations derived from venous blood than those obtained
from CGM devices [28,29]. For those with diabetes, insulin levels which are insufficient
to facilitate the uptake of glucose into cells and/or insulin resistance may result in higher
values in VPG. This suggests that there might be differences in glucose metabolism between
people with and without diabetes. For healthy individuals, the overestimation of CGM
may lead to an erroneous perception of having hyperglycaemia.

We used the Bland-Altman method to assess the agreement between glucose con-
centrations obtained from a CGM sensor and VPG samples. Our study demonstrated
a proportional bias between the mean and mean difference values of CGM and VPG, con-
sistent with previous results in healthy adults [30], suggesting a greater degree of inaccuracy
at higher circulating glucose concentrations.

There are no established guidelines for evaluating the measurement performance of
CGM systems. The accuracy criteria currently used for CGM systems are identical to those
for self-monitoring blood glucose systems (SMBG), including statistics calculated from
paired references and sensor glucose determinations [31]. The International Organization
for Standardization (ISO) is a global association of national standardisation bodies, and
the ISO 15197:2013 document has specified two requirements for SMBG [22]: (1) at least
95% of SMBG results must be within 0.83 mmol/L of comparators of <5.6 mmol/L or
within 15% of comparator glucose values > 5.6 mmol/L (15/15% agreement analysis),
compared to a traceable laboratory method; (2) at least 99% of results must fall within zones
A and B in an EGA. The current study found that only 45% of the total CGM readings
were within +15 mg/dL (+0.83 mmol/L) or £15% of venous reference values, 56% were
within +20 mg/dL (+1.11 mmol/L) or +20% of venous reference values and 74% were
within £30 mg/dL (+1.67 mmol/L) or £30% of venous reference values. The EGA shows
that 85% of the CGM readings were in zones A and B. Altogether, these data indicate
suboptimal accuracy of CGM sensors compared to glucose concentrations measured from
venous samples.

The MARD parameter is also commonly used to characterise the analytical per-
formance in CGM systems. A round table conference held in 2013 relating to CGM
reached a consensus that MARD values should be less than 14% and values higher than
18% represent poor accuracy [32]. Our study identified an overall 27.5% (95% Cls: 20.8,
34.2%) MARD value of the FreeStyle Libre2™ sensor, indicative of poor accuracy. A pooled
analysis of data from previous studies using the first generation of the FreeStyle Libre™
CGM devices identified an overall median absolute relative difference value (Med ARD) of
12.7% (IQR 5.9-23.5%) in individuals with type 1 diabetes [15].

When calculating the MARD values in different glucose ranges, we found that MARD
values were much higher in the hypoglycaemia range (<3.5 mmol/L) compared with the
euglycaemia range (3.5-10 mmol/L). Due to the limited sample size and the recruitment
of healthy individuals, we did not detect any hyperglycaemic values. One study has re-
ported lower MedARD values in hyperglycaemia zones in people with type 1 diabetes [15].
Therefore, our results combined with findings from previous work, suggest that the MARD
produces more relative errors during hypoglycaemia. The present study revealed that
the MARD was elevated when VPG concentrations were falling. This is consistent with
the findings of a study observing higher MedARD values when sensor glucose concen-
trations were increasing or decreasing [25]. This indicates that CGM devices may not
provide accurate glucose concentrations during rapid glucose swings such as in response
to food intake.

The collective findings of our study suggest a discrepancy of glucose concentrations
between CGM and VPG, especially in the hypoglycaemic zone (<3.5 mmol/L) and when
blood glucose levels are falling. An explanation for this discrepancy could be the physio-
logical differences between blood and interstitial fluid. Generally, glucose concentrations
in blood and interstitial fluid are similar under steady-state conditions [25,33], which is in
line with our results when participants fasted. However, in the case of swings in glycaemia
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(defined as a rate of change > 0.055 mmol/L/min), there is a physiological time delay,
with previous work suggesting that the FreeStyle Libre2™ sensor exhibits a 2-min time
lag [17]. This time delay is also displayed in Figure 7, which shows that peaks in VPG were
generally lower and occurred sooner than peaks identified by CGM. The higher MARD
value while VPG is falling could partly be explained by the time lag.

A small sample size and high variability between individuals are limitations in our
study. The data were constrained practically and financially on the number of participants
that could be recruited. There are known physiological differences between the sexes
in glucose homeostasis, with women tending to have higher levels of insulin sensitivity
compared to men [34,35]. Therefore, we restricted our recruitment to a single sex to avoid
any confounding influence of sex on the study outcomes. For all the women included in the
study, we calculated each individual’s correlation coefficient, which indicates the variance in
the alignment of the participant’s intrinsic physiology with the CGM calibration algorithm.
The extent of this inter-individual variability depends on many factors. We standardised
metabolism by discouraging vigorous physical activity and prescribing a standardised
evening meal the evening before the main trial. However, we could not standardise
glucose concentration in different tissues in individuals to minimise the physiological time
lag during rapid changes in blood glucose, as glucose is transferred from the capillary
endothelium to the interstitial fluid by simple diffusion down a concentration gradient. In
addition, insertion of the sensor could cause trauma at the site, disrupting tissue structure
and causing an inflammatory reaction that consumes glucose. Several participants reported
discomfort when the sensor was inserted, and several participants removed the sensor
immediately at the end of the trial. Moreover, the implanted glucose sensor could have
been placed far from a blood vessel, which may cause an extended delay in the interchange
between interstitial fluid and venous blood [36]. Future studies may be improved by
employing a larger sample size of healthy participants, assessing glucose in different
situations (e.g., fasted, fed, exercising) and measuring glucose over multiple days to help
confirm and improve the accuracy of CGM systems.

5. Conclusions

Our study reports suboptimal accuracy of the FreeStyle Libre 2™ CGM sensor for
measuring glucose concentrations compared to values obtained from venous plasma sam-
ples in young, healthy women, especially during hypoglycaemia and during glycaemic
swings. A correction may need to be applied by the manufacturer and/or researcher(s) if
glucose data from the CGM are compared to other compartments such as arterial, venous
or capillary glucose concentrations. For research purposes, if a study design contains
a non-euglycemic range or a rapid change in blood glucose concentrations, CGM devices
may not accurately capture blood glucose concentrations during such periods. Since there
are irremediable differences between CGM and VPG, as they present glucose concentrations
in two different compartments, it would be worthwhile to consider which one is more
related to pertinent physiological activities.
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Abstract: Knowledge of foot growth can provide information on the occurrence of children’s growth
spurts and an indication of the time to buy new shoes. Podiatrists still do not have enough evidence
as to whether footwear influences the structural development of the feet and associated locomotor
behaviours. Parents are only willing to buy an inexpensive brand, because children’s shoes are
deemed expendable due to their rapid foot growth. Consumers are not fully aware of footwear
literacy; thus, views of consumers on children’s shoes are left unchallenged. This study aims to
embed knitted smart textile sensors in children’s shoes to sense the growth and development of a
child’s feet—specifically foot length. Two prototype configurations were evaluated on 30 children,
who each inserted their feet for ten seconds inside the instrumented shoes. Capacitance readings were
related to the proximity of their toes to the sensor and validated against foot length and shoe size.
A linear regression model of capacitance readings and foot length was developed. This regression
model was found to be statistically significant (p-value = 0.01, standard error = 0.08). Results of this
study indicate that knitted textile sensors can be implemented inside shoes to get a comprehensive
understanding of foot development in children.

Keywords: foot length development; textile sensors; proximity capacitive sensing

1. Introduction

Literature on foot morphology indicates that in the first 3 years of life, the foot grows
approximately 2 mm in length per month. More detailed studies indicate different foot-
growth rates for children ages one to five years old. Both genders grow at similar rates;
however, boys’ feet are likely to grow one size longer and one size wider [1,2]. It is also
indicated that the development of the child’s foot is strongly influenced by the point at
which the child starts to stand and start walking. Most manufacturers create shoes that are
miniature adult shoes. However, children and specifically toddlers do not have the same
foot anatomy and characteristics as adult feet [3-7]. During infancy, there is no need for a
shoe as they will not be walking. From the phase when they start to walk, from ages 1 to
2 years, the sole purpose of the shoe is protection from weather and the environment [8].
Therefore, at this age, shoes must be very soft and flexible to allow for freedom to move
as though one were barefooted. Thick soles would impinge foot development as they
add strain to the foot and ankle joints [9]. Podiatrists still do not have enough evidence
as to whether footwear influences the structural development of the feet and associated
locomotor behaviour [3,8,10]. Information on foot growth can provide important insights
on topics such as the occurrence of a child’s growth spurt and an indication of when to buy
new shoes [11]. Although foot-growth research is known to be one of the best indicators of
a growth spurt and possibly various diseases, information regarding when parents buy
new shoes and how their children’s feet grow inside these shoes is lacking [11]. This work
describes the development and validation of in-shoe monitoring tools to observe children’s
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foot growth and development, including foot shape and structure (i.e., anthropometric
parameters), and specifically foot length. This paper aims to study the technical feasibility
of textile sensors in measuring foot length by creating and validating shoe foot-length
measurement systems to alleviate the pain points of both parents and podiatrists. This was
undertaken by developing two prototypes, grounded heel and non-grounded heel, with
embedded textile sensors for capacitive proximity sensing of the foot. Capacitive sensing is
based on measuring electrical output through coupling between conductive and dielectric
mediums. The change in capacitance detected through these sensors is directly proportional
to the changes in pressure applied to the foot. Hysteresis is one of the critical drawbacks of
capacitive sensors employing polymers, as they tend to lose their water-retention properties
over time; thus, in this study, we made use of textile sensors to avoid this problem.

Textile sensors are made of intertwining fibres (also known as yarns or thread) formed
by knitting, weaving, felting, and crocheting yarns together [10,12]. The current trend of
using smart textiles shows various potential applications along with several challenges.
Many smart textile technologies have been proven in laboratory studies, but there are still
uncertainties in mass production. An initial investigation by Harms, Amft, and Troster [13]
showed positive trends in simulations predicting the behaviour of loose and partially
fitting garments.

2. Materials and Methods

In this study, the development and feasibility of textile sensors to better indicate the
foot length of a child while the foot is still inside the shoe are discussed. There are two
prototypes developed to test out its feasibility:

e  Prototype 1 explains the process of selecting suitable sensing materials, sensing con-
figurations, and electrical components. The materials and sensing configuration are
evaluated quantitatively and qualitatively.

e  Prototype 2 is a design iteration of the previous prototype. It uses the selected materials
from Prototype 1 and refined design configuration. The effectiveness, reliability, and
feasibility of this prototype are tested and evaluated with children using a wireless
electronics module.

Both prototypes follow the proximity-capacitive-sensing principle. The desired sens-
ing electrodes are made of conductive textiles located at the toe cap of the shoe. These are
connected by coaxial cables to the Arduino 101 and MPR121 capacitive sensing chips. These
two chips make up the embedded electronics unit to enable reading the fabric sensor’s
output. The output is then passed on to a data logger for further analysis and evaluation.
In Sensor Prototype 1, the Arduino 101 is connected to a PC to enable data logging. In
Sensor Prototype 2, the Arduino 101 is replaced by a smaller electronic Pycom unit to
enable wireless communication from the electronics unit to an Android mobile phone.
Wireless communication is implemented as it created a safer testing environment during
the evaluation of the prototype with children.

2.1. Sensor Prototype 1

The Sensor Prototype 1 design requirements are broken up into two categories: me-
chanical aspects and electrical/electronic components and software. For the mechanical
aspects, the sensor layout and materials and knitting techniques are included. Physical
connections from the knitted conductive textiles sensors and other e-textile components
and the interfacing of MPR121 (capacitive sensing chip) to Arduino constitute the electri-
cal/electronic components and software. These prototype components and test procedures
are explained in the following subsections.

2.1.1. Sensor Placement, Size, and Layer Layout

To create Sensor Prototype 1, conductive textile materials from Auckland University of
Technology (AUT) Textile and Design Lab were obtained, and samples were knitted by the
knitting technician for a specific size of toe cap. The toe-cap dimensions were obtained from
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the Bobux design database (Bobux is a New Zealand children’s shoe company that started
creating soft sole shoes for infants in 1991). Two different fabric sensors were acquired,
and these were installed inside two different shoes of the same size. The fabric sensors are
connected with a coaxial cable to reduce outside interference /noise in the readings. The
sensors were read initially by the Agilent E4980A LCR meter (Keysight Technologies, Santa
Rosa, CA, USA, Agilent E4980A) and again by the Arduino 101 with an MPR121 capacitive
sensing chip. Arduino 101 was connected to a PC and data were logged through Arduino’s
built-in serial monitor. The system layout is depicted in Figure 1.

. . ok € -
ol o
O .: [
N O
O O
o
v A :
Shield wire connected to ground . R
Sensors .
Electronics Unit and Software

Figure 1. System layout for Sensor Prototype 1.

The evaluation of conductive textiles to select suitable sensor materials was carried
out by inserting different-sized phantom feet. The readings were obtained using an LCR
meter and these results were compared and graphed. The criterion for choosing a suitable
sensor material is the linearity of the sensor results.

Normally, foot length is measured outside the shoes. In typical foot-measuring devices,
the heel of the child needs to coincide with the curved part of the device, and a horizontal
bar is moved until it touches the longest part of the toe. The number that this bar stops
at indicates the size of the child’s foot. Ideally, the heel sits at the heel counter. This is
designed so that it can hold the heel in position, giving the foot more stability during
variable movements, together with the whole shoe upper, which firmly holds the foot
inside the shoe. This creates a basis for where to place the sensors. The heel will not
experience much change, because the heel will always stay in the heel counter. Therefore,
the toe area is an ideal place to put the sensors, as this would see the most change in length.
This area is also ideal as layers can be easily fitted and concealed. In shoe manufacturing,
polyester material is sandwiched between the inner layer of the shoe and the protective
outer layer of the shoe as depicted in Figure 2. This polyester material (called a toe puff)
hardens the toe area, which keeps the shoe in shape and adds more protection from scuffing
during child’s play.

Since the sensing technology is based on proximity sensing, there needs to be a
conductive area that would serve as the electrode/sensing area. This is achieved using
knitted conductive threads placed in the toe-cap area of an existing Bobux shoe. The sensor
shape is based on the toe-cap template provided by Bobux shown in Figure 3. The print
area indicates the sizing limit of the sensor shape.
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SoftOpen Cell
Foam and Merino
2 inner layer

Figure 2. (a) Example of Bobux shoe with midsole removed; (b,c) Upper of the toe area showing the
cross-section and layers of the shoe.
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Figure 3. Toe-cap template of a Bobux shoe.

Apart from the sensor, there must also be an insulation layer, to support the sensor in
place, and a shield layer to protect the sensor from false touches that can occur outside the
shoe. This is an unwanted signal, which comes from an external influence, not the shoe
wearer. The detection of the foot should only happen from the inside of the foot. The shield
layer is another conductive fabric that helps decrease the interference from the outside of
the shoe. The sensor, insulation, and shield make up the three layers of the toe-cap area of
the shoe. The textile sensor transmits data to the electronics unit using the black and red
wires shown in Figure 4. The black wire is connected between the shield and the ground
(GND) pin of the electronics unit; the red wire is connected between the sensor and the
signal pin of the electronics unit.

\ Sensor/data wire

Shield wire to ground

Figure 4. Sensor layer and wire layout.

Additionally, the red wire (sensor/data wire) needs to also be shielded so as not to
transmit false touches. This is achieved using a coaxial cable, where the innermost wire of
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the coaxial cable is connected to the sensor layer, and the outermost loose-braided copper
wires are connected to the shield layer.

2.1.2. Sensor Materials

There were two conductive threads available in AUT Textile and Design Lab with
different conductivities, as shown in Figure 5:

Sensor
Compenents

s Insulation
Components

Shielding
Component

A B

Figure 5. (A): Samples cut to shape using toe-cap template with (i) 99% silver thread sample,
(ii) 80/20% polyester/stainless steel sample, (B): different layers of Sensor Prototype 1, showing the
sensor, insulation, and shielding components.

(a) Silver thread—2/117 dtex 99% silver-plated nylon, linear resistance 3 k(2 /m (Statex
Productions and Vertriebs GMBH, 2010)

(b) Stainless steel thread—2/50 Nm, 80% polyester and 20% stainless steel, linear
resistance 530 k(2/m (Ehrmann, Heimlich, Brucken, Weber, and Haug, 2014)

Both threads were plain knitted as a sheet with ribbed edges using a SIG 123 SV 14
(Shima Seiki, Castle Donington, UK) gauge knitting machine. The sheets were laser cut
with the toe-cap template. This is to prevent fraying around the sensor edges. The laser-cut
sensors were shaped around the toe-cap area of the shoe last using masking tape. This is
undertaken so that the knit would create a solid shape, rendering it easy to attach inside
the shoe as shown in Figure 6.

Figure 5B shows the different layers of sensor, insulation, and shielding components
of Sensor Prototype 1. Sensor components shown include stainless steel and silver knit-
ted sensors. These two materials were evaluated for their effectiveness, and the results
presented in Section 3. Insulation components are the layers of the shoe, which includes
(top to bottom) the sock liner, toe hardener/toe puff, and synthetic leather. The shielding
component shown is copper taffeta. The sensor and shielding components are separated
by the insulation components.

Sensor Prototype 1 uses conventional braided shielded copper wires. This type of wire
contains a conductive inner core, usually copper insulated with PVC. This is surrounded
by another set of copper wires braided around it, used for shielding. The innermost wire
is shielded so that less software filtering is required to isolate the data needing to be read.
This removes the interference that can occur when it is installed inside the shoes. This
interference can occur when the skin from other parts of the foot touches the wire, such as
when a child inserts their foot inside the shoe. This sliding motion along the wire can cause
unwanted readings.
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Figure 6. Example of the fabric sensors installed using 80/20 PES/SS sample. (a—c) low tack masking
tape is used to shape the fabric sensor insulating the other layer. (d) completed sensor to go inside

the toe area of the shoe.

2.1.3. Electrical /Electronic Components and Software

The electrical/electronic components will read the capacitance signals from the textile
sensor and connections. There are two components used for the capacitance reading and
for the acquisition of data from the sensor to the PC: the MPR121 and Arduino 101, as

shown in Figure 7.

of Wwire

gens

Connections

" tothe shoe

Shiel ding Wire

Figure 7. Connections between Arduino 101 and Adafruit MPR121.

The breakout board from Adafruit Industries includes an NXP semiconductor capaci-
tive sensing chip called the MPR121. This can have up to 12 electrode inputs. One input
electrode is used in foot-length measurement. This board was chosen due to its small form
factor and capacitive sensing range from 10 pF to 2000 pF with a resolution of up to 0.01 pF.
This range is desirable due to the unknowns of the capacitance of the fabric sensors.

This capacitive sensing module uses a CTMU to determine capacitance changes. This
involves the measurement of voltage, as the system assigns a known current on the sensor.
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The circuit then examines the shift in the voltage while constant current is being applied
over a specified amount of time.

MPR121 can be set up as a touch and proximity sensor. In this case, it is set up as a
proximity sensor. This microcontroller built into the Adafruit board is already wired so
that it can step down higher voltages for up to 5V, as it only needs 3.3 V. MPR121 is also an
I2C compliant device; it has a configurable I2C address that can be used to change register
values to program the microcontroller as wanted. MPR121 is interfaced with an Arduino
101 module, this allows communication and programming in Arduino IDE without having
to change the source code. Communication is via I2C, and the information from the sensing
module is accessed through registers via serial data.

Code Implementation

For MPR121 to communicate and read the correct capacitance values, an algorithm
is followed as recommended by the MPR121 datasheet. Open-source code and libraries
that are readily available online were used with alterations to fit the paper’s objective.
Pseudocode is described in Figure 8, detailing the functions used in the program.

Define constants
(l.e. number of >
electrodes to be
configured)

Include Header
Files and Define >
Device Registers

Setup Function Loop Function

Read Register
Functionand
Capacitance
Calculation

Set Register
Function

Figure 8. Pseudocode of the Arduino algorithm.

The algorithm components are briefly explained as follows:

e Include header files and define device registers: As MPR121 is an external sensing
chip, libraries and header files (i.e., #include “ Adafruit_MPR121.h") are included so that
variables inside this file can be easily accessed. After introducing the header files, the
device addresses must be defined so that Arduino knows which information to access.

e Define constant, reading, and configuration registers: Once the device is addressed
and found, configuration registers are defined so that their values can be changed in
the setup functions. There are corresponding values for these configuration registers
and only some registers are selected, as not all the electrodes are being used. Some
registers are not configured. However, they are introduced here as they will be read
later, in the loop function. These registers change based on the changes made to the
configuration register. The registers that need to be read are ELEC_Current, for reading
the electrode’s current; ELEC_Time, the register for the electrode’s charge time; and
ADC Registers, ADCLSB, and ADCMSB, for reading the electrode’s voltage.

e  Setup function: the baud rate is defined to know how quickly the microcontroller
samples and how often it obtains information from the serial port. It is set to read at
the fastest rate, at 115,200 baud. The introduced configuration registers are changed to
their corresponding values to perform as it needs. To set these registers to their new
value, the device itself must be soft reset (SOFT RESET). This resets the registers into
their default values. After this, the MPR121 is at stop mode (ELEC_CFG bit assignment
is 0b10000000), so the remaining registers, such as the auto configuration registers (AU-
TOCONFIGO) and voltage operation limits (UPLIMIT, LO LIMIT, TARGETLIMIT), may
be changed. Once registers are set, the MPR121 is changed to run mode so that these
settings can be applied and used. To enable run mode, the electrode-configuration
register-bit assignment changes to enable electrode detection and proximity sensing at
electrode 0.
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e Loop function: In this function, certain registers are read to enable the calculation of
capacitance. As mentioned earlier, MPR121 operates using CTMU, which means that
it needs current, voltage, and time to calculate capacitance. These can be read from
reading registers defined earlier (ELEC_Current, ELEC_Time, ADCMSB, and ADCLSB).
The current register can be read as is and does not need any other conversions. The
time register contains two values, each corresponding to the charge time for that
electrode. The electrode used for Sensor Prototype 1 is Electrode 0, the time for this
register is accessed on the ELEC_Time register; however, this contains time values for
electrodes 0 and 1.

2.1.4. Sensor-Material Evaluation and Code-Verification Testing

This is undertaken to evaluate whether the capacitance reading truly increases when
the toe area gets closer to the sensor, which is laid out in a non-planar pattern. Additionally,
this is to evaluate if the programmed capacitive sensing circuit displays a similar output
as the LCR meter, which is a more reliable source of readings. In addition, an evaluation
is needed to compare the silver knitted threads and stainless steel threads in terms of
sensing proximity.

To test whether capacitance truly increases when the toe gets closer to the sensor,
3D-printed shoe lasts were covered in aluminium conductive tape. This is to replicate the
conductive characteristics of the human foot and will be referred to as the foot phantom.
Although aluminium may not have the same conductivity and electrical behaviour as the
human foot, these were sufficient to undertake the tests carried out for Sensor Prototype
1. These lasts are of varied sizes; the range used was sizes 20-23 with equivalent lengths
between 13.5 cm (Size 20)-15.5 cm (Size 23) as shown in Figure 9A. The test setup is shown
in Figure 9B.

(A)

(B)

Figure 9. (A) Foot phantom, showing different sizes (showing sizes 20-23, left to right), (B) Test setup.
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To assess whether the Arduino was programmed correctly, the textile sensors inside
the shoes were connected to both the Agilent E4980A LCR meter and the Arduino and the
readings were observed using the Arduino serial data window and recorded.

Finally, the results recorded from both materials were then evaluated. A criterion used
to select material is that the capacitance should increase linearly as the foot approaches the
textile sensor.

The results and discussion of Prototype 1 are found in Section 3.

2.2. Sensor Prototype 2

The objective of this prototype is to create a full textile and connection system so that it
can conform to any shape and be more robust to flexing. An enclosure is created to protect
the electronics unit during testing with real human feet. In addition, the prototype attempts
to increase the sensitivity of the fabric sensors, so that they can read a larger range of values
over a small distance.

Based on Prototype 1, the maximum sensing range corresponds to a foot phantom 2 cm
away from the sensor. This corresponded to the insole information provided in Figure 10a.
This refers to the 2 cm mark, which matches a foot from size 20 (13.5 cm) to size 23 (15.5 cm).
From this information, a new striped pattern, Figure 10b, was devised to create a sensor
that can sense a larger range, while also improving the structure of the knit integration
with other threads to be implemented as a sock liner.

Figure 10. (a) Insole information from Bobux showing the 2 cm mark. (b) Sensor pattern segmented
but connected in the middle. (c) Sensor pattern overlapped with insole information.

The striped pattern was drawn in Solidworks and corresponds to a size-23 shoe insole
and toe cap. The dimensions of the pattern are shown in Figure 11. The thickness of the
conductive knits and gaps are determined by the minimum number of courses (rows) the
knitting machine can achieve. A SIG 123 SV 14-gauge knitting machine was used, which
can do a minimum of two courses.
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Figure 11. Striped pattern drawn on size-23 toe cap (right) and insole (left); w. = width of conductive
knit, and wy, = width of non-conductive knit.

Two courses are equivalent to 2 mm thickness; the conductive traces are knitted with
four courses (wc) and the non-conductive thread gaps (wnc) are knitted with two courses.

Before implementing this design with the knitting technician, the striped pattern
was first implemented as a cut-out of copper stripes. The template was printed on a
one-to-one scale, and the copper tape was cut out to the same scale. The stripe running
across the conductive widths was replicated in the mock-up by connecting a pure stainless
steel conductive thread with a single header pin. Figure 12 contains an amber-coloured
tape, called polyimide tape, which provides insulation and electrical isolation from the
surrounding electronics and human touch.

1z.0

Figure 12. Incremental increase when lasts covered each copper stripe.

The mock-up was plugged into the Arduino with an MPR121 unit, to see whether
capacitance increased whenever a copper stripe is covered. This was undertaken by
covering each stripe with each size of the foot phantom (size 20-23) and observing whether
there was an incremental change whenever a copper stripe is covered. The results were
read and logged using the Arduino serial monitor built into the PC.
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The graph depicted in Figure 12 shows an incremental increase when each stripe is
covered by a size 20-23 foot phantom. Although this proved that the striped design works,
this test is not an overall indication of the final design, as the final prototype must be made
of fabric and not paper and copper tape.

2.3. Sensor Manufacturing—Sensor Fitment Iterations

Different iterations of sensors, mainly three versions, are assembled and visually
evaluated. Version 1 is similar to the copper stripes but replaced with knitted 80 PES/20 SS
conductive thread. For Version 2, the textile sensor was made and backed up with a
polyester thread (white), to hold up the conductive stripes evenly. The stripes are also more
complete, as it does not have to be hand-sewn together.

Version 3 was knitted as a sock. This eliminates the handwork of joining the upper
and the sole-fabric sensor. The type of knitting used for the samples is tubular knitting
using Shima Seiki Whole Garment technology. This technique allows for two different
materials to be knitted together. It incorporates non-conductive polyester threads in
between the conductive threads, allowing for a better mechanical structure and preventing
the conductive rows from touching each other. This also allows for a seamless connection
along the stripes, ensuring each row is connected as one round stripe. The main connection
from the fabric sensor is performed the same way in Version 2, where an insulated stainless-
steel thread was stripped and sewn onto the sensor. The knitted sensor sock was coated in
PVA glue while it was inside a last. The glue was cured and dried inside an oven at 100 °C
until dry to touch. This is to keep the sensor in shape and the insulated conductive thread
connection in place, for easy installation inside the shoes.

2.4. Final Sensor Assemblies

Version 3 was chosen for manufacturing the final assemblies of the sock sensors
because it achieved a full textile connection and the seamless integration of the knitted
sensor from upper to sole. There were two knitted sock-sensor samples created for the test,
characterized as grounded heel (GH) and non-grounded heel (NGH), as shown in Figure 13.
Both samples were knitted with a combination of non-conductive polyester thread and
80/20 PET/SS conductive thread. GH contained a conductive knit patch on the heel and
NGH did not. GH and NGH samples had the same knit layout on the toe area.

Non Grounded

Grounded Heel
Heel

Figure 13. Two samples showing non-grounded heel (NGH) and grounded heel (GH) samples.

The sensors were installed inside Bobux shoes. The GH sensor contained an additional
ground plane at the heel. This was connected to the shield layer on the outer upper of the
shoe (copper taffeta). For both GH and NGH, insulated stainless steel thread was used
as the sensor wire, carrying data to the electronics unit. A non-insulated stainless steel
conductive thread is wrapped around this thread, to replicate the shielding effect of a
coaxial cable, preventing noise from the environment.
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Figure 14 shows the physical connections of the shoe with the GH sensor. The black
cloth contains connections from the copper taffeta and the extra ground plane on the heel.
The connections shown in Figure 14(right) are connected and crimped to a blue female FCI
clincher. This was used as it gives the best contact for the traces while ensuring reliable
contact between the conductive threads and the electronics unit.

Sensor/Data Wire

= Shicld Wire Connected to ground

Figure 14. (Left) Connections from the sensor and shield layer on the toe cap; (Middle) Overview of
the grounded heel shoe; (Right) Connections of wires attached to a Z-axis tape.

2.5. Pycom Expansion Board and WiPy 2.0

A wireless system was implemented so that the device can be tested on children’s feet.
This is undertaken to avoid any hazard that may occur during testing, such as a broken
connection between the Arduino and the PC due to accidental disconnection while the
child is walking.

The Arduino is replaced by two modules, a Pycom Expansion Board and WiPy 2.0.
The Pycom Expansion Board is used because of its easy plug-and-play configuration, which
allows for external microcontroller boards to be plugged in. In this situation, the MPR121
is still used and is plugged into the exposed female pin headers using a custom-made PCB.

The Pycom expansion board includes a mini-USB plug so that it can be easily pro-
grammed and deliver power using an external power source such as readily available
power banks. The expansion board contains a step-down voltage regulator, so that when
a higher voltage is plugged in, it will only take what is needed to prevent overvoltage
(Pycom Ltd., Guildford, UK, 2017).

The WiPy 2.0 is a separate microcontroller that is attached by inserting the headers on
the inner part of the Pycom Expansion Board. This microcontroller features Bluetooth low
energy (BLE), Bluetooth classic, and wi-fi. This is advantageous, as it can be integrated with
older Android devices that do not support BLE. It can also communicate over wi-fi, there-
fore eliminating the need for a wired connection to log and acquire data. This is compatible
with MPR121, as it can communicate with the I12C bus protocol (Pycom Ltd., 2017).

An external custom-made PCB shield was manufactured to decrease the number
of wires connecting the MPR121 to the Pycom Expansion Board headers, as shown in
Figure 15.

Figure 15. PCB shield assembled on top of the Pycom Expansion Board.
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The Arduino 101 is replaced by the Pycom Expansion Board and WiPy 2.0. Although
both WiPy 2.0 and Arduino 101 support a Bluetooth low energy module, the WiPy 2.0 also
had Bluetooth classic. This version had more software support in terms of open-source
code. It was also more compatible with older Android phones, as they only work with
Bluetooth classic.

An Android app was made using Android Studio to allow for seamless data collection,
creating a wireless data-logging system. This meant that the electronics unit was capable of
operating while it was strapped on a child, without worrying about physical disconnections.
The code of MPR121 implemented in Arduino in Prototype 1 was also implemented in
WiPy 2.0; this provided the same reading conditions with a different electronics unit.

A hardware enclosure as shown in Figures 16 and 17 was created to prevent physical
disconnections between the circuit and the shoe. The hardware enclosure also prevents
possible electric shocks that may come from low-voltage electronics while they are being
tested on children. The design of the enclosure was based on an original Pycom enclosure
provided on purchase.

Figure 16. 3D-printed enclosure.

—2-8

Figure 17. 3D-printed enclosure with elastic straps to fit child’s ankle. (a) Front, (b) Back.

2.5.1. Overall Connection and Assembly of Shoes and to Electronics Unit

In Prototype 1, the overall system layout considered the use of Arduino. In this
section, Pycom with MPR121 is implemented. The overall physical connections with pin
assignments are laid out in Figure 18.

Figure 18. Physical connection from the electronics unit to the shoe sensor unit.

The grounded heel sensor and non-grounded heel sensor connected to Pycom and
MPR121 are shown in Figure 19.

138



Sensors 2022, 22, 9499

Figure 19. (Left) Non-grounded heel sensor connected to Pycom and MPR121, (Right) Grounded
heel sensor connected to Pycom.

2.5.2. Evaluation with Children

A study on children was undertaken to prove the effectiveness and reliability of the
textile sensors. Ethics approval was granted by the Auckland University of Technology
Ethics Committee (AUTEC). All children in this study were recruited from the general
community using online platforms and email recruitment from the AUT Early Childhood
Centre and the existing Bobux customer database. In-person recruitment also occurred
using posters put up in the Bobux outlet store. Parents and/or guardians gave written
consent and children assented to participate. During the test held in the Bobux retail
store, the parents and caregivers needed to be present to give them familiarity with the
environment. The shoe prototypes were tested on 30 children, and 14 datasets were taken
from that.

The inclusion criteria put in place for this work were that only developing children
aged 11-36 months old would be included, and parents would be asked if their children
had any known health conditions that could have an impact on walking. These include
genetic conditions that change walking, neuromuscular conditions that are exhibited in
tiptoe walking, or orthopaedic conditions that result in foot-structure change.

Necessary exclusion criteria were: only children that can stand and walk properly
could participate, and children’s foot length needed to be under 150 mm, as the sensors are
instrumented inside a size 23 Bobux shoe, which has a foot length of 150 mm.

The test procedure called for the participants/children to be in a static (standing)
position, with their heels at the back of the shoe, and with socks worn on both feet.
During the test, the children’s guardians were asked to count from 1 to 10 after physical
measurements—i.e., after foot length and foot circumference were measured. During the
test, other parameters were recorded, such as Bobux shoe size (according to the Bobux shoe
ruler), recorded by placing the child’s heel at the heel curve of the Bobux shoe ruler, and
the slider on the opposite end being slid until it touched the longest point of the foot, as
shown in Figure 20.

Figure 20. Bobux shoe-size measurement.
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Foot length was also measured using a tape measure, in which a tape measure was
placed at the back of the Bobux shoe ruler. This indicated the foot length in centimetres.
Foot circumference was measured using a tape measure (as shown in Figure 21), in which
the tape measure was wrapped around the widest part of the foot while the participant
was standing up.

Figure 21. Tape measure wrapped around the widest part of the foot.

These were recorded to create a comparison between capacitance readings, foot length,
indicative Bobux shoe size, and possibly foot volume.

3. Results and Discussion
This section includes the results of both Sensor Prototype 1 and Prototype 2.

3.1. Sensor Prototype 1 Results and Evaluation

Tests were performed to see whether the programmed MPR121 interfaced with Ar-
duino 101 read a similar output as the LCR meter (Keysight Technologies, Santa Rosa, CA,
USA, Agilent E4980A), which is a more reliable source of measuring capacitance. Table 1
displays the capacitance readings from both knitted textile sensors, where the readings
were derived from an LCR meter and the Arduino.

Table 1. Capacitance readings from both knitted textile sensors. Readings derived from LCR meter
and Arduino.

Distance of Capacitance Readings (pF)
Shoe Last the Last to N .
Inserted the Fabric Silver Samples Stainless Steel Samples
Sensor (cm) Arduino LCR Meter Arduino LCR Meter
No last 6 53.19 99.92 26.3 37
Size 23 2 54 101.26 29 39
Size 22 1.5 77 107.45 35.5 40
Size 21 1 75.5 105.4 425 42
Size 20 0 80.5 108 76 48

Figure 22 compares the capacitance readings of the silver samples, and Figure 23
compares the capacitance readings of the stainless-steel samples.

Both samples in Figure 22 behaved the same way, regardless of which measuring
system was used, as the Arduino readings followed the same pattern as those from the LCR
meter. However, the scaling between the two readings is different, because the readings
did not have the same starting point and there was a large offset between two readings.
There is also an irregularity, where the reading of Arduino at 1.5 cm is higher compared to
the readings at 1 cm.

Both samples in Figure 23 also behaved similarly regardless of the measuring system.
As the phantom foot approached closer to the sensor, the capacitance increased. The trends
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for both Arduino and LCR meter are similar; however, between the 2 cm and 1 cm mark,
they have two different slopes. The Arduino detected a much larger change on the last
centimetre compared to the LCR meter, resulting in a much steeper gradient and dramatic
change as the foot came much closer to the sensor.

Silver Samples

Capacitance (pF)
g3 8

0 1 2 3 4 5 6
Distance of Toe Last to the sensor (cm)

—o—Arduino —@—LCR Meter

Figure 22. Silver sample capacitance readings comparison between Arduino and LCR meter.
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Figure 23. 80/20 polyester/stainless steel sample capacitance reading comparison between Arduino
and LCR meter.

Although the readings from the Arduino are not the same as those from the LCR meter,
both measurements followed the same trend/pattern. This is a good indication that the
Arduino interfaced with MPR121 is good enough to measure the capacitance changes.

From the results in Table 1, Figures 22 and 23, as the foot phantom comes closer to the
fabric sensor, the capacitance increases. This occurs regardless of what material it is made
of or the equipment it is being measured with. All the knitted sensors can sense up to 2 cm
away, as the graph starts to change its slope when the last reaches this part.

From the material evaluation point of view, as observed in Figure 24 below, the
polyester/stainless steel (ss) sample (green line) showed a steeper increase in capacitance
compared to the silver sample (blue line).

The SS sample also showed a more distinct increase when the toe last drew closer
to the fabric sensor, whereas the silver sample exhibited an irregularity when it detected
capacitance at the 1.5 cm mark. This may be because the sensor was not sitting flat in this
area. As this sensor is shaped around a shoe last, there are areas in the sensor that may
have more conductive material and so it bunched together, creating a thicker conductive
plate. The more conductive material in this area means that it could have picked up more
capacitance compared to an area before or after this. The bunching of sensor material is
also possible as the knit material of the silver sample felt softer and more limp compared to
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the SS sample. The texture of the knit could have affected the readings when the lasts were
inserted. The last could have shifted the sensor, creating an irregularity in the reading.

Arduino Readings
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Figure 24. Capacitance readings using Arduino, comparing silver and 80/20 polyester/stainless steel
knitted samples.

From Table 1, comparing the Arduino results, the two samples garnered two different
capacitance ranges. The SS samples’ readings ranged from 26.3 to 76 pF, which corresponds
to a capacitance range of 50 pF over 6 cm, whereas the silver samples’ varied between
53.19 to 80.5 pF—hence, a capacitance range of 27 pF over 6 cm. From these results, the
sensitivity of the SS sample is greater (8.3 pF/cm) than that of the silver samples (4.5 pF/cm).
This indicates that the SS sample has better sensitivity, which is more advantageous than
the silver sample. A higher sensitivity means that the sensor can have more resolution
in readings. This is suitable when measuring foot length because, especially from ages
between 11 months old to 36 months old, the foot-length development is rapid. Therefore,
a more sensitive sensor can pick up minor changes.

3.2. Sensor Prototype 2 Results and Evaluation
3.2.1. Foot-Length and Capacitance—Statistical Analysis

Referring to Table 2, the GH shoe-sensor results possessed a statistically significant
result (p < 0.05) and a steeper relationship compared to those for the NGH (p = 0.2). The
standard error (SE) of the GH was smaller, statistically indicating that it is unlikely for the
true gradient to be negative.

Table 2. Linear Regression—Statistical Analysis for Capacitance and Foot-Length Relationship.

Linear regression model: y = mx + cy = equation for both GH and NGH shoes;
m = gradient of the equation; c = y intercept of the model

m (lower CI, upper CI, SE) c (lower CI, upper CI, SE) 4
Yngh 0.130 (—0.085, 0.346, 0.0991)  10.57 (5.669, 15.48, 2.252) 0.2135
Ygh 0.238 (0.057, 0.418, 0.0829) 8.158 (4.012, 12.2, 1.889) 0.0141

3.2.2. Foot-Length and Capacitance Relationship Results

For these results, the circumference of the foot was taken from the widest part of the
foot. An assumption was made that the volume of the foot has approximately the section
of an ellipse. The volume of the foot is assumed to have a cylindrical ellipse shape; the
semi-minor axis is assumed to be one-fourth the semi-major axis.

Referring to Table 3, the GH shoe-sensor results possessed a statistically significant
result (p < 0.05) and a steeper gradient relationship compared to NGH (p = 0.06). The
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standard error (SE) of GH is smaller, statistically indicating that it is unlikely for the true
gradient to be zero or negative.

Table 3. Linear Regression—Statistical Analysis for Foot Volume and Capacitance.

Linear regression model yv = foot volume regression equation = mx + cyv = equation
for both GH and NGH shoes; m = gradient of the equation;
¢ =y intercept of the model

m (lower CI, upper CI, SE) ¢ (lower CI, upper CI, SE) 4
YOngh 7.54 (—0.60, 15.68, 3.73) 112.73 (—=72.11,297.6, 84.83)  0.066
Yogn 10.06 (3.15, 16.97, 3.16) 52.84 (—104.6,210.3,72.25)  0.008

3.2.3. Prototype 2 Evaluation

The results shown in Figures 25-27 showed the sensors are functioning when real
human feet with socks on are inside the shoes. Both GH and NGH showed the feasibility
of the textile sensors measuring foot length. This was indicated by the positive gradients
in Figure 25, which mean that, as longer feet are inserted inside the shoe, the capacitance
readings increase.
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Figure 25. Graph of Foot Length and Capacitance.

Figure 26. Assumption of the foot as an ellipse shape.

In Figure 25, ygh showed a steeper gradient and a larger r> value compared to yngh.
This may be due to the extra conductive pad in the GH sensor creating an effect that
increases the sensitivity of the sensor. This extra conductive pad on the heel decreased the
parasitic noise from the background. The result for ygh in Table 3 also showed statistical
significance, as the p-value is less than 0.05 (p = 0.01), whereas for yngh it is greater than
0.05 (p = 0.2)—hence, the GH shows a more credible result compared to the NGH sensor.
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Figure 27. Graph of Foot Volume and Capacitance.

Additionally, both GH and NGH sensors showed feasibility in measuring foot volume.
This can indicate how much of the human foot is expanding inside the shoe. This is
indicated by the positive gradients in Figure 27, as a larger volume indicates an increase in
capacitance. However, a similar effect was presented where yvgh showed a steeper gradient
and a larger r? value compared to yongh in the p-values in this linear regression model.
Table 3 depicted lower values compared to the foot length and capacitance in Table 2. Even
though the values are lower for the GH shoe, yvgh showed a more statistically significant
result due to its p-value being 0.008, whereas for the NGH shoe, the yvngh p-value was 0.06.
Again, this could have been the effect of the extra conductive pad on the heel of the GH
shoe sensor.

The textile sensors appear feasible for sensing the foot length, especially the GH shoe
sensor. However, the 12 value of the GH shoe is less than 50% when capacitance is compared
against foot length and foot value. This can mean that the linear regression model may not
be a suitable model for characterizing the textile sensors. Although the p-values showed
credibility and proved the concept, more information, such as more variability in the foot
lengths, is needed to create a conclusive and more definite capacitance-to-foot-length model.

4. Conclusions

To conclude, there were two aspects to this work. Sensor Prototype 1 tested the
feasibility of textile sensors and Sensor Prototype 2 further improved the design of Sensor
Prototype 1. Both sensor prototypes went through an iterative design process to create final
prototypes, and these were tested and validated throughout the design process for further
verification.

Sensor Prototype 1 showed that the physical presence of a phantom foot increases
the capacitance reading of the fabric sensor. This was proved by reading capacitance
using the gold standard measurement, an LCR meter (Keysight Technologies, Santa Rosa,
CA, USA, Agilent E4980A). A smaller capacitance reading system was then implemented
using Arduino and MPR121, to enable portable capacitance logging from the fabric sensor.
The capacitance readings from both measurement systems provided comparable results.
An issue found in this design iteration was that it was not sensitive enough to measure
incremental changes. This means that the reading from a phantom foot 2 cm away from the
sensor was similar to that of one 0.5 cm away from it.

A different sensor design was implemented in Sensor Prototype 2, to increase the
sensitivity of the fabric sensors. Two sensor configurations were tested, to see which design
would work better. In vivo validation was performed to examine whether a child’s foot
would change the capacitance the same way a phantom foot would in the GH and NGH
shoe. During this testing, the child’s foot length and foot circumference were measured
with a measuring tape. The foot length and the capacitance reading were plotted in a
graph for the GH and NGH shoe prototypes. The GH shoe indicated better performance
compared to the NGH shoe. This was indicated by the difference in slopes and difference
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in standard errors, using the information analysed from linear regression. The p-value
also indicated that the placement of an extra conductive pad in the heel part (GH shoe)
increased the sensitivity of readings.

The positive increase in slope and small standard of error in the GH shoe indicated
that textile sensors can measure a child’s foot length.
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Abstract: There is a rapid increase in plantar pressure from the infant to toddler stage, yet little is
known about the reasons for this change. More information about plantar pressure distribution
can help clinicians identify early-stage foot-related diseases that may occur during transitions from
childhood to adulthood. This information also helps designers create shoes that adapt to different
needs. This research describes the development of a low-cost, built-in shoe plantar pressure measure-
ment system that determines foot pressure distribution in toddlers. The study aimed to improve and
provide data on pressure distribution during foot growth. This was accomplished by implementing a
plantar pressure capacitive measurement system within shoes. The capacitive sensors were laminated
using a copper tape sheet on plastic backing with adhesive, elastomer layers, and a combination of
conductive and non-conductive fabrics. Constructed sensors were characterized using compression
tests with repeated loads. Results demonstrated that the sensors exhibited rate-independent hys-
teresis in the estimation of pressure. This enabled a calibration model to be developed. The system
can mimic more expensive plantar pressure measurement systems at lower fidelity. This emerging
technology could be utilized to aid clinicians, researchers, and footwear designers interested in how
pressure distribution changes from infants to toddlers.

Keywords: sensor; foot; child; toddler

1. Introduction

Sensor technology in the medical and health industry has been increasing in demand
with the evolution of mobile and home IoT health devices providing users remote analytics
regarding the state of their health. Such examples of this technology are wristband heart
rate monitors, glucose monitoring systems for diabetics, as well as sleep inspecting devices.

Children’s foot pressure is highly dynamic due to growth, weight change, and skill
demands [1]. At birth, some bones are present but the majority of the foot is cartligenious,
transitioning with rapid ossification in the first 12 months to 6 years [2]. A large fat pad
is present underneath the foot up to the age of six. It is thought this structure distributes
plantar pressures to protect delicate soft cartilage and tissues and help increase the surface
contact with the ground during learning complex walking and running skills [3].

One way children’s feet are assessed in clinical environments is through measuring and
understanding dynamic plantar pressure patterns [4]. It is not typical that young children
to have regular foot assessments [5] unless they have complex health conditions [6,7]. Due
to this, there is little normative information about pressure distribution and changes for
young children. This lack of knowledge leads to limited information on the variation in foot
growth during early childhood, the impact of the different activities on change in pressure
distribution, or for other industries such as footwear designers.

This means there is a need for an accessible database of pressures for all ages. Other
known databases aid in understanding the variation during aging, however, these only start
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from the age of three and do not include plantar pressures [8]. Bosch et al. [9] commenced
curating normative values for plantar pressure data for 100 typically developing children
over four years, as no information existed to determine the normality of an individual
pressure pattern. Their findings provide valuable information about normal growth-related
changes in foot shape and foot loading parameters (about plantar pressure). However, their
information was over a limited timeframe and with limited appreciation and description for
foot posture. Even with this information, there is limited transferable science from clinical
research into children’s footwear science to advance understanding of the interaction
between the foot and the shoe in young children [10]. There are a small number of existing
studies that discuss how shoes affect young children’s gait [11-13]. Extremely soft-soled
footwear has shown a limited effect on gait in a small number of toddlers [13]. Whereas
footwear can increase velocity, step-time, and step length compared to barefoot walking
in children [11,12,14]. Only one study has examined the differences in shoe flexibility on
plantar pressure loading, founding a very flexible shoe showed the same plantar pressure
as a barefoot pressure reading, whereas medium to low flexibility shoes gave lower plantar
peak pressures [15].

Finding these differences between different shoe soles is important. However, how
data has been collected is limited by age and expensive technology. Capacitive pressure
sensors have been reliably used in various technologies such as touch screen devices, and
digital audio players, as well as a substitute for mechanical switches. This means, there
is potential for a suitable capacitive sensor to be placed within children’s shoes, therefore
identifying changes and patterns during foot growth. This simple method of data collection
may assist in normative research dataset development or during monitoring of children
with conditions known to impact foot health.

This study aimed to develop and validate an in-shoe monitoring tool using a low-cost
sensor assembly that mimics pressure sensing insoles currently available on the market.

2. Materials and Methods
The overall system contains the following four components as shown in Figure 1:

(a) Mechanical/Physical Sensor assembly—This includes the sensor pads that mainly
detect the pressure change.

(b) Connections and Routing system—This includes the connection from the sensor pads
to the electronic system.

(c)  Electronics System—This includes the implementation of Arduino 101 and MPR121
which reads the capacitance of the sensor.

(d) Data Visualisation and Data Logger—This includes LabVIEW Setup for visualization
and logging of data for post-processing.

The proposed built-in-shoe foot pressure measurement system was developed through
the following approach:

(@) A qualitative analysis of existing manufacturing techniques was conducted on the
fabrication of the plantar pressure sensor. A technique that would be inexpensive and
still deliver a high-quality sensor was chosen.

(b) Testing, Validation, and Calibration—After the sensor was manufactured, it was
tested to see whether any connection faults were present. Data was logged and
visualized using LabVIEW after the plantar pressure sensor was connected to Arduino
and the MPR121 electronics unit. This test was referred to as Validation Testing 1
(VT1). Following calibration curves derived from the plantar pressure sensor system,
calibration was performed. This was achieved with the repeated loading of the
sensor using controlled instruments. Hounsfield H10KS Tensile Testing machine was
configured as a compression testing machine to apply loads to the sensor. This stage
was referred to as Validation Testing 2 (VT2).
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Figure 1. System layout of foot pressure measurement system.

2.1. Sensor Design Layout

This included the mechanical design and development of the sensor assembly compris-
ing of the development of sensor topography/shapes and location, evaluation of materials
and manufacturing techniques suitable for the creation of the sensors, and the assembly of
the sensors. The plantar pressure sensor was aimed to measure the overall plantar pressure.
To do this, the sensor needed to be fixed in a location where it is going to experience
minimal movement during the child’s dynamic activity. The plantar pressure sensor was
placed in the Strobel area, located between the insole and the midsole of the shoes. Herein,
the sensor was fixed (i.e., not loose) preventing it from moving around. Having the sensor
fixed in place decreases the amount of environmental noise hence a cleaner signal. This
area was also ideal as the sensors can be layered with other protective materials, such as
EVA and other lining materials. In this work, the sensor was not tested while it is inside
a shoe. Instead, the characteristics of the layers on top of the sensor are observed and
characterized.

Pressure points of interest were informed by the patterns collected by researchers and
clinicians using gold standard devices. These devices contain an array of sensors to capture
all the pressure points of the plantar area and they have their own software. Masking is
one of the functionalities in the accompanying software. Masking considers where plantar
areas can be divided up to observe areas of interest. The masks can be setup differently
depending on clinician’s and researcher’s interests.

2.2. Sensor Manufacturing and Routing

The sensor pads need to be connected to the main electronics unit so that they can be
used as pressure sensors. Hence, different manufacturing techniques were explored and
qualitatively evaluated. Some techniques are readily available, and these techniques were
applied in making the sensors [16,17]. The physical sensors were visually assessed, and
their effectiveness was tested by connecting the assembled sensors to MPR121 and testing
whether the capacitance would change with a fingertip touch. Vinyl cutting is one of the
techniques where there is a computerized blade that can cut the pattern.

The cut-out of the sensor areas shown in Figure 2 was done using a vinyl cutter, Roland
CAMM-1 GS-24.
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Figure 2. Cut-out of sensor areas using Vinyl Cutter.

The sheet-fed on the vinyl cutter was a copper tape sheet with plastic backing. The
vinyl cutter is set up to cut with the right amount of force so that it only cuts through the
copper tape and not the plastic backing. The unnecessary areas of copper tape are weeded
away only keeping the wanted sensor areas. The sensor route layer was also cut using the
vinyl cutting machine. These are on a separate sheet for the sensor pads. The sensor route
layer and the sensor pads are connected by placing a conductive thread (Figure 3) on the
sensor route and this is fed through the through hole (Figure 4) of the sensor pad sheet.

Figure 3. Sensor Route Layer.

Figure 4. Through holes in the sensor pad for the conductive thread to join with the route layer.

The thread fed through the hole is secured with conductive tape to ensure contact
with the sensor pads (Figures 5 and 6).
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Figure 5. Route layer with conductive tape.

Figure 6. Assembled sensor installed on the outsole.

2.3. Sensor Layer Layout

The sensor layer layout consists of the manufactured sensor pads and route layer

using the vinyl cutting machine as pictured in Figures 7 and 8.

The functions of these layers were as follows:

Cotton Cloth-Sock liner—This served as the protection of the copper taffeta from the
environment (e.g., sweaty skin). The copper taffeta tends to tarnish with moisture
contact. This also functions as an insulator of the ground plane.

Copper Taffeta-Ground Planes—These are present in both the top and bottom layers
of the sensor. These reduce the amount of interference from the environment (such
Figure 7: Side View and Layers used for the sensor Figure 8: Isometric View of
different sensor layers 127 as RF Interference). One Ground Plane was located on
the bottom of the sensor to block any interference coming from the bottom. The
top ground plane served as a part of the sensor: as the force applied changes, the
top ground plane moves closer to the sensor pad (copper tape) changing the overall
capacitance of the sensor.

EVA Foam-Dielectric—This was the medium allowing space between the top ground
plane and sensor plane to change. This material was chosen because a conventional
shoe would have this as its shoe insole providing cushion support on the feet. In a
capacitive sensor, the EVA Foam acts as the mechanical element allowing the distance
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€otton Cloth = Sock liner
EVA Foam — Dielectric

Copper Tape — Sensor and Route
Plastic Backing - Insulator

between the two conductive plates to change when force is applied, and rebounds
back to its original dimension when the force applied was removed.

d.  Copper Tape-Sensor and Routes—This material was chosen as the sensor and the
routes due to the ease of cutting in the vinyl cutting machine. There are two layers
of copper tape, and both are bonded to a plastic backing sheet. The top layer is for
the sensor and the bottom layer is for the routes. This multilayer construction of the
sensor is a common practice in flexible PCB Circuit printing to avoid any crosstalk
and interference between the routes and the sensor pads. (Jia, 2012). The top sensor
layer is contained through a hole so that it could be connected to the routes.

e. Plastic backing-Insulator—This mechanically supported the copper tape sensor and
routes during the vinyl cutting process and after the copper has been cut. This plastic
backing is chosen due to its flexibility and being tear resistant during the cutting
process. This also serves as an insulator and prevents the top sensor pad and bottom
route layers come in contact.

f. Polyimide Tape-Insulator—This mechanically supported both the copper taffeta and
copper tape by keeping it in place and decreasing the stress on the copper tape’s
surface. This was especially useful on the joint when the copper tape was punched
through the FCI Clincher, helping to resist the tear on the copper tape. This provided
a protective layer from both the copper surfaces preventing them from tarnishing.

Copper Taffeta - Ground Planes

Polyimide Tape - Insulator

Figure 7. Side View and Layers used for the sensor.

Figure 8. Isometric View of different sensor layers.

2.4. Sensor Assembly

The layers introduced above adhered to each other using pressure-sensitive adhesives.
Some materials selected already contain a layer of pressure-sensitive adhesive, these being
polyimide tape, plastic backing, and copper tape. The bottom copper taffeta is adhered to
the plastic backing using polyimide tape. The top copper taffeta was adhered to the cotton
cloth (sock liner) by an iron-on fabric glue interfacing. This is a heat-sensitive material that
melts and is usually placed between two non-adhesive materials (mainly fabric) to bond
them together. The top sensor layer and the bottom route layer were connected using a
conductive thread which is secured on its corresponding track route by a piece of polyimide
tape (Figure 5). This was then inserted in the through-hole and secured by copper tape on
the top sensor layer. The completed sensor assembly was then connected using a 9-way
connector to enable attachment to an electronics unit so that it could read the capacitance
changes when force was applied. Moreover, this sensor is intended to build inside the shoe.
This sensor assembly could adhere to any outsole or midsole of the shoe assembly.
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2.5. Sensor Testing and Validation
2.5.1. VT1: Validation after Sensor Assembly

A bigger sensor was made using the same manufacturing technique as described in
the section on sensor assembly for validation of the sensor assembly, To validate the sensor
operation, a 50 kg person stood on the sensor and recorded the change in pressure. This was
recorded by connecting the sensor to an Arduino with MPR121, this was then connected to
visualization software programmed in LabVIEW. These results were compared to a static
pressure recorded using an E-med pressure sensing platform. The E-med was considered a
gold standard device for measuring plantar pressure. We referred to this validation testing
as VT1.

2.5.2. VT2: Validation for Repeatability and Calibration

A testing jig was set up with the use of a machined foot phantom so that it can spread
pressure evenly throughout the 8 sensors to validate the repeatability of the sensor, Before
machining, a deflection analysis was carried out in SolidWorks to see whether three 18 mm
panels of MDF would fail under 100 kg of load 100 kg is chosen because a Factor of Safety
of 2 is assumed together with a 50 kg body mass. A load simulation was done using
SolidWorks Simulation studies, to verify that 54 mm thick of MDF is enough to withstand
100 kg loads. Figure 9 shows that the most displacement was 0.0157 mm. This small
deflection ensured uniform load across the sensors during testing.

URES (mm)
1.578e-002
l 1.447e-002
1.315e-002
- 1.184e-002
- 1.052e-002
9.208e-003
7.892e-003
6.577e-003
5.261e-003
3.946e-003
2.631e-003

1.315e-003
1.000e-030

Figure 9. SolidWorks Loading with 100 kg Load.

A compression testing Machine (Hounsfield H10KS) was configured to apply a 100 kg
load to apply an accurate load. This machine was programmed and paired to using
LabVIEW for Data Acquisition. Figure 10 shows the testing setup for VT2.
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Compression Testing

LabVIEW Controller and
Data Acquisition Program

Figure 10. Testing Setup for VT2.

2.6. Test Methodology and Test Setup

Two tests were carried out for validating the repeatability of the sensors and for

calibration:

a.

Loads were repeated 10 times, with the same loading and unloading rate. For this test,
the load was repeated 10 times with a single dielectric. The maximum load applied
for the compression testing machine was set at 1000 N, as this was an approximate
equivalent of a 100 kg mass. The loading and unloading rates were set at 10 mm/min.
The sensor was resting on an acrylic sheet to stop it from contacting the metal plate,
at the base of the compression testing machine.

Loads were repeated 11 times, with different loading and unloading rates. The load
was repeated 11 times. This frequency was determined based because it was found
on the previous testing, the first test would always be an offset to any remaining
tests. The loading and unloading rates varied from 15-50 mm/min with increments
of 5 mm/min for each test. A new dielectric was used whenever the loading rate
changed and the sensor again rested on an acrylic sheet to stop direct contact with
the metal plate base (Figure 11).
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the foot and the acrylic

Figure 11. Test Setup for Tests 1 and 2.

3. Results
3.1. VT1: Validation after Sensor Assembly

A visual comparison was made between the results from the e-med pressure platform
Figure 12, which is gold standard equipment for measuring pressure, and LabVIEW results,
Figure 13. The E-med result contains more resolution due to it having more pixels and
so the foot shape can be made out. The LabVIEW results are depicted as a line graph
with 8 lines indicating each sensor pad. The mid-level pressure changes the most as the
child grows.

The E-med and LabVIEW results were comparable to each other. The heel areas on
both results show similar indications. The heel area on the E-med results shows a large
red area, which means that there is a high concentration of force in that area. Similarly, the
LabVIEW results show that the heel area has the highest peak, indicating a high relative
capacitance reading. This means that the highest concentration of force is also in the
heel area.

Although the E-med result shows a large red area on the heel, this does not mean that
it is the highest force read. The E-med result also shows a magenta color located on the
hallux and the forefoot area. Similarly, LabVIEW results exhibited the second-highest peaks
after the heel readings for the plantar pressure sensor.

The LabVIEW results only show relative capacitance values and not the amount of
force for the corresponding capacitance reading. Testing was performed for the second
part of validation testing to further investigate the electromechanical behaviors of material
combinations. This would then help to characterize the sensors, resulting in an equation to
calculate force from capacitance.
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Figure 12. Result from E-med Pressure platform.
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Relative Capacitance (pF)
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Figure 13. Line Graph of Sensor Prototype Readings from LabVIEW.

3.2. VT2: Validation for Repeatability and Calibration
3.2.1. VT2.1 Results

The graph in Figure 14 shows the time series plots of the change in absolute capacitance
during loading and unloading (loading cycle). The peaks indicate one loading cycle of
the sensor. The left part of the peak indicated the loading of the sensor, and the right part
indicates unloading. In between these peaks, is an almost horizontal line. This indicates
the time it took to reset and start the loading again.

Time Series Plot of Absolute Capacitance

Lo T T T T T

Absolute Capacitance (pF)

[ Heel Medial Midfoot Lateral Midfoot Medial Forefoot Middle Forefoot Lateral Forefoot Hallux Small Toes
40 I I
0 200 400 600 800 1000 1200
Time (s)

Figure 14. Time series graph of Absolute Capacitance of 8 sensor pads.
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Capacitance (pF

Figure 14 displays 10 peaks indicating 10 loading cycles and 8 sets of plots, represent-
ing the 8 areas in the sensor. Each sensor showed different absolute capacitance values,
indicated by the plots not overlapping each other. This is due to the sensors having different
areas from each other. The highest reading in the graph indicates the heel sensor which
had the largest area, whereas the other areas like the midfoot, forefoot, and toes were twice
as small as the heel area. Knowing that sensor areas are dissimilar to each other, results in
the next set of tests scaled based on the area so that the sensors were characterized easily.

The graph in Figure 15 shows the capacitance and displacement plots of test 1. There
are 8 lines representing each sensor. The hallux and the heel plot are above all other
readings. The heel readings may be higher than the other sensors because it has the largest
area among the other sensors. The hallux performed like the heel sensor, despite it being
a smaller area and from the other end of the sensor assembly. This may be because of
non-uniformity in the loading system on the foot shape.

Test 1 Capacitance vs Displacement

T T T i |
|
L L L L |
05 1 15 2 25 3 35 4 45
Displacement (mm)
Heel Medial Midfoot Lateral Midfoot Medial Forefoot Middle Forefoot ~—— Lateral Forefoot Hallux Small Toes

Figure 15. Test 1 Capacitance and Displacement plots for each sensor pad.

When tests 2-10 were performed, the curves now have relative capacitance readings
between 0-6 pF (Figure 16). The test 1 result is disregarded because the data trend obtained
by the hallux and heel does not follow the results obtained by tests 2-10 as highlighted in
Figure 16.
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Figure 16. Capacitance and Displacement plots for 10 tests.
Comparable results were acquired and shown on the Capacitance and Force Plot
(Figure 17), where the hallux and heel plot of test 1 is an outlier (Figure 18).
. Test 1 Capacitance vs Force
T T T T T T T T T
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12+ -
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8+ — -
—
6 — — -
/
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Figure 17. Test 1 Capacitance and Force Plot for each sensor.
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Figure 18. Capacitance and Force Plot for 10 Tests.

3.2.2. VT2.2 Results

For this part of the results, three data sets were analyzed. Each data set was analyzed in
three ways—(a) Curves are fitted into each data set (Force and Displacement, Capacitance
and Displacement, Capacitance and Force). Each data set has two curves, one for loading
and unloading data; (b) coefficients for the equations of the curve fit in each data set
are collated, and their variability was observed amongst the same tests and different
load/unloading rates. These are represented as box plots; (c) mean values of each data
spread in the box plot were acquired and these are statistically analyzed using linear
regression techniques. The equation used to acquire Force and Displacement Coefficients is:

F=ad 1)

where a and b are coefficients, F is force, and d is displacement.

The variability of coefficient values per loading rate showed fluctuating ranges as
shown in the spread in Figure 19. In the same figure, coefficient ‘a” showed broad variability
at both loading and unloading rates of 30 mm/min, compared to the rest of the loading
rates. The ‘b’ coefficients showed a less consistent range throughout the different loading
and unloading rates.

The equation used to acquire Capacitance and Displacement Coefficients is:

C=ad®+bd+c )

where a, b and c are coefficients, C is capacitance, and d is displacement.
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Figure 19. Box Plots showing coefficient variability for Equation (1).
3.3. Coefficient Variability for Capacitance and Displacement Curve Fit
The variability of all the coefficients at all loading rates in Figure 20 showed an incon-
sistent spread of coefficient values. However, the coefficient variability during unloading
was more consistent. From 15-35 mm/min unloading rate, coefficients showed narrow
variability, indicated by a narrow height of the box whereas, on higher unloading rates
between 40-50 mm /min, coefficients showed a larger spread of values.
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The equation used to acquire Capacitance and Force Coefficients is:
C=ar’ 3)
where a and b are coefficients, C is capacitance and F is force.

3.4. Coefficient Variability for Capacitance and Force Curve Fit

The coefficient variability amongst both loading and unloading rates are inconsistent
in Figure 21, this is indicated by the uneven heights of the boxes.
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Figure 21. Box Plots for coefficient variability of Equation (3).

The results in Figures 22-24 show the relevance of the strain rates in the role of curve
fits for Equations (1)—(3). Statistical analysis results were derived from MATLAB, and
showed no p values less than 0.05, indicating that the loading and unloading rates do
not affect the curve fits done on Force—Displacement, Capacitance—Displacement, and
Capacitance—Force data sets with statistical significance.

Figures 22-24 show the plots of mean coefficient values for both loading and unloading
data. There is a difference in the values of slopes between loading and unloading. This
is indicated by the parameter ‘m’ (slope of the linear regression) shown in Figures 22-24.
Additionally, there is an offset between the two linear regression lines indicated by different
‘c’ values (linear regression intercept) in Figures 22-24.

As the loading and unloading rates do not affect the coefficients derived from the
curve fits, mean values of the coefficients shown in box plots of Figures 19-21 were acquired
to obtain a suitable set of calibration curves. Figure 25 shows the curve fit graphs obtained
using the mean coefficient values for each data set.
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m being the slope of the linear regression line, ¢ being the intercept of the linear
regression line.

m (SE) ¢ (SE) p
Ao —0.019 (0.05) 1.99(1.84) 0.73
Quntoad —0.00074 (0.01) 0.25(0.38) 0.95
Broad 0.024(0.011) 4.11(0.69) 0.26
byntoad 0.019(0.027) 5.76(0.93) 0.52

Figure 22. Plot of mean values for Figure 19 with Linear Regression Model Fitted.
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C=ad*+bd+c

Linear Regression Model for evaluation of curve fit coefficients for

m being the slope of the linear regression line, c¢ being the intercept of the linear

regression line.

m (SE) ¢ (SE) p
Asaa —2.75x1077(3.61 x 1077) 2.64x1074(2.17 x 1075) 0.68
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Figure 23. Plot of mean Values from Figure 20 with a fitted linear regression model.
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Linear Regression coefficients for a mean of the coefficient values in Figure 24.

Lincar Regression Model for evaluation of curve fit cocfficients for
C=aF®

m being the slope of the linear regression line, ¢ being the intercept of the linear
regression line.

m (SE) ¢ (SE) p
Qoaa 3.66 % 1077(3.61 x 10°7) 8.47 x 1075(1.24 x 10™%) 0.35
Qunioas  2.09 %X 107° (3.03 x 107%) 543 x 107* (.05 x 107%) 0.51
boaa  —5.10 X7*(5.67 X 107%) 0.56 (0.02) 0.261
byntoaa —4.48 x 107%(5.60 x 10™%) 0.31(0.02) 0.45
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Figure 24. Plot of mean Values from Figure 21 with a fitted linear regression model.

Referring to Figure 25 there is a significant difference between the coefficients of
loading and unloading parameters. It can be observed in the graph there is space between
the loading and unloading curves in all the curve fits. This indicated a hysteretic behavior
due to the EVA Foam being an elastomeric material. The force and displacement showed
little space between the load and unload curves. These curves crossed over each other at
the point when displacement is at 4 mm and the force is at 400 N. This is an artifact of the
curve fitting of different data sets. The same cross-over feature is starting to show in higher
displacement on the capacitance vs. displacement and force graphs.
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Figure 25. Calibration Curves for different data sets.

Although the best fit was chosen for each loading and unloading curve, the mean
values of the coefficients do not necessarily represent the best curve fit for the overall data
set. A constraint can be given when carrying out the curve fitting so that the loading curve
would always be beneath the unloading curve within the operating range.

Both capacitances vs. displacement and capacitance vs. force showed a large space
between the loading and unloading curves, even though unloading lines were expected to
overlap and be in the same place as the loading lines for Figure 25. This behavior indicated
that the readings from the sensor during loading are not the same during the unloading
phase. The hysteretic condition is more evident when capacitance is plotted against force
and displacement.

The capacitance vs. displacement curve fits took a quadratic form. A characteristic
of this curve is that both loading and unloading curves show a dip in the graph between
the displacement of 1 and 2 mm. They then show an almost constant slope with a positive
linear relationship from the displacement of 2 to 5 mm (Figure 25). This could reflect the
behavior of the EVA foam: when the EVA foam is in the early compression stage, the cell
walls of the closed cells are bent but not completely collapsed. The uncompressed thickness
of the EVA Foam is 3 mm, although this does not necessarily mean that the allowable travel
of the head displacement of the load cell is 3 mm. At 3 mm, the cell walls could have
collapsed or completely fractured. Beyond 3 mm, cell walls have crushed together, leaving
a non-foam EVA material.

The capacitance and force relationship showed a power function. Both loading and
unloading curves in this graph have a distinct shape, where the loading curve is less curved
compared to the unloading curve. At low and high force readings the curves converge a
point. Visually, this graph contained more area between the two curves depicting higher
hysteretic behavior compared to force and displacement curves. This could also be due to
the elastomeric behavior of the EVA Foam but may include electrical phenomena as well.

The hysteretic phenomenon exhibited in Figure 25 is usually present when an elas-
tomeric foam is under compression loads. This is due to the densification of the materials.
Densification is the collapse of cell walls throughout the materials, causing the load to
distribute against opposite cell walls (i.e., cell walls are now touching each other bearing
the load) (Gibson, 2005). Figure 26 shows a typical stress strain curve of an elastomer,
where in the beginning of the curve, a linear stress strain relationship called linear elasticity
is depicted. It is determined by bending of the cell walls of the closed cell. The plateau
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stage corresponds to gradual collapse of the cell wall, through elastic buckling or plastic
yielding. The cell wall collapse is dependent on the material.

Figure 26. Stress vs. Strain Curve of an elastomeric foam (Carbon (R), 2017).

For this investigation using EVA closed cell foam, a similar non-linear phenomenon can
be seen in Figure 25. The curve fits and graphs in Figure 25 may not be representative of the
whole data set but are a representation of behavior during the loading and unloading stages.

4. Discussion

The final prototype for built-in-shoe pressure sensing was achieved through iterative
design. Suitable manufacturing techniques were selected and the vinyl cutting technique
on copper tape and plastic backing was the cheapest and most reliable option available.
VT1 mimicked the pressure sensing characteristic of the E-med pressure platform. While
VT2 is comprised of two types of testing, one for repeatability and the other with calibration.
VT2.1 showed satisfactory results with 10 consistent peaks when the same load was applied
10 times. VT 2.2 determined the impact of different loading rates on calibration curves.
These loading rates represented different landing rates for footfalls. The loading rates
did not make a difference, with coefficient values of different parameters not showing
a consistent range. Moreover, loading rates also were not found to not affect the sensor
readings and were not correlated with each other

Creating this new technology may be the first step forward to addressing issues
clinicians, researchers, or shoe designers face in accessing shoe pressure data. The next step
will be modeling its use in footwear and user testing with children technical results may
not solve immediate problems that parents face, but this research increased foot health and
footwear literacy.

This research is limited by design. It presents the feasibility of developing low-cost
in-shoe sensor technology. This means it does not present clinicians and researchers with
an immediately usable tool. In future research, several changes will support future design.
In particular, the collapse of cell walls of the EVA could be modeled to better predict and
anticipate the capacitance behavior as it is dependent on force and displacement. However,
it presents new knowledge regarding new and innovative technologies that are available
that can solve data collection issues in the future.

5. Conclusions

For future work, more accurate material modeling to better predict material and sensor
properties would be helpful. This includes modeling the return of EVA foam during cyclic
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loading and unloading. This can be combined with the study of electromagnetic fields of
capacitive plates sandwiched between soft materials.

Uniform sensor shapes should be implemented, this would make it easier to cali-
brate the sensors, as they should all experience the same amount of change during the
loading cycle.
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Abstract: Biopotential imaging (e.g., ECGi, EEGi, EMGIi) processes multiple potential signals, each
requiring an electrode applied to the body’s skin. Conventional approaches based on individual
wiring of each electrode are not suitable for wearable systems. Cooperative sensors solve the wiring
problem since they consist of active (dry) electrodes connected by a two-wire parallel bus that can
be implemented, for example, as a textile spacer with both sides made conductive. As a result, the
cumbersome wiring of the classical star arrangement is replaced by a seamless solution. Previous work
has shown that potential reference, current return, synchronization, and data transfer functions can
all be implemented on a two-wire parallel bus while keeping the noise of the measured biopotentials
within the limits specified by medical standards. We present the addition of the power supply
function to the two-wire bus. Two approaches are discussed. One of them has been implemented
with commercially available components and the other with an ASIC. Initial experimental results
show that both approaches are feasible, but the ASIC approach better addresses medical safety
concerns and offers other advantages, such as lower power consumption, more sensors on the
two-wire bus, and smaller size.

Keywords: biopotential imaging; body surface potential; active electrode; dry electrode; cooperative

sensor; wearables; medical device

1. Introduction

The technology of biopotential measurements has been known for decades [1] and
is widely used to measure ECG (electrocardiogram), EEG (electroencephalogram), EMG
(electromyogram), etc. Today, most products are still based on adhesive gel electrodes applied
to specific areas of the body’s skin and connected in a star arrangement to a central unit
(e.g., a recorder or monitor) by shielded cables. Another solution, less commercialized but
scientifically well known, features active electrodes [2]. Active electrodes have amplification
electronics at the electrode to achieve a high input impedance and low output impedance.
Although they do not require shielded cables, each electrode still requires at least two wires
to be connected to the central unit in a star arrangement [3].

Implementing biopotential sensors in medical wearables is difficult for a few funda-
mental reasons. One of them results from the preferential use of dry electrodes. For dry
electrodes to provide good quality signals, a higher input impedance of the amplification
circuit (cables and amplifier) is required [4-6]. Active electrodes are a good solution to
meet this requirement, but they must be powered. However, powering them from the
central unit via their leads is not trivial in the context of medical devices. The basic safety
standards [7-9] for MEDICAL ELECTRIC EQUIPMENT (words in small capitals have a defined
meaning in the standards) require a maximum PATIENT LEAKAGE CURRENT of 10 pA d.c.
(or 10 mV across the 1 kQ) taken by the standards for skin) for ECG medical devices. In
addition, the standards specify two MEANS OF PATIENT PROTECTION [7]. Reliable DOUBLE
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INSULATION of conductive tracks in wearables is difficult to achieve, especially due to
the possible presence of body fluid (e.g., sweat, urine, etc.). To be considered as one mean,
for WORKING VOLTAGES lower than 60 V, solid insulation must pass the test of dielectric
strength at a voltage of 500 V rms during 1 min under the worst expected condition (i.e.,
with body fluids and at the end of the EXPECTED SERVICE LIFE) [7]. Therefore, for wearable
devices, other MEANS OF PATIENT PROTECTION than solid insulation, such as the electronic
detection and active limitation of tiny PATIENT LEAKAGE CURRENTS, are desirable.

Another reason that wearables are difficult to design, especially for devices requiring
many electrodes (e.g., >100) such as for electrographic imaging (e.g., ECGi [10], EEGi [11],
EMGi [12]), is the ‘star arrangement’ of conventional wiring approaches. In addition to the
complexity of routing many cables, connecting them to the central unit where they meet
results in expensive and cumbersome connectors, which is a major integration challenge
for waterproof and reliable wearables. To solve these problems, an architecture where
each electrode includes electronics to be interfaced in parallel with a bus is attractive
because such an architecture is virtually independent of the number of electrodes. Buses
with a small number of lines, such as one or two at most, are the most desirable, but
more difficult because the bus must perform several functions (potential reference, current
return, synchronization, communication, and power supply). Cooperative sensors [13-19],
defined as active electrodes connected to a parallel bus of up to two wires, have been
proposed to address these challenges, except for the power supply. Adding the power
supply function—without interfering with the other functions and addressing the medical
safety issue in wearables—is the main contribution of this paper.

Section 2 presents the previously known cooperative sensor technique characterized
by a dedicated power supply (battery) per sensor and a bootstrap circuit allowing high
input impedance. This section is essential to understand the functions that must remain
unaltered despite the introduction in Section 3 of the power supply on the same wires. Two
solutions are presented, one called ‘Legacy approach with 500 Hz powering and off-the-shelf
components’ (because directly built on the cooperative sensors of Section 2) and the other
named ‘Approach addressing the safety issue with powering at 1 MHz and ASIC for 250 sensors’.
Section 4 provides implementation details and experimental results for both approaches.
The paper ends with a conclusion (Section 5).

2. State-of-the-Art Cooperative Sensors

Active electrodes connected by up to two wires in a parallel bus arrangement are
called cooperative sensors—’cooperative’ because co-operation of at least two sensors, each
measuring one biopotential, is required to obtain a difference of potential (such as how
two fingers, at least, must cooperate to pick up a golf ball). Compared to conventional
approaches [1-3,20,21], cooperative sensors benefit from a parallel bus arrangement, which
contributes to the scalability of the system. Moreover, unlike the multi-wire bus of direct
multiplexing [22], the complexity of their connection is reduced to a minimum (only two
wires for all functions).

2.1. Basic Circuit and Their Interconnections

Figure 1 shows a patented generic mechanism [13,14] for synchronization and control
of the cooperative sensors and for transferring the acquired signal to the central unit. To
measure the voltage ¢, a current electrode (left in Figure 1), a potential electrode for potential
reference (middle in Figure 1), and one potential electrode per independent biopotential
channel (right in Figure 1) are required. The current electrode is often referred to in the
classical technique [1] as right-leg electrode and its purpose is to provide a path for currents
capacitively coupled to the electronics (central unit and cables) from the environment
(e.g., 50 Hz or low-frequency currents resulting from motion in the earth’s electric field).
The central unit sends synchronization information and other commands simultaneously
to all cooperative sensors with the voltage source U. The received signal is picked up
by the cooperative sensors with the voltage across their current source, i.e., the voltage
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between the two bus wires, and feeds the clock recovery and sync block S. The cooperative
sensors use their current source to communicate their measured potential v; (or other
signals) to the central unit by means of a modulation M. The central unit receives the
composite information from all the sensors by detecting the current in one of the bus
wires. The demodulation D allows to recover the individual signals. Note that there are
many possible modulations M. Amplitude modulation of a frequency carrier is a simple
example. Digitization combined with phase shift keying could be another. The dark gray
box symbolizes the power supply (e.g., a battery) of the cooperative sensors.
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fastener and electrical connections

fabric with two
conductive faces
cooperative sensor

1
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Figure 1. Cooperative sensors are active electrodes equipped with electronic circuits that allow them
to be connected to a parallel bus of up to two wires. They are synchronized by the central unit to
which they transmit their measured biopotential. For devices that do not need to be defibrillator-proof,
the 2-wire bus can be made of a fabric with both sides made conductive. Insulation of the bottom side
is not necessary because the voltage between the bottom side and the body is close to zero due to the
G controller. The top side can easily be insulated with an additional layer of fabric (e.g., a regular
garment), providing that excess of leakage currents is electronically detected. The small cooperative
sensors are attached and connected to the fabric, making the assembly seamless while maintaining
the usual properties of the fabric, i.e., flexibility, stretchability, breathability, and washability. Symbol
legend in Appendix A.

Since the total gain of the acquisition chain (from the potential v; to the demodulated
signal v}) may be slightly different from sensor to sensor, the common-mode rejection when
performing the difference v} — v} might be insufficient. The problem can be neatly solved
by the method described in [15], which relies on online identification of the v; /v; transfer
functions through an excitation common-mode voltage added to the voltage source driven
by the G controller.

Figure 1 also shows that the two wires could be implemented as a textile spacer with
both sides made conductive. Note that these conductive surfaces also implicitly act as ‘body
shield’, in contrast to the classical approach where the shield must be explicitly added [23].
One side of the cooperative sensor is used as dry electrode and the other as bottom contact
with the fabric. The upper contact is made on the other side of the fabric by the sensor
attachment. Due to the integrated electronics (e.g., ASIC), the cooperative sensors can be
very small (e.g., 4 x 4 mm?) while the dry electrode and the contacts to the fabric can be
larger and flexible. As a result, the assembly of the sensors with the fabric is virtually
cable-free and seamless, making it easier to meet the wearability constraints (flexibility,
breathability, stretchability, washability).

The G controller ensures that the voltage between the lower wire and the body is
approximately zero. As long as this voltage is always less than 10 mV for ECG and less
than 100 mV for other biopotentials, e.g., EMG—which is the case—no insulation is needed,
because the standards require ECG devices to be TYPE CF (limit to 10 mV) and other devices
TYPE BF (limit to 100 mV) [7]. By default, the other side is not in contact with the skin
and can only be touched intermittently, for example with the hand. This problem can be
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central unit

solved by electronic detection (see below). However, the detection of leakage currents will
stop the operation of the device. Therefore, one may consider adding a layer of fabric to
insulate the top conductive side in most situations and relying on electronic detection only
for exceptional situations. Optionally, the outer side of this additional layer can be made
conductive and connected to the skin to provide one MEAN OF PATIENT PROTECTION in the
same idea as CLASS I MEDICAL ELECTRICAL EQUIPMENT [7]. This conductive layer also
shields the middle conductive layer with respect to EMC emission and immunity.

2.2. Floating Supply and Bootstrapping

Figure 2 shows in more detail an implementation of cooperative sensors [16-18]
for biopotential measurement (the cooperative sensors described in [17,18] also measure
bioimpedance for EIT, electrical impedance tomography, but in this paper, we focus only on
biopotentials for simplicity). In this implementation, each cooperative sensor is powered
by a battery. All batteries can be recharged simultaneously via the two-wire bus when the
system is not worn. The safety issue related to the maximum leakage current of 10 pA d.c.
is not applicable when the system is not worn by the patient—the connector to the charger
is made so that it is impossible for the patient to wear the system during charging. Once
in the sensor, the stored charges are prevented from leaving the sensor by diodes. Thus,
there is no possible harm resulting from insulation failure, for example, due to body fluid.
Note that communication is not a problem because at higher frequencies, higher leakage
currents are allowed, and communication requires lower voltages (which reduces possible
leakage currents).

=1

Figure 2. Implementation of cooperative sensors with extremely high input impedance achieved
with a simple bootstrap circuit taking advantage of floating sensor batteries. The patient is protected
against sensor leakage currents by diodes (not shown) that prevent stored charges from accidently
leaving the sensors but allow the 2-wire bus to be used to simultaneously recharge all batteries when
the system is not worn. Symbol legend in Appendix A.

The input impedance of the cooperative sensors is significantly increased by a power
supply bootstrapping approach [19] that takes advantage of the degree of freedom provided
by the floating power supplies of cooperative sensors. The measured potential connected
to the negative input and the middle potential of the supply connected to the positive input
are made equal by the operational amplifier. This bootstrapping strategy is preferred to
other well-known solutions, such as positive feedback [24], because the performance is
higher and the risk of instability is lower. The electrode and its connection to the operational
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amplifier are shielded with the middle potential of the power supply in a manner equivalent
to the driven shielding of classical techniques.

3. Method

Cooperative sensors, with their very high input impedance suitable for dry electrodes
(thanks to bootstrapping) and their connection via a 2-wire parallel bus, solve the integra-
tion difficulties related to wiring and the scalability issues of star-arrangement connections,
thus paving the way for biopotential imaging wearables comprising many electrodes. Like
any active electrode, cooperative sensors require power. Safety constraints resulting from
poor and unreliable insulation in wearables due to wear and tear, as well as the possible
presence of body fluids, make remote power from the central unit a real challenge for
medical devices where the maximum leakage current is 10 uA d.c. [7]. The cooperative
sensor approach in Figure 2 avoided this problem by using one battery in each sensor
and implementing a recharging strategy using the 2-wire bus when the vest is not worn
(e.g., when placed on a hanger modified as a charger). However, one battery per sensor is
expensive, heavy, and cumbersome.

This section presents two solutions for remote powering of cooperative sensors. The
first solution (Section 3.1) solves the difficulty of adding the power supply function to the
bus without increasing the noise of the measured biopotentials beyond the limit required
by the standards, and without interfering with the synchronization and bidirectional
communication between the sensors and the central unit. The second one (Section 3.2)
also aims to solve the safety issue mentioned above, significantly reduce the volume of the
sensors (e.g., from 7.5 cm? to 0.3 cm®) and the power consumption (e.g., from 5.8 mA to
150 pA), operate with more sensors (e.g., from 20 to 250), and implement a bootstrap that
does not require floating batteries as in Figure 2.

3.1. Legacy Approach with 500 Hz Powering and Off-the-Shelf Components

Figure 3 shows the circuit in Figure 2 with modifications to allow for remote powering.
The cooperative sensors ‘harvest’ their energy from the 2-wire bus powered by the voltage
source U of the central unit. Capturing power from the bus is symbolized in the first
cooperative sensor (middle of Figure 3) by a current source whose current is in phase with
the voltage U (power is consumed when current and voltage have the same sign, as with
a resistance).

central unit

Figure 3. Remotely powered cooperative sensors for biopotential measurement with dry electrodes,
with digital communication at 1.28 Mb/s in both directions (full duplex), and remote power supply
at 500 Hz. Symbol legend in Appendix A.
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The resistance of the bus wire is low but the supply current high, and the resulting
voltage drop on the lower wire is in series with the potential e to be measured. Therefore,
the supply and measurement must be in separate frequency bands to minimize interfer-
ence with the measurement. The first-order bandwidth of biopotentials is, for instance,
0.05-150 Hz for ECG. Therefore, constant current sensors will give a disturbance spectrum
theoretically at 0 Hz, but even if they are carefully designed with active control to keep
the current constant, it is very difficult to avoid overlap with the ECG band. To avoid this
interference and to easily obtain a bipolar supply in the sensors (see below), the voltage
U was chosen as a square wave at 500 Hz corresponding to the Nyquist frequency of
the 1 kHz sample rate. Interference with the fundamental (500 Hz) is first avoided by
fine-tuning the phase of the supply square wave (at the Nyquist frequency, a sinewave
has all its samples equal to zero; only the cosine has non-zero samples). Any remaining
energy of the fundamental—in practice, it is impossible to have the same adjusted phase
for all sensors—is removed with a first-order notch filter by signal processing (i.e., moving
average of two consecutive samples). The harmonics (1 kHz, 1.5 kHz, 2 kHz, ... ) must be
removed before sampling, otherwise they create aliases at 0 (even harmonics) and 500 Hz
(odd harmonics). An ideal square wave has energy at the odd harmonics and the 500 Hz
notch filter is, therefore, necessary. To remove the even harmonics from a non-ideal square
wave (an unavoidable situation in practice due to the asymmetry of power consumption
for positive and negative currents), a third-order delta-sigma analog-to-digital converter
was chosen, because the digital antialiasing filter of a delta-sigma converter is a comb filter
with notches at multiples of 1 kHz (sample frequency).

The harmonics of a 500 Hz power supply are also low enough in the MHz range that
they do not significantly disrupt the digital communication (modified to 1.28 Mb/s, in
both directions, to conform to the frequency required by the delta-sigma converter). The
bits just past the edges of the 500 Hz supply are disturbed and, thus, removed from the
communication payload (in our prototype, 110 bits are removed, i.e., 17%).

In Figure 2, the upstream channel (from the central unit to the sensors) is realized
as a voltage source and the downstream channel (from the sensors to the central unit) as
current sources. An alternative is to interleave the two channels, each with its own time
slots. In this way, both the up and down channels can use voltages (or currents). In Figure 3,
the current sources have a resistance in parallel. Thevenin’s equivalent, a voltage source
with the resistance in series, is easier to implement since the voltage source is simply a
digital output. The capacitance and inductance are chosen so that their resonance is at
2.56 MHz, and the resistance so that the RLC triplet implements the first-order bandpass
filter used first to prevent the communication band from overlapping the biopotential band
and second to avoid EMC problems that sharp edges in the digital signal can cause. Note
that the RLC triplet is a parallel assembly of R, L, and C in both the central unit (voltage
source U at 0) and in the sensors (the capacitance in series with the inductance is chosen
so that its impedance is negligible at communication frequencies). The received signal is
the voltage on the RLC triplet. After its reconstruction with a high-pass filter and Schmitt
trigger, the digital signal is demodulated in the D-block to obtain /.

Since the LC blocks any current at the communication frequency, the voltage on the
RLC triplet is the result of a voltage divider consisting of the emitter resistance and all other
resistances (of the receivers) in parallel. The consequence is that the received voltage is the
emitter voltage divided by the number of units (i.e., sensors and central unit). Therefore,
this approach limits the number of units in practice to approximately 20.

The 500 Hz supply square wave is provided by the voltage source U, which is easily
realized with switching transistors. The impedance of the central unit and sensor induc-
tances is negligible for the supply current. Therefore, the supply square wave is rectified by
diodes in the sensors to provide a positive and a negative voltage on the storage capacitors.
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3.2. Approach Addressing the Safety Issue with Powering at 1 MHz and ASIC for 250 Sensors

The approach of Figure 3 solves the problem of remote power supply with respect to
interference with biopotential measurement and communication on the 2-wire bus, but does
not solve the safety problem for medical devices, because the allowed PATIENT LEAKAGE
CURRENT at 500 Hz is also 10 pA for ECG devices that must be TYPE CF [8]. For other
biopotentials, there is already an appreciable advantage over d.c., since the devices can
be TYPE BF and the allowed PATIENT LEAKAGE CURRENT is ten times higher (i.e., 100 uA).
Assuming a per sensor consumption of 8 mA (see next section) and 25 sensors, the supply
current on the bus is 200 mA. Detecting a 100 pA leak from monitoring the supply current
at the central unit is a difficult task (1 part in 2000). In addition, all sensors must have a
buffer current source that makes closed-loop adjustments to its current to ensure that the
current of any sensor is exactly 8 mA (again with high accuracy).

To better address the safety issue, including the ten-fold increase in ECG requirement,
and to increase the number of sensors by a factor of 10, i.e., to up to 250, we need to reduce
the power consumption of the sensors (say, by a factor of 20, i.e., to 400 tA) and move the
power supply frequency to 1 MHz where the standards allow a patient leakage current of
up to 10 mA (which is also the absolute maximum). This will make detecting a leakage
current much easier (1 part in 10).

Note that the 8 mA and 400 pA mentioned above are the current of a sensor as
measured in the bus. The sensor itself consumes half of this current, i.e., 4 mA and 200 A,
respectively. The factor of two comes from energy conservation, i.e., the bus supply voltage
U is £VCC/2 with a current of £2I (rms value 2! for square waves) which allows sensors
with the dual half-wave rectifier (assuming perfect diodes) to have a VCC supply and I
current for the electronics.

To reduce power consumption by a factor of 20, we developed an ASIC (application-
specific integrated circuit) that optimized each electronic function. In addition, we elimi-
nated the digitization (analog-to-digital converter). The transmission of analogue values
instead of bits has also increased the throughput (required for 10 times more sensors). The
1 MHz power supply is now interleaved with the communication, i.e., every other period
the power supply is replaced by the communication [25]. Figure 4 shows the principle of
this implementation. The inductances are no longer needed (which is good because they
cannot be integrated into silicon as passive components). A switch reroutes the 1 MHz
square-wave signal either to the rectifier diodes and storage capacitors (harvesting period)
or to the communication current source. Before transmission, the biopotential is amplified
and filtered. A high-pass filter prevents the transmission of the electrode offset that can be
as high as 300 mV according to the standards, and thus improves the signal-to-noise ratio
of the analogue communication. The M modulator simply selects the right time slot for
the sensor to transfer its value. All sensors sample their biopotential at the same time. The
value to be transmitted is stored in a capacitor until transmission.

Bootstrapping is achieved with the regulated supply rails VCCF and GNDF (specific
for each sensor) following the electrode potential (with offsets). This is obtained by the
follower controlling the reference of the LDO voltage regulators. Assuming an LDO gain g
(i.e., the LDO outputs a current i = gu where u is the voltage error of the LDO output), the
input impedance of the open loop circuit is magnified by gz at low frequencies. High gain
at low frequencies can be achieved if z behaves like a capacitance at low frequency. At
higher frequencies, for stability reasons, it is preferable for z to behave like a resistance. The
open loop input impedance is essentially the input impedance of the follower (typically
10 pF). The bootstrap magnifies this impedance by gz, allowing the circuit to have a very
high input impedance at low frequencies [25]. Compared to Figure 3 where bootstrapping
is not implemented, this bootstrap also makes shielding of the sensor input more efficient
and natural, as the ground and power rail planes provide implicit (driven) shielding.
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Figure 4. Remotely powered cooperative sensors for measuring biopotentials with dry electrodes,

with digital communication at 500 000 samples per second and remote supply U voltage at 1 MHz.
Left: schematic overview of the central unit circuit; middle: schematic overview of a sensor circuit;
right: detailed circuit diagram of a sensor. Symbol legend in Appendix A.

This paper only describes the measurement of biopotentials. However, the developed
ASIC is also capable of measuring bioimpedance (for EIT) and can be interfaced with an
electret to pick up body sounds (stethoscope).

3.3. Comparison to Existing Work

Table 1 shows a comparison with existing work to further highlight the significance of
the presented work. Compared to the closest state of the art, remotely powered cooperative
sensors do not require a local power supply (e.g., a battery per sensor) which allows them
to be miniaturized, among other things. Being able to monitor the leakage currents allows
wearables to be safe (in the context of medical standards) without relying on the insulation
of conductors in a garment and without the need for waterproof connectors.

Table 1. Comparison to existing work (the main contribution of the paper is highlighted in grey).

Technique/Features

[Ref], Section

Comment

Conventional star arrangement

Not suitable for wearables with many electrodes

Passive electrodes, shielded cables [1] Widespread
Active electrodes, two-wire cables [2,3,20,21] Well-known in the literature, but little used
Parallel bus arrangement Scalable (connector size independent of nb. of electr.)
Bus with more than 2 wires [22] Not easily flexible, stretchable, breathable, washable
Two-wire bus (cooperative sensors) Section 2 Simplest connection
Locally powered Section 2.1 Easy to comply with safety (medical standards)
Bootstrapping Section 2.2 Suitable for dry electrodes
Remotely powered Section 3/Section 4 Sensors can be miniaturized
No momtormg‘ of leakage currents Section 3.1/Section 4.1 Reqthures reliable waterproof double insulation
No bootstrapping Not ideal for dry electrodes
Momtorablie leakage currents Section 3.2/Section 4.2 Su%tably flexible, stretchable, breathable, washable
Bootstrapping Suitable for dry electrodes
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4. Results
4.1. Legacy Approach with 500 Hz Powering and Off-the-Shelf Components
4.1.1. ECG Study Prototype

Figure 5 shows a study prototype with 224 sensors for ECGi based on the approach
shown in Figure 3 with a 500 Hz power supply and commercially available components.
The device is CF and is defibrillation-proof between two electrodes (verified according
to [8]). The central unit has recording and wireless communication capabilities and is
powered by IEC 62,133 batteries. A close look at Figure 5a shows that the sensors are not
connected on a single two-wire bus. This is because the approach in Figure 3, as described
in the previous section, cannot have more than approximately 20 sensors on the same bus.
Instead, columns of eight sensors are each connected by a two-wire bus to repeaters, which
in turn are connected to a two-wire bus with 14 repeaters, and the system is doubled with
left and right banks from the central unit. So, it is not a fully parallel bus topology but a
tree arrangement comprising 2 x 14 x 8 = 224 sensors. The sensors are equipped with
a CPLD (complex programmable logic device) to implement the PLL and internal clock
reconstruction, a lossless compression scheme to reduce the 24 bits of delta sigma to 10 bits,
and information exchange with the bus.

202 204 206 208 21 212 214 216 218 22 222 224
time (s)

(b)

Figure 5. Remotely powered cooperative sensors based on the approach of Figure 3: (a) study proto-
type made of 224 sensors for ECGi with defibrillation protection between all electrodes; (b) onesubject
trial to compare dry stainless steel electrodes with adhesive Ag/Ag*Cl™ gel electrodes showing
identical noise level for both electrode types (measured from adjacent leads).
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The study prototype passed all hardware performance tests [8], including tests related
to defibrillator protection. The device was designed to have lower noise than required by
ECG standards because its intended use is ECGi. The measured rms value of ECG noise is
2.5 1V and the peak-to-peak value 20 1V over 10 s. The recovery time after defibrillation is
less than 300 ms (standards require a maximum of 5 s). The study prototype at this phase
of development was not built to be worn. However, Figure 5b shows the signals measured
on a subject with two pairs of electrodes on either side of the chest. One pair consisted of
dry stainless-steel electrodes and the other of Ag/Ag*Cl™ gel electrodes. For both signals,
noise is barely visible. Note that the two signals are not identical because they result from
close but different electrode positions.

Figure 6 shows a simplified electronic schematic of the entire device (the safety and
defibrillator protections are not shown) implementing the principle of Figure 3. The central
unit (left) is connected to one of the 14 repeaters (middle) of the right bank, which in turn
is connected to one of the eight cooperative sensors (right). The voltage source U of the
central unit (see Figure 3) is implemented with switch transistors alternatively connecting
the battery (4.6 V) or a bypass (0 V). The repeaters, cooperative sensors, and central unit
harvest energy from the two-wire bus using dual half-wave rectifiers. A capacitor connected
just before the half-wave rectifiers removes the offset of U (2.3 V) and provides a bipolar
VCC/GND supply (£2.3 V) which is symmetrical with respect to REF, the potential of
the lower line of the two-wire bus. The LCR triplet consists of an inductor, a parasitic
capacitance and two resistors in parallel directly connected to digital outputs of a CPLD
(Logic) operating in push-pull mode to send a signal. The edges of the received signal is
regenerated by a Schmitt trigger.

central unit repeater (14x in parallel) cooperative sensor (8 in_parallel)

leftbank |

Figure 6. A possible implementation of the principle shown in Figure 3 (as prototyped in the device
shown in Figure 5). Symbol legend in Appendix A.

In the implementation of Figure 6, to keep it simple, the central unit has two electrodes.
Therefore, the G controller is analogue (the operational amplifier) since the v; signal comes
from the extra electrode of the central unit. The repeater receives the digital signal on one
side and retransmits it on the other side. This is achieved at the cost of a one-bit delay, which
is not a problem because the shift is taken into account by the communication protocol.
The same communication principle as described in [18] is used. The sensor electrode is
connected to the positive input of an operational amplifier. Two resistances define the gain
of the first amplification stage and an RC circuit at the output of the operational amplifier
implements the coarse antialiasing filter required by the delta-sigma converter.

To measure skin impedance (e.g., for a lead-off detection function), the RC circuit
connected to the electrode provides a simple way to inject a tiny current of +1 nA at 500 Hz
(square wave) with a digital output. The phase is chosen to be 90° offset from the sample
times (cosine), because a sinewave at the Nyquist frequency has all its samples equal to zero.
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The capacitance is chosen to have a corner frequency just below 500 Hz to maximize the
input impedance at lower frequencies where the biopotential is measured. The voltage drop
resulting from the injection of this current through the skin impedance is superimposed
to the biopotential signal. However, it can be isolated by taking the difference of two
consecutive samples and ‘demodulated’ by taking only the even samples (down sampling
by two). This processing is conducted in the CPLD of each sensor before the data are
transferred to the central unit. Taking the difference of two consecutive samples (filter with
transfer function 1 — z 1) also allows to efficiently ‘compress’ the bipotential signal (for
example, on the 24 bits of the delta-sigma converter, only 10 bits are enough to ‘encode’ a
medical ECG). For the biopotential, the decompression is performed in the central unit by
the inverse filter 1/(1 — z~1). This compression scheme is lossless (except at 0 Hz, but 0 Hz
is outside the bandwidth of biopotential signals). The notch filter at 500 Hz (sum of two
consecutive samples, i.e., the filter with the transfer function 1 + z~1) needed to remove
the supply disturbance is also realized in the sensor CPLDs. Therefore, the central unit
must apply this corresponding inverse filter, i.e., 1/(1 + zfl), to recover the skin-impedance
signal. Again, this decompression is lossless, except for the frequency exactly at 500 Hz.
Therefore, the 500 Hz current for measuring skin impedance is turned on and off every 1s
to make a differential measurement (corresponding in the frequency domain to a frequency
line at 499 Hz that is not affected by the lossless compression/decompression process). The
entire processing scheme is shown in Figure 7.

central unit cooperative sensor

Figure 7. Processing scheme for the transmission of the signal from the cooperative sensor to the
central unit. The sum of the biopotential ¢ and the voltage drop across the skin impedance z is filtered
by1—2z2=(1—z1)(1+z!) to compress the biopotential signal (1 — z~!) and eliminate the supply
disturbance at the Nyquist frequency (1 + z~1). The current i injected through the skin impedance Z
is obtained from a carrier c (square wave at Nyquist frequency) modulated by the signal m (typically
a square wave at 1 Hz). Decompression (lossless in the biopotential band, e.g., 0.05 to 150 Hz) with
the filter 1/(1 — z~1) provides the measured biopotential ¢’ for further processing by the central unit.
In parallel, the received signal is subsampled by 2 and demodulated by multiplying it by the signal m
and filtering it with the low-pass filter LP to obtain the skin impedance signal Z’. Symbol legend in
Appendix A.

4.1.2. EEG Study Prototype

Figure 8 shows another study prototype based on the development presented in
Figure 5 but reworked to handle dry electrode EEG. The modifications are mainly a higher
gain for lower noise (0.7 uV rms, 5.4 uV pp over 10 s), a narrower bandwidth (0.5-50 Hz,
1st order), and a device limited to eight sensors. The noise is within the limit (6 uV pp
over 10 s) accepted by the standard [26]. The obtained power spectra are displayed on the
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right and show the expected changes in power at certain frequencies resulting from the
closed eyes.
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Figure 8. Remotely powered cooperative sensors based on the approach shown in Figure 3: (a) study
prototype consisting of 8 EEG sensors; (b) power spectra for each electrode showing the increase in
power at certain frequencies resulting from closed eyes (orange) versus open eyes (blue).

The implementation circuit is similar to that in Figure 6, but does not include the
repeaters, and the central unit connects only a two-wire bus with eight cooperative sensors.
Table 2 gives the measured noise on the prototype resulting from digital processing of the
difference in potentials (sensor 1 as reference) in the EEG bandwidth of 0.5-50 Hz specified
by the standard [26].

Table 2. Acquisition chain noise (bandwidth 0.5-50 Hz).

Sensor Peak-to-Peak Noise over 10 s (1V) Rms Noise (uV)
1 (potential reference) (potential reference)
2 4.01 0.59
3 4.65 0.60
4 5.18 0.66
5 4.90 0.64
6 4.88 0.66
7 5.41 0.67
8 4.40 0.66

4.2. Approach Addressing the Safety Issue with Powering at 1 MHz and ASIC for 250 Sensors
4.2.1. ASIC Architecture

The ASIC can be mainly divided into two sections, as shown in Figure 9. The first
section, in red, provides the interface to the two-wire bus. At startup, the power manage-
ment unit uses the power square wave generated by the central unit to turn on all internal
power supplies. After this is accomplished, a delay-locked loop in the clock and timing
recovery block listens for the sync marker in the 1 MHz square wave. The sync marker
is a periodicity break that marks the beginning of a sequence of 1,000,000 periods, i.e.,
there is sync marker every 1 s (see the illustration in Figure 10). The power management
harvests current from the bus only every other period. The other periods are used for
communication. Only the ASIC whose ID corresponds to a given communication slot
transmits its acquired sample to the central unit.
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Figure 9. ASIC block diagram of biopotential cooperative sensor. The circuit blocks that interface
with the 2-wire sensor bus are marked in red and the signal processing circuits in green. Symbol
legend in Appendix A.
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Figure 10. Supply voltage U consisting of a 1 MHz square wave with a sync marker (periodicity
break) every 1s (every 1,000,000 periods of the 1 MHz square wave).

The second section of the ASIC, shown in green in Figure 9, provides the signal chains
for a biopotential electrode and additional sensing functionality that can be integrated
into a sensor. In the example in Figure 9, the additional functionality is a stethoscope. In
addition, a current injection block is used to check the contact impedance of the electrode.

The biopotential acquisition chain starts with a unity gain buffer, as shown in Figure 9.
The output of the reference buffer is used as a ‘floating reference’, that is, it is used as a
ground reference for a positive supply rail and a negative supply rail that feed the reference
buffer itself (see Figure 11). With this bootstrapping approach, the buffer supply perfectly
follows the (a.c.) biopotential to be measured. As a result, the voltage on the parasitic
capacitances at the input is asymptotically close to zero and, thus, virtually no current
flows. This is equivalent to a drastic increase in the input impedance.

The vce and vee supply rails in Figure 11 follow the floating reference determined by
the buffer itself fed by vec and vee. Positive feedback is possible and to avoid instability, the
loop gain must be kept below unity. In the ASIC, this is achieved by a single-stage design
that has a large power supply rejection ratio (PSRR) for vce and vee within the bandwidths
of the low dropout regulators (LDOs) generating these power supplies.

After the high input impedance follower, the ECG signal is chopped at a frequency
of 1-12.5 kHz to avoid flicker noise during amplification. Then it is filtered and sampled
before the transmitter sends the analog signal to the central unit via the bus.
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Figure 11. Transistor-level circuit of the floating reference buffer. The output of the unity gain buffer
is used as ground for its own positive and negative supply. Symbol legend in Appendix A.

4.2.2. Central Unit Architecture

The central unit implementation based on the approach shown in Figure 4 is presented
in Figure 12. The two wires A and B of the bus are powered by the voltage source U—a
square wave at 1 MHz with a voltage of +V),. Every other 1 MHz period, the sensors
are not powered by the bus. Instead, one of them—as determined by its address—sends
into the transimpedance capacitor, during the period when U = V},, a quantity of electrical
charge proportional to the measured potential. The voltage at the terminals of this capacitor
is then sampled by the ADC to be demodulated by the microcontroller. After sampling, the
transimpedance capacitor is reset by shorting its terminals with a switch. The controller G
in Figure 4 is implemented with a pass-through as in Figure 6.

Stray capacitance

Electrical reference and ground

v

Sample

Pass-through

Body

Figure 12. Implementation of the circuit for the central unit based on the approach shown in Figure 4.
Symbol legend in Appendix A.
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4.2.3. Implementation Results

Figure 13a shows the ASIC package mounted on a micro-PCB (7 x 7 mm?2). On
the other side of the PCB (not shown in Figure 13), there are some capacitors and other
components that were not practical to be part of the ASIC. However, their footprint is very
small, and since the chip itself is only approximately 2 x 2 mm? and the number of pins
can be reduced to <20, a final sensor implementation of 4 x 4 mm? could be targeted. The
first integration test setup is shown in Figure 13b. The central unit development board is
on the left and is connected via the two-wire bus to a cooperative sensor (i.e., the ASIC).
This setup acquired the signal of an ECG simulator applied between the sensor and GND.
Figure 13c shows the acquired signal for an ECG of 2 mV (peak R).

ateasnis

central unit 2-wire bus ASIC

-2000: R e e e T Ay o e e e s e v
2800 2900 3000 3100 3200 3300 3400 3500 3600 3700 3300 3900 4000 4100 4200 4300 4400
Time [samples]

(b) (©)

Figure 13. Remotely powered cooperative sensors based on the approach in Figure 4: (a) developed
ASIC (mounted on a 7 x 7 mm? micro PCB); (b) experimental setup during the integration process
with (bottom left) the central unit and (middle) the ASIC of one sensor; (¢) 2 mV ECG of simulator
measured by a sensor.

Another important step demonstrating the feasibility of the proposed approach is
shown in Figure 14 where two ASICs (see Figure 13a) were applied to stainless-steel dry
electrodes on the body, as shown in Figure 14. Despite the use of an optocoupler (DLN-4SE),
some 50 Hz problem remained, but at a low enough level to allow acquisition of a clear
ECG (see Figure 14). The 50 Hz problem should be fully resolved when the central unit
will have been made ‘wearable’ with a floating power supply and when a few other defects
discovered during this exploration phase have been corrected.
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Figure 14. Same as Figure 13 but with two sensors applied to the body for actual ECG measurement
(some 50 Hz noise remains due to limitations of the current setup).

5. Conclusions

The two developments presented in this paper have demonstrated the feasibility of
cooperative sensors for medical imaging wearables for biopotentials. The main contribution
is the disclosure of circuits that allow remote powering of cooperative sensors via their
two-wire bus.
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Cooperative sensors are ideal for biopotential imaging wearables because they can
be deployed in large numbers (>100) without suffering from the wiring complexity of
conventional star arrangements. In an initial development, we demonstrated that high-
quality ECG signals can be acquired from up to 224 defibrillator-proof dry electrodes
connected via a two-wire bus (or rather, a tree of two-wire buses).

A second development designed for up to 250 dry electrodes on a two-wire bus (not a
tree of two-wire buses) in the form of high-frequency remotely powered ASICs to enable
detection of hazardous leakage current has been demonstrated. So far, the demonstration is
limited to 2 sensors on the body and 15 sensors on the test bench. A next iteration to correct
some implementation errors and defects is needed to address more sensors. However,
the tree arrangement strategy used in the first development could also be considered as a
backup solution for the ASICs, if we have difficulties to reach the goal of 250 sensors on a
single two-wire bus.

In addition to the challenge of combining remote power supply, microvolt biopo-
tential measurements, synchronization, and communication on the same two-wire bus,
a significant difficulty addressed in this paper is compliance with medical standards for
leakage currents in the context of wearables that can hardly provide reliable waterproof
double insulation of electrical connections. Although leakage current detection was not
implemented during this development, the design was made to address this issue by
proposing power at frequencies where a leakage current can be detected by the central unit
by monitoring the current.

6. Patents
The work presented in this paper is based on patent [25].
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Appendix A
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Figure A1l. Symbol legends used in figures. Al: resistance, A2: impedance, A3: voltage source,
A4: controlled voltage source, A5: voltage (between two conductors), A6: summator, A7: multi-
plicator, Bl: inductance, B2: shielded cable (e.g., coaxial cable), B3: current source, B4: controlled
current source, B5: current (in a conductor), B6: transfer function, B7: low-pass filter, C1: capacitance,
C2: diode, C3: power supply block, C4: LDO (low-dropout regulator), C6: electrode, D1: operational
amplifier, D2: switch, D3: power supply including a battery, D4: battery, D5: connection to posi-
tive power-supply rail, D6: clock recovery and sync block, D7: down sampling by 2, E1: follower,
E2: Schmitt trigger, E3: power supply block harvesting energy with controlled current, E5: common
ground, E6: modulator, E7: demodulator.
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N o U e

Abstract: Non-linear and dynamic systems analysis of human movement has recently become increas-
ingly widespread with the intention of better reflecting how complexity affects the adaptability of
motor systems, especially after a stroke. The main objective of this scoping review was to summarize
the non-linear measures used in the analysis of kinetic, kinematic, and EMG data of human movement
after stroke. PRISMA-ScR guidelines were followed, establishing the eligibility criteria, the popula-
tion, the concept, and the contextual framework. The examined studies were published between 1
January 2013 and 12 April 2023, in English or Portuguese, and were indexed in the databases selected
for this research: PubMed®, Web of Science®, Institute of Electrical and Electronics Engineers®,
Science Direct® and Google Scholar®. In total, 14 of the 763 articles met the inclusion criteria. The
non-linear measures identified included entropy (n = 11), fractal analysis (n = 1), the short-term local
divergence exponent (n = 1), the maximum Floquet multiplier (n = 1), and the Lyapunov exponent (n
= 1). These studies focused on different motor tasks: reaching to grasp (n = 2), reaching to point (n
= 1), arm tracking (n = 2), elbow flexion (n = 5), elbow extension (n = 1), wrist and finger extension
upward (lifting) (n = 1), knee extension (n = 1), and walking (n = 4). When studying the complexity
of human movement in chronic post-stroke adults, entropy measures, particularly sample entropy,
were preferred. Kinematic assessment was mainly performed using motion capture systems, with a
focus on joint angles of the upper limbs.

Keywords: chronic stroke; assessment; non-linear; kinetic; kinematic; EMG

1. Introduction

The integrated concept of the human movement system (HMS) results from a broad
physiological network comprising interactions between the neurological, musculoskeletal,
cardiovascular, respiratory, tegumentary, and metabolic systems in order to move the body
or parts of it [1]. This interaction fluctuates in a continuous, complex, and non-linear
manner [2,3], acting on different time scales in response to different contextual conditions
to adapt and maintain harmonious movement based on its characteristic variability [3].
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Motor variability is an inherent feature of HMS, enabling a variety of solutions and
strategies during one task [4], and providing flexibility to the response depending on con-
text or unexpected environmental changes [2]. Thus, human movement is also endowed
with complexity, consisting of the ability to perform a specific task with different strategies
over a period and the regularity of the inherent variability pattern [5]. These properties
should allow movements without rigid patterns [4] to respond to small perturbations
and task demands [6]. Thus, all functional movements ideally have variability and com-
plexity, translating into a state between high variability with multiple movement options
and complete repeatability [7]. This needs to be described and studied objectively for
better understanding.

Linear measures are limited in explaining the variability of human movement and
cannot fully describe its characteristics [8], which are predominantly non-linear [9]. The
use of non-linear measures allows the description of small and subtle changes that depend
on time and the environment, which, according to a linear approach, could be diluted by
the averaging of global data, making them imperceptible, despite their existence [10].

Both approaches, linear and non-linear, are complementary and should be considered
in the analysis of human movement, as both are sensitive to small perturbations that
occur and affect performance and motor capacity [6]. According to a linear perspective,
any typical movement without deviations that could be considered as errors represents
human movement with optimal variability [2]. This contrasts with the perspective of the
non-linear approach, where movement with ideal variability is actually fundamental for
individuals to perform a range of variations to adapt to small perturbations induced by the
environment [2,11]. A non-linear approach appears to be more consistent with dynamic
human systems, as suggested by Montesinos et al. [12], and with the way interventions
should be advocated for in this domain [2,7,13].

Among neuromotor disorders, stroke is the second leading cause of death and the
third leading cause of disability worldwide [14]. It is commonly characterized by impair-
ments in movement complexity and variability, resulting in functional task difficulties and
reduced patient autonomy due to limitations in motor and postural control [15,16]. Linear
approaches may provide limited information about the motor control system’s response
to change and may not include inherent aspects of the complex movement system [4,17].
Recognizing that variability analysis can enhance our understanding of adaptive strategies
and the overall behavior of dynamic systems in post-stroke recovery, the investigation of
non-linear measurements has emerged as a novel approach for the better interpretation of
the neuromotor expression of this condition [4].

To our knowledge, there has not been a comprehensive review of the non-linear meth-
ods used to study sensorimotor recovery after stroke, despite emerging studies utilizing
non-linear analysis to study stroke populations [18-20]. Understanding sensorimotor re-
covery is crucial for neurorehabilitation, particularly post-stroke recovery. Identifying
measures and methods can aid in compiling data, interpreting the mechanisms underlying
motor recovery, and guiding more effective intervention strategies [21].

Thus, the main objective of this scoping review was to summarize the non-linear
measures used in the analysis of kinetic, kinematic, and electromyographic (EMG) data of
human movement after stroke. The secondary aim was to summarize the methodological
considerations, namely participant characteristics, studied tasks, measurement instruments
and kinetic, kinematic, and EMG variables.

Review questions

The main review question was “What non-linear measures are used in the process-
ing of kinematic, kinetic, and EMG data in the assessment of human movement after
chronic stroke?”
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The review sub-questions are listed as follows:

1. What tasks were performed in the identified studies?

2. What laboratory instruments were used to collect kinematic, kinetic, and EMG data
in the identified studies?

3. Which kinematic, kinetic, and EMG variables were included in the identified studies?

2. Materials and Methods

Our scoping review was conducted in accordance with the Preferred Reporting Items
for Systematic Reviewers and Meta-Analysis extension for Scoping Reviews (PRISMA-
ScR) [22]. The Supplementary Material protocol was registered on the Open Science
Framework, in which the review questions and the methodology were specified, https:
//osf.io/r3pe9 (accessed 28 July 2023). The following supporting information can be
downloaded from https:/ /doi.org/10.17605/OSEIO/R3PE9 (accessed on 7 July 2022).

2.1. Eligibility Criteria
Eligibility criteria were defined a priori using the acronym PCC (population, concept,
and context) according to the methodology of the Joanna Briggs Institute (JBI) [23] (Table 1).

Table 1. Eligibility criteria according to PCC.

Criteria

Population Chronic [24] poststroke adults (>19 years old)

Non-linear measures in kinetic, kinematic, or EMG data processing of human

Concept .
movement analysis

Context Open

Experimental and epidemiological study designs published in English or Portuguese
were eligible for inclusion. Systematic, narrative, or scoping reviews (to avoid duplication
of data), letters, editorials, and qualitative methodological designs were excluded.

2.2. Search Strategy

Relevant studies were identified by searching through the PubMed®, Web of Science®,
Institute of Electrical and Electronics Engineers® (IEEE) and Science Direct® databases. In
addition to these databases, the scholarly literature web search engine, Google Scholar®,
was also used. To identify other eligible studies, the reference lists of the original research
articles and reviews on the topic were manually reviewed. Studies published from 1st
January 2013 to 12 April 2023 were included.

The search strategy for PubMed® was as follows: stroke AND (measure OR mea-
surement OR evaluation OR analysis OR assessment) AND (non-linear OR nonlinear OR
entropy OR Lyapunov OR “nonlinear variables” OR tools OR dynamic OR variability) AND
(“human movement” OR motion) NOT (EEG OR cardiac). Two reviewers independently
carried out the search.

2.3. Selection of Evidence Sources

The selection of evidence sources considered the PCC acronym, purpose, and research
questions. Both investigators (MF and LP) performed the search simultaneously in the
same databases using the defined strategies. No discrepancies were found during the data
extraction process, which was imported into Endnote® where duplicates were removed.
To facilitate the screening process and confirm the presence of any duplicates not iden-
tified by the software (Endnote version 20.0), all extracted articles were imported into
Microsoft Excel.
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Two independent reviewers analyzed the same 25 abstracts that met the eligibility
criteria in a pilot test (the first 25 titles/abstracts of the PubMed database) [25]. The
screening process did not begin until a consensus of at least 75% was reached [25].

Two reviewers screened the titles and abstracts and categorized studies as either
included’ or ‘excluded’. This stage allowed for the identification of articles for full-text
screening. Two independent reviewers (MF and LP) extracted the data, and any disagree-
ments were resolved by a third reviewer (SS).

.

2.4. Data Extraction

Two authors (MF and LP) independently extracted the relevant data using a draft
charting table adapted from the original JBI template. Data were extracted according to the
following categories: authors, year of publication, study design, participant characteristics
(n, sex, age, side lesion, stroke type, time post-stroke), tasks studied, assessment instru-
ments, kinetic, kinematic and EMG variables used to obtain the non-linear measures, and
non-linear measures. Disagreements were resolved by a third author.

2.5. Data Presentation

To summarize the extracted data, a narrative report was produced on the following
outcomes: tasks, assessment instruments, kinetic, kinematic and EMG variables, non-linear
measures, and non-linear parameters. The results were expressed in relation to the main
question of the study, complemented by a tabular form summarizing the main findings.

3. Results

A total of 763 articles were identified—761 records via a database search and 2 ad-
ditional articles via a manual search of the reference lists. After removing 2 duplicates,
761 records remained. The screening of titles and abstracts resulted in the removal of
714 articles, while 2 articles were not retrieved, leaving 45 for full-text analysis. Of these,
33 were excluded after full-text analysis because they did not meet the inclusion criteria,
namely the population (n = 9) and concept (n = 24). The remaining 14 articles were included
in this review. The results of the search were presented in a PRISMA-ScR flowchart, as
shown in Figure 1.

Tables 2 and 3 summarize the details of the reviewed articles, including participant
characteristics, tasks, assessment instruments, kinetic, kinematic and EMG variables, non-
linear measures, and non-linear parameters.

189



Sensors 2024, 24, 2338

Identification

Screening

Included

[

Identification of studies via databases and registers

Identification of studies

Records identified (n=763) from
5 databases:
Google Scholar® (n=172)
PubMed® (n=63)
IEEE® (n=161)
Web of Science™ (n=13)
Science Direct® (n=354)

Records removed before
screening:
Duplicate records removed
(n=2)
Records marked as Ineligible
by automation tools (n=0)
Records removed for other

reasons (n=0)

Records identified from:
Websites (n=0)
Organisations (n=0)
Citation searching (n=2)

Records screened (n=761)

| Records excluded

(n=714)

Reports sought for retrieval.
(n=47)

Reports not retrieved.

(n=2)

Reports sought for
retrieval (n=2)

Reports assessed for eligibility.
(n=45)

Reports excluded:
Population (n=9)

Studies included in review.
(n=14)

Concept (n=24)
Context (n=0)
etc.

Reports assessed for
eligibility (n=2)

A

Figure 1. Flow diagram for the scoping review process adapted from the PRISMA-ScR statement [26].
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3.1. Participant’s Characteristics

Of the 14 included studies, 6 only included post-stroke subjects [19,28,30,33-35], and
8 also included healthy subjects [18,27,29,31,32,36-38]. The sample size of chronic post-
stroke participants ranged from 3 [37] to 23 [29].

A total of 150 chronic post-stroke subjects, 102 men and 51 women, with a mean
age of 52.33 years, were included in the studies. All the subjects were at a chronic stage,
ranging from 12.67 [37] to 177.34 [18] months after stroke, and presented with a single and
unilateral [18,19,27,28,30,33,35,37,38] or multiple and unilateral strokes [29]. Two studies
did not report lesion characteristics [32,39].

The side of the body most affected was reported in 11 studies [19,27-30,32-37], with a total
of 48 right-sided and 71 left-sided strokes. According to the type of stroke, four trials included
both ischemic and hemorrhagic stroke [19,30,32,37] and three trials analyzed only ischemic
stroke [27,28,33]. Overall, seven trials did not report the type of stroke [18,29,31,34-36,38]. Only
one study reported the location of the stroke [19,33].

The Mini Mental State Examination (MMSE) was used in two trials to ensure an under-
standing of the instructions in the required tasks [19,37]. To assess sensorimotor impairment,
the Fugl-Meyer Upper Extremity (UE_FM) was used in five studies [27,28,33,36,37], while
the Fugl-Meyer Lower Extremity (LE_FM) was used in four studies [18,29,31,35]. Other
clinical measures were included in three trials, namely the Motor Activity Log [28], the
Rivermead Mobility Index (RMI) [29], and the Stroke Impact Scale (SIS)—Hand Func-
tion [19]. The Modified Ashworth Scale (MAS) was used to quantify spasticity in six
studies [27,29,32,34,36,37]. Only two studies did not identify a clinical measure to meet
inclusion criteria or sample characterization [30,38].

3.2. Tasks

Considering the tasks (described in Table 2), nine studies focused on UL and four on LL
assessment (Figure 2). Regarding UL tasks, two studies analyzed reaching to grasp [27,28]
and one analyzed reaching to point [33]. Arm tracking movement was assessed by two
studies [30,32]. Five studies focused on elbow flexion [30,32,34,36,37], one on extension [37],
and one on wrist and finger extension upward (lifting) [19]. The remaining studies analyzed
knee extension [29] and walking [18,31,35,38].

Wrist and finger extension Reaching to grasp
1 2

Reaching-to-point
1

Walking
4
Arm tracking
2

Knee extension
1

Elbow extension _

1 Elbow flexion

5

M Reaching to grasp i Reaching-to-point B Arm tracking H Elbow flexion

M Elbow extension B Knee extension u Walking 1 Wrist and finger extension

Figure 2. Characterization of the tasks.
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3.3. Assessment Instruments

Table 3 shows the instruments used to explore kinematic, kinetic, and EMG variables
in the 14 studies. Kinetic data were collected in four studies [19,29,30,34], kinematic data
were collected in eight studies [18,27,28,31-33,35,38], and sEMG data were collected in five
studies [30,32,34,36,37] (Figure 3).

m1MUs

W EMG system
m VICON™ (n=3), Motion Analysis Corporation (n=2) and OptiTrack® (n=2)

M Force transducres (n=1), isokinetic dynamometers (n=2), torque sensor (n=1)

Figure 3. Types of assessment instruments.

Force transducers [19], isokinetic dynamometers [29,30], and a torque sensor [34]
were used to evaluate the kinetic data. The muscular activity was assessed using a SEMG
system [30,32,34,36,37]. Three different motion capture systems were used for kinematic
data: VICON™ [27,28,33], Motion Analysis Corporation [31,35], and OptiTrack® [32,38],
with several cameras, ranging from 6 [38] to 12 [27,28,33] in number. One study did not
report the number of cameras [32]. The number of reflective markers ranged from 2 [32]
to 67 [27,28,33], as different anatomical references were considered within each identified
segment according to each author (see Table 3). One study [18] used wireless inertial units
(IMUs) in lower limb segments and the pelvis to collect kinematic data.

3.4. Kinetic, Kinematic and EMG Variables

To analyze the human movement data, different instruments were used to collect
several variables (Table 3). For kinetic data (Figure 4), three studies quantified the maximal
voluntary contraction (MVC) torque and power of the quadriceps [29], elbow flexion [34],
and wrist and finger extension [19]; one study used the maximum isometric voluntary
extension (MIVE) torque of the elbow [30]; and another used the maximum isometric
voluntary flexion (MIVF) torque of the elbow [30]. Regarding sEMG data (Figure 5), one
study each measured muscle activity using the root mean square (RMS) of the biceps
(BIC) [34], the EMG amplitude of the BIC and triceps (TRI) [32], the EMG integral of the
BIC [36]; the remaining two studies used raw sEMG data of the BIC and TRI [30,37].

To analyze the kinematic data (Figure 6), four studies considered the range of motion
(ROM) of the upper limb, namely the shoulder [27,28,33], elbow [27,28,32,33], wrist [27,28,33]
and proximal interphalangeal (PIP) index finger [27,33]. The range of motion of the lower
limb was considered in three studies, specifically the hip [18,35], knee [18,35,38], and
ankle [18,35,38]. Only three studies included spatial-temporal kinematic parameters such
as index finger velocity and peak velocity [33], C7 velocity [31], and gait velocity [35].
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1

B MVC torque quadriceps B MVC torque elbow flexion

# MVC torque wrist and finger extension ® MIVF torque of elbow

Figure 4. Kinetic variables.

3
2
| . . I
0
B RMS of the biceps M EMG amplitude of BIC and TRI
# EMG integral of BIC m Raw sEMG data of the BIC and TRI

Figure 5. EMG variables.

4
3
2
0
B ROM shoulder H ROM elbow
= ROM wrist = ROM PIP
B ROM hip B ROM knee
B ROM ankle M Index finger velocity and peak velocity
B C7 velocity B Gait velocity

Figure 6. Kinematic variables.
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3.5. Non-Linear Measures

Considering the units included in this review, 11 studies used entropy measures
(Table 3). Approximate entropy (ApEn) was used in four studies [27,28,32,33]; sample
entropy (SampEn) was in five studies [19,29,32,34,36]; fuzzy approximate entropy (fApEn)
was used in two studies [30,32], and multivariate multiscale entropy (mMSE) was used in
one study [18]. One study [37] considered the instantaneous fuzzy entropy (i-FuzzyEn), the
cross-fuzzy entropy (C-FuzzyEn), and the instantaneous cross-fuzzy entropy (iC-FuzzyEn).
The three remaining studies utilized the short-term local divergence exponent (LDE) and the
maximum Floquet multiplier (maxFM) [31], the maximum Lyapunov exponent (MLyE) [35],
and the multifractal detrended fluctuation analysis (MFDFA) [38]. Figure 7 summarizes
the non-linear measures utilized in the studies included.

0 1 2 3 4 5 6

® MFDFA HMLYE

B maxFM m Short-term LDE
M i-FuzzyEn, C-FuzzyEn, iC-FuzzyEn m MMSE

m fApEn W SampEn

W ApEn

Figure 7. Non-linear measures.

3.6. Non-Linear Measures Parameters

For each of the non-linear measures, the included authors generally described their param-
eters in detail. Specifically, seven studies mentioned the dataset length (N) [18,19,29-31,34,36],
eleven studies described the specific pattern length (1) [18,19,27-30,32-34,36,37], and ten
studies specified the criterion of similarity (r) [18,19,27-30,33,34,36,37]. Time series were re-
duced to N points by analyzing between 20 [38] and 5000 points [32]. The time delay between
related series of observations (lag) was described in three studies [27,28,33]. Furthermore,
there is variation in the length of m, ranging from 2 (n = 10) [18,19,27,28,30,32-34,36,37] to
3 (n=1) [29], and r ranging from 0.2 [18,19,27-30,33,37] to 0.25 [34,36]. In the studies that
included lag (n = 3), the value remained constant at 1 [27,28,33]. Additionally, the studies
had varying numbers of trials and lengths, ranging from 2 [29] to 18 trials/condition [32],
and from 3 s [36] to 3 min [38], respectively. Only nine studies described the number of
attempts/times analyzed in non-linear analyses [18,19,27-29,31,33,34,36].

4. Discussion

This scoping review aimed to summarize information on the current published re-
search related to the non-linear measures used in the kinetic, kinematic, and EMG data
analysis of human movement after stroke.

Considering that everyday functional tasks involve the continuous adaptation of
movement patterns to meet their dynamic demands, the study of variability in everyday
tasks is a key point in human movement analysis due to its non-linear behavior. This
information can provide a greater opportunity to better understand the mechanisms under-
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lying an impaired sensorimotor system and may suggest better interventions to improve
movement adaptability while encouraging reflection on key findings to be considered in
future research. Therefore, this discussion is divided into different aspects: (1) sample
characterization; (2) tasks, non-linear measures, and non-linear parameters; (3) assessment
instruments; and (4) kinematic, kinetic, and EMG variables.

4.1. Sample Characterization

In the included studies, the characteristics of sex, age, affected side, time after in-
jury, and motor function were found to be the most common and frequently reported
anthropometric variables. However, other important features such as stroke location,
severity, ethnicity, pre-existing comorbid conditions (diabetes, cognitive impairment, or
depression) [21], and pre-stroke lifestyle factors (social engagement and exercise) were
not consistently considered [40]. Also, body function, structure, activity limitations, and
participation restriction should be assessed using appropriate and adequate clinical mea-
sures. Indeed, although the Fugl-Meyer Assessment (FM) was commonly used in the
present findings, it was not included in all studies, which may affect our understanding of
participants” behavior [21].

It is important to note that limited or varied demographic and stroke-related data
may hinder our understanding of stroke recovery trajectories [41]. Therefore, it is crucial
to follow the core recommendations for stroke trials, which state that pre-stroke clinical,
demographic, and stroke-related data are core measures that should be collected to improve
the clinical prediction of recovery and characterization of patient cohorts. For instance,
active hand movements and walking assessment are recommended, especially in studies
with chronic stroke, when the NIHSS could not be collected at stroke onset [21].

Another important consideration is the presence or absence of non-disabled matched
individuals, which facilitates comparisons. Comparing an individual’s motor task perfor-
mance with a reference population of non-disabled matched individuals has been shown
to be advantageous for better understanding disabled performance [21]. Despite this
assumption, this was only considered in about half of the present studies.

4.2. Tasks and Non-Linear Measures

The intrinsic variability of human movement can be assessed by considering two
parameters: stability and complexity [9,42]. Both parameters can be measured using
several non-linear measures, such as the MLyE, the maxFM, and fractal measures like
MFDFA for stability assessment. In addition, entropy measures are used to quantify the
irregularity that is associated with movement complexity [7,9,43].

Although entropy measures provide valuable insights into one aspect of variability,
they do not capture the structural abundance and widespread component characterization
of a complex system operating across multiple spatial and temporal scales [44]. Therefore,
it is recommended to combine them with other non-linear measures for a more comprehen-
sive assessment [7]. Entropy was the most used measure for processing kinetic, kinematic,
and EMG data in the reviewed studies. It is worth noting that none of the studies combined
entropy with other non-linear measures, and only two studies combined different entropy
measures [32,37].ApEn is a metric commonly used in the biomechanics literature to assess
complexity [9,45]. However, SampEn was the most frequently reported measure in the stud-
ies reviewed, followed by ApEn. Despite its frequent use, ApEn may lead to inconsistent
results due to its sensitivity to the length of the time series [9]. It should be noted that the
studies included in this review used ApEn to quantify the temporal structure of variability
during three trials of reaching-to-grasp [27,28] and reaching-to-point [33] tasks. Although
the authors normalized the ApEn values to the length of their time series [27,28,33], the
number of trials and time series length may not be sufficient for consistent results.

SampEn is generally considered a better option for analyzing time series due to its
greater relative consistency and lesser dependence on the length of the dataset [20]. It has
been widely used as a complexity measure in various fields of research to evaluate the
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impact of age, illness [46], and performance [47]. In clinical contexts, this measure can
help identify motor coordination disorders [48]. In this review, five of the studies used
SampEn, with short-length tasks, to quantify the complexity of the sEMG signal during
knee extension [29] and elbow flexion [32,34]; Tang et al. [36] used it as an indicator of the
complexity and randomness of the sEMG signal during elbow flexion; and it was used as
an indicator of the temporal structure of variability (force regularity) during wrist or finger
extension [19]. Additionally, SampEn can differentiate specific characteristics of distinct
populations [12].

Although SampEn demonstrates relative consistency and less dependence on data
length, its similar definition of vectors is based on the Heaviside function, as in ApEn [49].
However, the use of the Heaviside function has inherent flaws, which can lead to prob-
lems in the validity of the entropy definition, particularly when small parameters are
involved [50]. In this review, two studies used fApEn [30,32] to measure the time series
regularity and complexity of sEMG signals of BIC and TRI during an arm tracking task.
This measure was developed resulting from a combination of the concept of “fuzzy sets”
and ApEn [51], showing better relative consistency and robustness to noisy physiological
signals with short data length [52,53].

Because neuromuscular activities are inherently non-linear [54], cross-entropy-based
measures are used to characterize pattern synchronization and quantify inter-muscular
coupling [37]. Xie et al. [53] introduced the C-FuzzyEn, based on FuzzyEn. This method
appears to be better suited to short time series and is more robust to noise, allowing the
observation of the global intermuscular coupling between two separated but intercon-
nected sEMG signals [53]. C-FuzzyEn was used in a study included in this review to
characterize the global intermuscular coupling during a tracking task of elbow flexion and
extension [37]. The iC-FuzzyEn and i-FuzzyEn are proposed by the authors to characterize
the instantaneous intermuscular coupling and the dynamic complexity, respectively, in
order to gain a better understanding of the neuromuscular mechanisms after a stroke [37].

Van Emmerik and colleagues [9] demonstrated that ApEn, SampEn, and their variants
are limited in their ability to provide a detailed analysis of physiological signals because
they only assess entropy on a temporal scale. As physiological systems exhibit structures
across multiple time scales [55], mMMSE was developed to quantify the intrinsic complexity
of the system at small and large scales [55-57]. Nevertheless, only one of the studies
included in this review used it to analyze the complexity of gait after stroke [18]. This
may suggest an emerging interest in using measures that can better reflect the impact of
complexity on the adaptability of the motor system after stroke.

According to the abovementioned studies, using different entropy measures shows a
variety of approaches to the analysis of the data. The term complexity seems to have ac-
quired synonyms such as ‘randomness’, ‘temporal structure of variability’, ‘predictability’,
or ‘regularity’, depending on the research question of the studies. Therefore, the variety
of entropy measures used in the studies analyzed in our review suggests an increasing
interest in measures that can more accurately capture the complexity of movement.

Despite the growth of entropy measures, some authors question their validity in
assessing the complexity of motion [42]. With our review, MFDFA [38], MLyE [35], short-
term LDE [31] and MaxFM [31] were identified as non-linear measures to assess stability
during a treadmill (TM) walking task. These are commonly used to assess the local (MLyE
and short-term LDE) and orbital (MaxFM) stability of the neuromuscular system, as in the
ability to attenuate small perturbations [43].

Xu et al. [38] considered MFDFA to assess gait variability. This measure allows one
to capture the multifractal scaling elements in a nonstationary time series [58]. Fractal
patterns are frequently observed in healthy and well-controlled movements, indicating a
certain level of adaptability and flexibility in motor control [59], and providing information
about the underlying control processes involved in movement [60]. As human gait is a
cyclic and repetitive set of movements, fractal analysis can be a valuable tool in assessing
gait adaptability and flexibility, identifying gait disorders, and predicting fall risk due to
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central nervous system dysfunction [39,59,61]. Concerning the quantification of the local
dynamic stability of complex non-linear systems, MLyE using Wolf’s algorithm [35] and
short-term LDE [31] were the measures applied. MLyE quantifies the rate of trajectory
convergence or divergence in an n-dimensional state phase and how sensitive the system
is to initial conditions [11,62,63]. Short-term LDE, on the other hand, is a measure of the
local divergence or convergence of trajectories over a short period of time [11]. It focuses
on how trajectories behave in the immediate neighborhood of a given point in phase
space [11]. Hence, both concepts are related to the sensitivity of a dynamic system to initial
conditions [64]. However, MLyE is typically concerned with long-term behavior, while
short-term LyE focuses on local behavior over shorter time intervals, which is consistent
with the included studies [31,35]. In the present review, it was identified that Wolf’s method
was used to calculate MLyE [35]. Nevertheless, the algorithm developed by Rosenstein is
the most widely used in biomechanical studies [65]. Considering the length of the data
in Kempski et al.’s [35] study, Wolf’s algorithm appears to be more appropriate for small
gait datasets [66]. The authors of this study considered, based on Moraiti et al. [67], that
assessing two minutes of walking is sufficient for accurately calculating the LyE.

The MaxFM method, which quantifies the convergence/divergence of continuous
gait variables towards a limit cycle [43], seems to be particularly relevant for analyzing
long-distance walking or walking with many steps [68]. However, this condition was
not observed in the study that used this measure [35]. In this case, the authors needed
to adjust the protocol because the population included (post-stroke) was unable to walk
long distances.

These measures address different aspects of stability and can complement each other,
revealing underlying patterns, attractor states, and dynamical properties that are not
evident through traditional linear methods.

Although non-linear measures can be helpful in interpreting variability dynamics, it
is important not to underestimate the importance of appropriate parameter selection [69].
Inadequate selection of non-linear analysis parameters can impact the measurement of
system complexity, leading to inconsistent outcomes [70]. Time series data from biological
systems are typically non-stationary and noisy, containing extreme values [71]. Noise
can have an impact on both the magnitude and structure of variability, potentially ob-
scuring patterns and leading to inaccurate results [72]. To reduce noise and facilitate
the accurate identification and analysis of non-linear features [60], filters were employed
in eleven of the studies included, with frequencies that preserve relevant physiological
information [18,19,27-29,31-34,36,37]. An important methodological consideration is the
length of the data time series, as almost all non-linear measures are affected by this fea-
ture [69]. Regarding the specific parameters m, r, N, and lag, most of the included studies
did not explain why they were chosen, and no article described all of them at the same time.
Lag was described in only three studies written by the same study group [27,28,33]. It is
important to note that all authors included the data collection time /number of trials in their
evaluation protocol. However, two authors did not specify which data were included in
the non-linear analysis [37,38]. To improve clarity, it is recommended to define the specific
data used in the analysis.

Among the tasks analyzed, it is important to highlight that three studies were related to
reaching [27,28,33] and four to walking [18,31,35,38], with both being considered functional
daily tasks. The remaining protocols studied focused on isolated components of task execu-
tion, such as muscular strength [19,29,30,34,36], muscle activity [30,32,34,36,37], or range
of motion [32]. However, research in movement sciences suggests that understanding inte-
grated measures of task execution, such as coordination and adaptability, can provide the
necessary information for the mechanisms underlying human movement [73]. Therefore,
an incomplete assessment limited to the execution of isolated components diminishes the
understanding of movement dysfunction [73]. The study of SMH should involve analyzing
various motor tasks [74]. Although the reviewed studies analyzed several tasks (reaching
and walking), it is important to also consider other core tasks such as sitting, standing,
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transitioning from sitting to standing, transitioning from standing to sitting and climbing
or descending a step [75]. These tasks can be used as a starting point for different clinical
situations and can help to identify critical aspects of movement [75,76]. This may lead to
the development of a standardized approach for analyzing human movement [75,76].

Considering the walking tasks, variability has been assessed in both overground
(OG) [18] and TM walking [31,35,38]. The use of TM walking emphasizes the need for
a significant amount of continuous data to calculate all non-linear dynamic measures,
particularly LyE [77]. However, when using a TM, the constant speed imposes constraints
on the gait, reducing the amount of movement variability. It appears to make the tem-
poral structure of gait variability unrealistically regular compared to OG walking [78,79].
Sloot et al. [80] suggested that multiple episodes of shorter data can also be used to increase
statistical precision. Therefore, OG walking appears to be a more accurate reflection of gait
variability outcomes.

Another aspect to emphasize is that around nine of the included studies focused on
the assessment of UL, rather than LL. It has been reported in the literature that the LL
recovers more rapidly than the UL [81-85], and that about 40-50% of stroke survivors have
UL dysfunction [86]. Considering this review in a chronic stroke population, the results
obtained may reflect these assumptions. Also, the lower number of results with protocols
involving LL tasks seems to reduce the fact that LL and gait may not express the higher
CNS control centers. Thus, walking in humans is mainly produced by the combined roles
of the reflex circuit, which produces motor patterns triggered by sensory feedback, and
the central pattern generators (CPGs) [87,88]. The CPGs mainly innervate the muscles of
the lower limb [89], and they may not be affected following a stroke [90]. Consequently,
rhythmic pattern movement such as stepping during walking can be generated even in
the absence of control of the higher CNS areas [87]. However, further investigation and
analysis are needed to validate this hypothesis and understand the complex mechanisms
underlying motor control in the lower limbs.

Incorporating the principles of variability and chaotic variation, together with non-
linear tools, can provide additional insights to guide practice and assess human movement
dysfunction. It is important to note that non-linear analysis complements traditional
linear methods in the understanding of neuromotor control following central nervous
system dysfunction.

4.3. Assessment Instruments and Kinematic, Kinetic and EMG Variables

In terms of kinematic data analysis instruments, three motion capture systems were used,
namely VICON™ [27,28,33], Motion Analysis Corporation [31,35], and Opt-iTrack® [32,38],
mostly for upper limb tasks. These systems feature high-precision optoelectronic cameras
that are considered highly accurate measurement tools for kinematic analysis in the study
of human movement [91]. In one of the included studies [18], inertial measurement units
(IMUs) were used to evaluate kinematic data during walking. Despite the high accuracy
and precision of motion capture systems, they are relatively costly and time-consuming and
only allow data to be evaluated in a laboratory context [92]. IMUs can collect data outside
the laboratory environment [93] to assess human movement in an easier, low-cost, valid,
and reliable way [94,95]. Thus, in the context of research or clinical practice, they could
be a viable alternative to motion capture systems. They allow evaluation in a simulated
context, as described in the articles included in this review, but also over extended periods
in real-world environments [73]. IMUs could contribute to the improvement of motor
variability assessment by providing essential data required for the interpretation of real-
world readiness for participation [73].

The accuracy of motion capture systems depends on the relative positions of the
cameras, the position, the type and number of markers, and their movement within the
capture volume [96]. The number of cameras in the included studies ranged from 6 [38] to
12 [27,28,33]. The use of a larger number of cameras can be seen as an advantage, knowing
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that more cameras allow for better visual coverage [97], help to avoid marker occlusion by
body parts, and allow for better reconstruction of motion in the observed time frame [98].

The optoelectronic systems mentioned in the included studies [27,28,31-33,35,38],
used passive marker systems that reflect light back to the sensor. Although the active
marker systems may provide more robust measurements, they require additional cables
and batteries, limiting freedom of movement [98]. The passive marker systems appear to be
less invasive and can provide highly accurate information and simultaneous 3D kinematic
measurements during different tasks.

Different motion capture protocols have been found, with varying marker sets, po-
sitions, and numbers. The well-documented and consistent use of a set of 67 reflective
markers for upper limb joint kinematics is found in only three studies [27,28,33]. Kinematic
results are highly sensitive to anatomical markers [99,100]. The use of different marker
sets can be a source of variability that can have a significant impact on the kinematic data
generated [101]. The only study that used IMUs placed on the LL and pelvis did not specify
the number and exact placement of the sensors. Sensor specifications, such as differences
in sensor range, sampling rate, and placement, may be the reasons for variability in the
reporting of non-linear measurements [102].

Furthermore, the lack of a standardized procedure for kinematic analysis may lead to
discrepancies between studies. Data collection, processing, and analysis should be standard-
ized and properly reported to facilitate comparisons between studies and the establishment
of reference values for the field. The actual accuracy and precision achieved in practice
may vary depending on the setup, user expertise, and environmental conditions [103].
Therefore, appropriate models for the specific research purpose, a single investigator to
accurately place the markers [99] or sensors, prior testing of the experimental protocol,
and improvement of the most accurate setups could be important factors in increasing the
reliability of the data.

A wide variety of kinematic results were observed, with the most pronounced being
those related to the joint kinematics of the upper [27,28,32,33] and lower limbs [35,38].
Kinematic assessment is a reliable and objective method and provides quantitative measures
of movement control, including motor performance and movement quality [103,104]. Only
two authors suggested combining joint kinematics with spatial-temporal parameters [33,35].
This approach integrates the complexity of joint motion and overall movement patterns in
space and time, promoting objectivity and practicality by ensuring that assessments are
directly related to real-world activities and functional tasks [105].

Regarding the kinetic data, the analyzed articles assessed the torque of several muscles.
The UL torque muscle was the most assessed, using an isokinetic dynamometer [30], a
torque sensor [34], or a force transducer [19]. An isokinetic dynamometer is frequently
used in scientific research to assess muscle strength due to its simplicity and accuracy [106].
It is a reference in the comparison of measurements obtained with other instruments, with
excellent levels of validity [107,108] and reliability of muscle strength assessment in UL
and LL in chronic post-stroke patients [106,109-111].

The use of SEMG systems has been prevalent in assessing muscle activity during
UL-isolated components of task execution [30,32,34,36,37]. Clinically, sSEMG provides
a non-invasive method to observe neuromotor activity and to assess the individual’s
neurological status and nervous system reorganization [112].

However, neuromuscular signals have limitations in providing insights into move-
ment quality, which is often assessed via movement function tests or biomechanical per-
formance [113]. Additionally, a broader range of assessment methods and metrics that
integrate the benefits of biomechanical (kinematic and kinetic) and neuromuscular (SEMG)
measures have been highlighted [113-115]. Although one study combined kinematic and
sEMG data [32] and two studies combined kinetic and sEMG data [30,34], none of the
others attempted this. Combining data from different domains can provide comprehensive
insights by enabling the understanding of the origin of neuromuscular activity through
the expression of biomechanical variables. The complexity of human movement’s neuro-
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motor behavior justifies a combined approach. Particularly in cases of neurological injury,
kinematic and kinetic changes occur due to an altered ability to influence neural circuits,
whose function is intrinsically linked to muscle activity [116]. Such changes can be more
accurately documented using sEMG [117].

Some limitations need to be acknowledged. Firstly, the search was restricted to
five databases, which means that it is possible that we may have overlooked some of
the literature. Secondly, we intentionally developed a broad search strategy to prevent
the possibility of missing important studies. Nevertheless, this scoping review and its
findings seem to be indicative of the advances made in this field. The study of non-linear
dynamics will allow us to understand the complexity of human movement and evaluate
their biological adaptivity.

5. Conclusions

This scoping review provides a comprehensive overview of the current research land-
scape on non-linear measures in the analysis of human movement post-stroke. Entropy
measures, particularly sample entropy, have been the preferred measures when inves-
tigating the complexity of human movement. The focus has been on UL tasks such as
reaching and components of task execution, such as elbow flexion and extension. Re-
garding the analyzed variables, the joint kinematics and muscle torque and activity were
the most prominent during the UL tasks. Assessment instruments employing motion
capture systems and sEMG were the most used tools for kinematic and muscle activity
analysis, respectively.
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Abstract: Surgery is a common first-line treatment for many types of disease, including cancer.
Mortality rates after general elective surgery have seen significant decreases whilst postoperative
complications remain a frequent occurrence. Preoperative assessment tools are used to support patient
risk stratification but do not always provide a precise and accessible assessment. Wearable sensors
(WS) provide an accessible alternative that offers continuous monitoring in a non-clinical setting.
They have shown consistent uptake across the perioperative period but there has been no review of
WS as a preoperative assessment tool. This paper reviews the developments in WS research that have
application to the preoperative period. Accelerometers were consistently employed as sensors in
research and were frequently combined with photoplethysmography or electrocardiography sensors.
Pre-processing methods were discussed and missing data was a common theme; this was dealt with
in several ways, commonly by employing an extraction threshold or using imputation techniques.
Research rarely processed raw data; commercial devices that employ internal proprietary algorithms
with pre-calculated heart rate and step count were most commonly employed limiting further feature
extraction. A range of machine learning models were used to predict outcomes including support
vector machines, random forests and regression models. No individual model clearly outperformed
others. Deep learning proved successful for predicting exercise testing outcomes but only within
large sample-size studies. This review outlines the challenges of WS and provides recommendations
for future research to develop WS as a viable preoperative assessment tool.

Keywords: wearable sensors; exercise testing; preoperative assessment; perioperative pathway

1. Introduction

Demand for general surgery is expected to increase in line with population ageing [1].
For various cancer types, abdominal surgery is considered first-line treatment [2,3]; for
advanced-stage cancers, surgical treatment when combined with neoadjuvant treatment
may be the only possible cure [2-4]. A common example of this is bowel/colorectal cancer,
globally the third most common cancer [5]. Survival from bowel cancer has seen significant
improvements in recent decades, with developments in surgical and perioperative care
being suggested as reasons [6,7]. Further, mortality in the postoperative period has seen
international decline and is frequently reported at below 5% [8-10]. However, postoperative
complication rates in these populations have not seen the same decline.

Postoperative complications following abdominal surgery are frequently reported;
up to a third of patients report some form of complication [11,12]. Common complica-
tions include surgical site infection, cardio-respiratory complications, gastrointestinal (GI)
motility problems and anastomotic leak [13]. Postoperative complications have a profound
impact not only on patients” quality of life but also on the hospital as a service provider [13].
They are strongly associated with prolonged length of hospital stay, readmission to ICU
and hospital re-admissions [13]. One large cohort review concluded that 23.3% of patients
undergoing colorectal surgery were readmitted to hospital [14]. This results in a huge
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economic burden and has been evidenced widely across many studies [15]. With the
population ageing, these costs are expected to increase up to 10% each year [16]. The
identification of high-risk patients poses a crucial challenge for healthcare providers to
optimise their allocation of resources and for the perioperative management of the patient.
Preoperative assessment tools are used to support risk stratification of patients; however,
none currently provide a precise assessment that is accessible to all patients.

1.1. Preoperative Assessment

Preoperative assessment occurs during the first stage of the perioperative period, as
seen in Figure 1. Here, preoperative measurements are recorded from patients and used
to stratify them into risk groups. The major goal of this is to identify the patients at the
highest risk of perioperative morbidity and mortality [17]. As explained previously, it
can also support the healthcare provider in resource allocation by estimating the support
a patient may require across the perioperative pathway. However, as outlined by NICE
guidelines, excessive preoperative testing is related to patient anxiety and significant delays
to treatment [18]. Therefore, the benefits of testing should be carefully considered before
implementation. The most common preoperative assessment tools are outlined here (see
Figure 2).

S e |

\ Intra-operative V4
\ Period /
SR S
Preoperative \ / Postoperative
Period Period

Perioperative Period

Figure 1. Figure to show the stages across the perioperative period. The perioperative pathway
refers to the period that spans from the first point at which surgery is considered as a treatment
option up until the full recovery [19]. This pathway has several sub-stages [20]. The preoperative
period represents the period prior to surgery where any preoperative assessment takes place. The
intra-operative period is representative of the period whilst the patient is undergoing treatment. The
postoperative period relates to any period immediately following the operation and can continue
after patient discharge.

Physical examinations build on an assessment of the patient’s medical history. These
pre-anaesthesia examinations include a physical assessment of the lungs, heart function
and possible evaluation of the main vital signs using a variety of tests [17,18]. NICE
guidelines provide a breakdown of recommendations for testing that vary depending on
the severity of the surgical treatment and health status of the patient [18]. For example, an
ECG is a common tool that has been shown to optimise risk stratification of cardiovascular
complications for non-cardiac surgery [21]. However, for minor/intermediate treatments in
young or patients considered healthy, a resting ECG is not recommended as part of routine
preoperative assessment [18]. These physical assessments are routinely performed at a
preoperative clinic appointment in a resting state.
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Figure 2. Figure to show common preoperative assessment tools used in practice. The top three boxes
present common forms of preoperative assessment that are regularly used in practice (see Section 1.1),
whilst the last box with a dashed arrow is included to show the potential for wearable sensors to be
used alongside common methods in this context.

Multiple preoperative assessment tools exist that calculate patients’ risk of adverse
outcomes from routinely collected data. These tools are widely recommended by medical
societies to be employed as a preoperative assessment tool [22]. The ASA system (Amer-
ican Society of Anaethesiology), the APACHE II (Acute Physiology and Chronic Health
Evaluation) and the POSSUM (Physiological and Operative Severity Score forenUmeration
of Mortality and morbidity) scores have been shown to have good predictive value [23-25].
A review of common preoperative tools has shown that they have comparable predictive
performance to machine learning (ML) techniques [26]. However, these tools are not con-
sistently employed in practice. Lack of time and trust in the accuracy of measurements has
frequently been reported by clinicians as a barrier to the implementation of risk calcula-
tors [27]. They present issues in that they can be open to subjectivity and sometimes require
the input of variables that are not available in the preoperative period [25,28]. Further, the
majority were originally developed with evidence that predates the last three decades of
research [23-25].

Functional capacity assessment is a measure that aims to quantify the ability of a
patient to undertake activities from a free-living environment that need "sustained aerobic
metabolism’ [29]. Much research has identified the association between a higher functional
capacity and a reduction in postoperative complications [30-32]. The 6-min walk test is a
common exercise tolerance test but lacks accuracy [33]. In comparison, cardiopulmonary
exercise testing (CPET) is considered the current gold standard for preoperative assessment.
CPET is a non-invasive clinical tool that evaluates cardio-respiratory function to measure
exercise capacity [34]. In the clinic, patients undergo an exercise test on a cycle-ergometer or
a treadmill whilst ventilation and respiratory gas parameters are measured [35]. Multiple
studies have been shown to support its use as a tool to identify patients at increased risk
of developing postoperative complications following general surgery [36,37]. Although
CPET is a proven tool for risk stratification and is routinely implemented, there are several
barriers to CPET being accessible and precise. CPET requires trained specialists to complete
testing with ready access to dedicated facilities; in 2018, only 53% of Trusts in the UK
offered the service [38]. Further, CPET is an expensive test with costs estimated at £289
per unit of testing in 2018/2019 (NHS Improvement, 2019). Although the test measures
direct oxygen consumption, there can be considerable subjectivity with one study reporting
possible miss-classification of outcomes in up to 60% of tests completed [39]. Finally, CPET
might be contraindicated meaning that patients who are at high risk of complications are
not always able to achieve a representative score, or even complete the test [40]. Wearable
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technology has been proposed as a tool that can overcome some of the barriers that are
common in these preoperative assessment tools.

1.2. Wearable Sensors

The development of technologies in wearable sensors (WS) in the last decade has led
to a significant increase in consumer uptake [41]. As a result, there is a vast quantity of
data relating to individuals” health whilst in free-living environments. There are also many
examples of WS being implemented in a clinical setting as a cost-effective tool to measure
physiological signals [42]. There is evidence to suggest that these devices could hold a vast
volume of data that can give clinicians a quantitative representation of patients” health in
their day-to-day environment [43].

WS have multiple attributes that make them a suitable tool for preoperative assessment.
Physiological signals have inherent biological variation and therefore, recording these
signals over a longer time period may allow detection of abnormalities that present at
irregular time periods [44,45]. A further advantage of collecting data over a longer time
period is that the data may be more representative of normal routines. When collecting
physical activity data, an increase in the number of days recorded is associated with a
more reliable weekly estimate [46,47]. WS are usually autonomous devices that can record
signals away from the clinic. This can provide a simpler alternative for clinicians who,
under time constraints, cannot always complete preoperative physical assessments [27,48].
In some cases, measurements recorded away from the clinical environment may be more
accurate; the "White-coat” effect describes the increases in physiological measurements that
are only seen when taking measurements in the clinical environment [49]. These attributes
have led to multiple successful implementations of WS for diagnostics.

WS have high efficacy for continuous monitoring of numerous physiological vari-
ables [50]. Subsequently, this has been shown to be applicable to support the diagnosis of
several diseases including Parkinson’s, kidney failure and viral infections [51-53]. Partic-
ularly in the case of cardiovascular disease monitoring, WS can provide live monitoring
capabilities of patients’ medical status that can be used to alert clinicians [54,55]. In the
postoperative period, wearable technology has shown consistent uptake and to be a partic-
ularly useful tool for monitoring recovery [56]. WS have been used to identify post-surgical
cancer patients who are recovering slower than their predicted profile, this facilitates the
determination of appropriate discharge dates and preventing re-admissions [57]. A wide
range of wearable sensing technology has been shown to be useful for clinicians in the
postoperative setting including chest patches and wrist-based fitness sensors [58-61]. In
the preoperative period, initial research has reported similar successful applications of WS.

Some research reports utilising WS as a method to measure adherence to prehabilita-
tion programmes rather than as a preoperative risk assessment tool [62,63]. In other cases,
WS have been utilised specifically for preoperative assessment with an exclusive focus
on accelerometer data [64,65]. More recently, there have been instances where research
has combined Heart Rate (HR) data with accelerometer data to approximate outcomes of
cardiovascular fitness testing [40,66]. This research suggests the potential for advanced
computing methods to analyse a combination of HR and movement data. These papers
highlight the variation in sensor modalities and analysis methods that exist across the field.
This suggests that the field would benefit from a review of these factors.

1.3. Aims of Review

Wearable sensors are a widely researched tool across medicine and exercise science.
They have been shown to provide accurate and representative measurements that can
give an objective insight into an individual’s health. In the postoperative period, mul-
tiple reviews have been conducted to provide an overview of WS both in the hospital
and in the outpatient setting [56,67]. However, there is no review of research utilising
WS in the preoperative period. This paper aims to investigate how WS have been used
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in free-living environments in research to predict either preoperative measurements or
postoperative outcomes.

Research investigating emergency surgery will not be included as preoperative eval-
uation for emergency surgery does not allow analysis of free-living data. Additionally,
the review will focus on major abdominal surgery; research completed in a cardiac or
orthopedic surgical setting will be excluded as these procedures are associated with unique
complications that are not applicable to a wider range of medical contexts [68]. Given
that preoperative risk assessments are a vital component in the perioperative pathway,
this paper will include research that has attempted to predict clinical variables that are
routinely collected at this stage. Although this is not a systematic review, search terms were
employed to identify research from selected databases; a narrative synthesis was used to
summarise findings. The findings of this review are presented across four sections: Sensor
Modalities, Pre-processing, Feature Extraction and Predictive Models.

1.4. Literature Search

To identify key literature and ensure valuable research was not missed, search terms
were identified and used to search major databases. MEDLINE (Ovid) and Web of Science
were searched as well as the first 200 returns in Google Scholar [69]. Relevant papers from
ARXiv were also included. Search terms can be seen in Table 1. Further articles were
identified through backward chaining.

Table 1. Combination of search terms used for the review of the literature. These searches were
combined with Boolean operators and entered into the databases MEDLINE and Web of Science in
equal format. Initial investigation of search terms was completed to find the combination of terms
that returned optimal results. A narrative review of results is completed in this paper.

Surgery Preoperative Assessment Wearable Sensor

major surgery preoperative wearable technology
general surgery pre-surg * wearable activity monitor
abdominal surgery preoperative evaluation heart rate monitor
elective surgery accelerometer

fitness tracker
wearable fitness *

* The asterisk is used for truncation in the search, the asterisk added to end of a term allows the databases to
search for all forms of the word to broaden the search.

Searches brought back a broad range of papers from which the most relevant were
selected. Several inclusion criteria were outlined for the search. Research should analyse
free-living data collected from WS in research. Data should be used to investigate the
association of these signals with outcomes related to either clinical variables routinely
collected preoperatively or postoperative outcomes. Clinical variables collected preoper-
atively varied from CPET outcomes to cardiovascular responses. A subsection of these
papers was selected for in-depth analysis whilst multiple papers outside of this subset are
referenced throughout this review. A compilation of the key features extracted from these
papers selected for in-depth analysis can be found in Supplementary Table S2. A summary
of the sample sizes and participant demographics can be seen in Supplementary Table S1.
Sample sizes varied greatly across studies and had a range of 16 to 80,137. For research that
had a sample size of under 1000, the mean sample size was 48.9 indicating that the majority
of research in this field has a relatively small number of participants. This is likely due
to having to provide hardware to each participant included in the research study rather
than having access to pre-compiled data sets. There was also a broad range in the sex split
across research; there was a slightly higher prevalence of male participants with an average
of 57% males but this was not significantly imbalanced. Ethnicity was rarely reported with
under 30% reporting the ethnic breakdown of participants. When ethnicity was reported
there were significant imbalances with largely white participants.
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For research collecting data from patients waiting to undergo surgery, participants
were commonly approached immediately after being enlisted for surgery or at the preoper-
ative evaluation clinic [70-75]. It was also common for patients to wear the device right
up until the date of operation [70,71,76-79]. For all research apart from two papers, the
data collection from the WS device took place within 33 days prior to surgical treatment. In
two cases, it was unclear how far in advance of treatment patients wore their WS [64,80].

2. Hardware/Sensing Technologies

This review identified a range of different devices that have been utilised in the
research in the preoperative setting. This paper does not give an analysis of each commercial
device but presents an overview of the different sensor modalities that they employ to
collect data. The accelerometer, ECG and PPG sensors were widely implemented; Figure 3a
shows the breakdown of these sensor modalities across research. A full breakdown of the
WS devices and models along with their sensor modalities can be found in Supplementary
Table S2. The following sections outline the functionality of these sensors and their outputs.

2.1. Accelerometry

Raw accelerometer data is recorded as a signal of acceleration measured across axes;
this can be analysed to detect regular patterns that represent movement [81]. This is
most commonly measured across three axes in a tri-axis accelerometer: X, Y and Z (see
Figure 4a). An accelerometer will measure linear acceleration across these three axes
and by combining this with time, the signal can be used to quantify human movement
and physical activity [81]. Specifically, movements including steps can be identified to
track a step count whilst the general movement of the sensor can also be categorised into
intensities of movement. The association between features extracted from an accelerometer
with several health metrics has consistently been evidenced in research. Step count is one
of the most commonly extracted features from accelerometer data (see Section 4.1.1) and
has been linked to various health outcomes. A systematic review of over 13,000 adults
identified that an increase in step count of 1000 daily steps above baseline was associated
with a lower risk of all-cause mortality and cardiovascular disease (CVD) [82]. Similarly,
there is a strong relationship between any recorded physical activity and a reduced risk of
all-cause mortality [83]. Further, accumulated time spent in moderate to vigorous physical
activity (MVPA) is linked to significant reductions in mortality risk [84]. This suggests
that the collection of these variables prior to surgery may have a strong association with a
patient’s health and could be useful for predicting complications.

The majority of research in the preoperative period utilises WS from commercial
providers that have their own internal proprietary systems. As a result, researchers rarely
analyse raw accelerometer data in the preoperative period. Multiple projects utilised a Fitbit
wearable from which they could extract step count and energy expenditure [65,70,71,74,85].
Similarly, multiple studies utilised Garmin-derived metrics including step count, distance
travelled and energy expenditure [40,76,86]. Data generated from a combination of mobile
devices and WS that had a common platform (Apple Health; Achievement) extracted
similar variables [87,88]. Particularly amongst large-scale research with many participants,
these pre-calculated features were utilised for analysis rather than raw data [88,89]. Some
research reported utilising pedometers as their WS to collect patient data; these pedometers
all included accelerometers rather than a traditional step counter allowing them to represent
the intensity of movement [90].

Although uncommon, some researchers did utilise the raw accelerometer data from
the devices. Three studies utilised raw accelerometer data to stratify the signals into
different intensities of activity [64,72,91]. This allows researchers to quantify the intensity
of movement and compare time spent in sedentary behaviour against higher intensities
including MVPA. Figure 3b presents a breakdown of the location at which sensors were
worn. The majority of all sensor devices, and therefore accelerometer sensors, were worn
on the wrist in commercial devices (Fitbit/Garmin) [71,76,80,86]. However, many of the
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research papers that only included an accelerometer sensor were worn on the participant’s
hip, see Figure 3b [64,77-79].

SENSOR MODALITIES LOCATIONS OF SENSORS
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Figure 3. Figures for sensor modalities. (a) Shows the percentages of sensor modalities used across
research. All research employed accelerometer sensors but a further subsection combine this with
either ECG or PPG sensors. (b) Figure to show the variations in locations of sensor types. The
common locations for sensors used in research applicable to the preoperative period are outlined.
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Figure 4. (a)Figure to show reference axes in a Tri—axes accelerometer. Presents the axes along which
acceleration of movement can be measured across X, y and z. (b) The mechanism for HR detection in
a PPG sensor by reflection. The LED can be seen emitting light which is reflected and then detected
by the photo-detector and converted into a HR signal. This figure was taken from Moraes et al. (2018)
with no changes made, Creative Commons Attribution International 4.0 License [92,93].

2.2. Photoplethysmography

Photoplethysmography (PPG), sometimes referenced as optical heart rate monitoring,
is a sensor that can estimate an individual’s heart rate (HR). It utilises an optical emitter
to give out light emitting diodes (LED) onto the skin that is attenuated from the pulse in
the artery [94]. The reflection of the LED is captured by a photo-diode. The digital signal
processor located in the device then translates this into heart rate data, as seen in Figure 4b.
HR is one of the most commonly measured vital signs across medicine. It holds significant
prognostic value for predicting general health and mortality. A lower HR is generally
associated with a lower risk of cardiovascular mortality as well as a lower risk of all-cause
mortality [95,96]. Research has also identified that a lower preoperative HR is associated
with a lower risk of postoperative myocardial injury in patients undergoing non-cardiac
surgery [97]. Therefore, cardiac assessments are common practice prior to non-cardiac
surgery [98].

Previous research has investigated whether PPG produces comparable outputs to
ECG. PPG sensors require both the LED and photo-detector to have contact with the
surface of the skin and as a result, can be heavily impacted by movement or distance
between the LED and skin resulting in optical noise [99]. A comparison of PPG to ECG
signals can be seen in Figure 5a [100]. A large-scale study evidenced that HR estimates
collected from PPG sensors correlate strongly with those from ECG signals [101]. Other
research has concluded that at rest and at low HR levels, PPG has shown to have high
accuracy but that this decreased with intensity of activity [102]. One publication reported
the threshold for a reduction in accuracy of HR estimation to occur between 155-160 beats
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per minute [94]. This high threshold is notably above estimated HR maximum values for
elderly populations indicating potential suitability for this population and for monitoring
low-intensity exercise [103]. Most WS that include accelerometry at the wrist also include a
PPG sensor [40,65,70,71,74,75,85,88,104]. One popular device that included a PPG sensor
reported a data storage limit of 7 days and a charge limit of 10 days within the device [73].
PPG is a widely utilised technology in the preoperative period due to its convenience as a
tool to measure HR. Wrist-based wearables have few requirements and are a practical tool
for researchers as they require little input from users and have long periods of storage.

Quwave
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R wave
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Figure 5. Figures to show the recordings produced from ECG and PPG recordings. (a) A comparison
of the cardiac signals produced from a PPG versus ECG sensor over a period of 2 s. This figure was
produced by Elgendi et al. (2019) and was taken from a larger figure with no changes made as part of
the Creative Commons Attribution International 4.0 License [92,100]. (b) A segment of an ECG graph
that has been portioned to show the stages in a normal cardiac cycle including the P wave, the QRS
complex and the T-wave.

2.3. Electrocardiography

An ECG directly measures the electrical activity of the heart through electrodes placed
upon the skin [105]. The electrodes measure electrical impulses from the heart that are
then converted into an ECG graph. An ECG graph segment with annotations can be seen
in Figure 5b. These annotations represent the detection of different stages in the cardiac
cycle: the p-wave representing depolarization of the atria, the QRS complex representing
the electrical impulse spreading to ventricular depolarization and the t-wave representing
the re-polarization of the ventricles following contraction. The location and morphology of
these annotations are used to extract several features including heart rate (HR) and heart
rate variability (HRV) [106]. Using these features amongst others, an abnormal cardiac
cycle can be identified from a signal and categorised. Heart disease is a leading cause of
death worldwide making detection of cardiac abnormalities from the PQRST complex a
key tool for preliminary diagnoses [107]. In clinical practice, a 12-lead ECG is common
practice but this would be impractical for WS in a free-living environment. In this review,
reduced lead ECG devices are considered wearable devices [108]. By analysing the ECG
graph, HR can be calculated at any given time point. Additionally, using the RR interval
(time portion between each R peak) other variables including heart rate variability (HRV)
can be calculated.

An ECG sensor has several advantages as a prognostic tool compared to PPG sensors.
The ECG is considered the “gold standard’ tool for measuring HR; the accurate identification
of a heartbeat allows the calculation of HRV from which further inferences about health can
be made [109]. HRV has been highlighted as a tool that has promising value for predicting
complications during and after surgery [110]. Additionally, an ECG allows for further
detection of potential abnormalities including atrial fibrillation [111]; preoperative atrial
fibrillation has shown to be predictive of complications in patients undergoing non-cardiac
surgery [112,113].
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One large cohort study used the Actiheart wearable ECG, which places two leads on
the sternum from which three papers analysed the HR data [66,89,114]. Other research
utilised an ECG ‘necklace’, which involved placing electrodes in the I lead configuration on
the chest (see Figure 6¢) whilst a further project included an ECG sensor that was integrated
into a smart shirt (Hexoskin), see Figure 6b [115,116]. Although not utilising all 12-leads,
wearable ECG devices have been shown to have high accuracy for heartbeat detection [105].

Smart-shirt Chest-based

Figure 6. Figure to show wearable sensor devices used in research across the body (a) and where
these are located (b—f). (b) The Hexoskin smart shirt that collects both ECG and activity data, used
with permission from Hexoskin [117]. (¢) An ECG wearable device that collects recordings from a
single-lead ECG device and 3D-accelerometer data, used with permission from [118]. (d) An upper-
arm PPG sensor utilising reflective PPG detection, similar to that used in preoperative monitoring
research [119]. The figure is taken as part of a larger figure from Wang et al. (2023), Creative
Commons Attribution International 4.0 License [92,120]. (e) The Fitbit Inspire collects a combination
of accelerometer and PPG data from the user and is commonly used in preoperative research. The
figure is taken from Li et al. (2023), Creative Commons Attribution International 4.0 License [92,121].
(f) The OMROM walking style pedometer that utilises a tri-axis accelerometer to collect step data,
used in predicting VO2 max [78]. This figure is taken from Bartlett et al. (2017) as part of a larger
figure, Creative Commons Attribution International 4.0 License [92,122].

3. Pre-Processing of Signals

Pre-processing involves all changes to data that are made in order to prepare the data
for analysis. Pre-processing can be the most vital stage in data processing and has a large im-
pact on the inferences that can be made from a data set. Wearable data, even when collected
in a controlled clinical environment, often requires heavy pre-processing due to the nature
of the data. A wide range of pre-processing methods were implemented across the key
papers and the most important techniques for each are outlined in Supplementary Table S2.
There are two main challenges in WS data that pre-processing aims to overcome: missing
data and noise.

3.1. Missing Data

Missing data is a frequently reported problem across research involving WS, particu-
larly when using data from free-living environments [123]. Poor electrode placement, poor
contact with skin or removal of device might lead to significant portions of poor quality or
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missing data. Often, the underlying reasons for periods of missing data are unknown. The
prevalence of missing data in WS used in the preoperative period is outlined.

There is a wide variety of missing data reported across studies using wearable sensors
in the preoperative period. Missing data was frequently reported at ranges of up to 25%
from WS in this context [70,71,119]. One study reported that across all accumulative days
of collected data, only 0.25% of days had complete HR data [71]. For the majority of
research, the reporting of missing data refers to HR rate, rather than movement data (see
Section 3.1.1). The reporting of missing data differed between research; some researchers
report the overall percentages of data that were missing whilst others report the number of
participants excluded due to missing data [40]. In both of these cases, research rarely goes
into detail as to the causes of missing periods and how to categorise these. Missing data
can generally be classified into three separate categories: missing completely at random
(MCAR) where no systematic relationship is present between values that are missing and
existing values; missing at random (MAR) where missing data is systematically related to
existing data that has been observed but not unobserved data and missing not at random
(MNAR) where missing data is systematically related to unobserved data [124]. Depending
on the category of missing data that is assumed for the data, different methods may be
better suited for minimising the potential bias that may be introduced [125].

Across research applicable to the preoperative period, three different strategies for
handling missing periods of data were employed. As seen in Figure 7, missing periods of
data were either deleted entirely, tolerated or imputed. These techniques have been previ-
ously identified in research using WS and are common solutions for missing data across
fields [124,126]. To build on this, several techniques were identified in the present review
that involve overlap between categories. To differentiate between data that has missing
portions but is still usable versus data that should be deleted, an extraction threshold can
be identified. Further, some research employs imputation on only short-term segments of
data (see Section 3.1.3).

Delete ’ Tolerate Q
P \

Extraction Short-term
threshold imputation

Exclude Impute Tolerate

Include 7\ |

LT |

Participant

Vol of data missing

Figure 7. Venn-diagram to present the common methods for handling missing data from WS. The
three techniques identified in the literature for handling the missing periods of data are presented
in the Venn diagram. At the intersection between ‘delete’ and “tolerate’ the implementation of an
extraction threshold was identified to delete data below the threshold and tolerate missing data above
the threshold. At the intersection between ‘tolerate’ and ‘impute’, imputation on short-term segments
of missing periods was identified as a solution that employs that imputation on select segments.

3.1.1. Extraction Threshold

The extraction threshold identifies a point at which a subject’s data will be included in
final analyses or is abandoned /processed further. This extraction threshold is usually only
applied to wearable devices that measure HR in some format. For research that only utilised
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the pre-extracted step count, it is not possible to assess the exact volume of missing data.
Step count data can appear as null values and still represent viable recordings indicating
sedentary periods and so it is not always obvious to know whether this is as a result of
non-wear, device malfunction or sedentary behaviour [127]. This is particularly true when
step-count is only reported at the daily level [76,79,80].

These extraction thresholds differ widely between research. One study set a daily
yield extraction threshold at a minimum of 8 h of collected data for that day to be included
in analysis [71]. Other research set their extraction threshold at 10%, defining that any day
with data of a daily yield above 10% would be included for analysis [70]. These studies
indicate that the daily extraction threshold can be set at a relatively low value to allow for a
high level of missingness in data and prevent this data from being abandoned. Research
that used large data sets could set their extraction thresholds at a higher level; one study
with over 80,000 participants only selected participants that had a minimum daily yield
of 20 h [66]. However, this study did not report what percentage of participants had to be
excluded as a result. Large data sets may have more flexibility in their extraction thresholds
whilst a small research study may have to accept a higher level of missingness in order to
prevent excluding a large portion of their sample.

A total yield extraction threshold can also be applied to the number of days in the mon-
itoring period that have data [119]. This can be employed by only including participants
that have above x number of days of data, with x indicating the threshold. The employment
of a daily extraction threshold (i.e., 8 h of data) versus an extraction threshold for total data
yield (i.e., 3 days of data needed) will depend on whether the data are subdivided into
daily segments or kept as a total per participant.

3.1.2. Selecting an Extraction Threshold

Extraction thresholds should not be randomly selected. To investigate the influence of
the extraction threshold on the predictive performance of analysis, one study varied their
extraction threshold from 1 to 10 h and identified that between 8 and 10 h achieves the
best performance [71]. This highlights the importance of identifying an optimal extraction
threshold. Setting a high threshold for inclusion will result in less data available for analysis;
a low threshold has the potential to allow data from days with large missing periods into
analysis. If this is the case then the underlying reasons for missing periods should be
assessed to prevent bias in the data (see Section 3.1).

Aside from reported extraction thresholds within their own data sets, very little re-
search has focused on quantifying the volume of data that is needed to obtain reliable
preoperative baseline measurements. It has been reported that when using a PPG sensor
combined with an accelerometer, a minimum of three days of monitoring should be com-
pleted; however, an extraction threshold within each day was not specified and whether
the location and type of sensors have an impact on this threshold was not discussed [128].
An appropriate extraction threshold is a useful tool for selecting data for analysis but does
not provide a solution to missing periods. To overcome the missing periods of data that
remain, several imputation methods can be employed.

3.1.3. Imputation

Data imputation in WS data is a complex process. Individuals will often have varying
levels of missingness between them due to compliance with wearing the device. Further,
there may be missing portions caused by technical issues in a device. Therefore, imputation
techniques in WS data should generalise to both the participants’ behaviour and the device’s
patterns [129]. Often in research collecting data in the preoperative period, data that was
identified as missing was abandoned. Little effort is made to impute the missing values
and why they are missing; this could reduce the size of the data sample and in some cases
may introduce bias [130]. The imputation techniques that were employed in the research
are outlined in the sections below.
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The simplest method to replace missing data points in HR signals is with the mean HR
values of activities at waking periods [88]. However, if the mechanism for missing portions
is known to occur during sedentary periods or periods of vigorous activity then this may
lead to under or over-estimations of daily HR. One particular study substituted missing HR
values for HR recorded during a hospital visit [73]. This technique was not common across
research, likely due to inconsistencies that may be present between free-living data and
data collected in-clinic (see Section 1.2). For the studies that utilised the temporal aspects of
data to employ imputation, they both did this using a two-layered pipeline [70,71].

The k-nearest neighbours (KNN) technique was shown to be a common method to
impute missing HR values [70,71]. KNN has previously been implemented as a technique to
address missing data in a range of applications [131]. The KNN algorithm is implemented
as a 'sliding window’ that allows missing HR data to be calculated from a combination
of recent step count and HR data [70]. This method is rationalised by explaining that
imputation is useful for short-term missing segments where previous values of step count
and HR have a high correlation with future values. One technique employed a k-nearest
neighbours (KNN) algorithm for an entire day of data if the daily yield for the relevant day
was above 10% [70]. A different study utilised the same technique but for all portions of
missing data that were shorter than 10 min long, regardless of daily yield. If the segments
of missing data were less than 10 min, a KNN sliding window (length of 5) utilised recent
HR and step counts to predict HR values [71], see Figure 8. Using this method, the feature
vector is imputed to the KNN algorithm where hr; and step; represent HR and step data at
time £.
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Figure 8. Figure to show imputation using K-nearest-neighbours. Zhang et al. (2023) utilise the
KNN technique to impute on short-term segments of missing data under 10 min in length by utilising
previous values from both the step count and heart rate signals to calculate missing values. This
figure was produced by Zhang et al. (2023) and was taken from a larger figure but had no changes
made, taken as part of the Creative Commons Attribution International 4.0 License [71,92].

To assess the performance of various imputation techniques, several metrics can be
employed. Root Mean Square Error (RMSE) is a commonly used metric for assessing
imputation in signals from WS [129,132]. RMSE measures the average magnitude of the
errors of the imputed values. It is particularly useful for assessing imputation because it
penalises larger errors more heavily making it especially sensitive to values that are big
outliers from the predicted values. Mean Absolute Error (MAE) provides an alternative to
the RMSE in that it is not sensitive to outliers. It presents the absolute differences between
the imputed and original values and is focused on the overall accuracy of the algorithm.
It may be useful to compare the outcomes of the MAE with the RMSE and the two have
previously been used in combination [129]. For the MAE and RMSE, lower values indicate
better performance. However, in order to assess imputation techniques using these metrics,
ground truth values are needed. One method to do this is to add missing periods of data
into a signal and perform imputation on these fabricated missing periods to compare
outputs against original values as ground truths. It should be noted that this has been very
rarely implemented in research across this field.
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3.1.4. Feature Level Imputation

In instances where data has been abandoned due to significant periods of missing data,
this can be imputed by employing feature-level imputation techniques. After abandoning
days with a daily yield below the extraction threshold, a feature-level imputation technique
can be employed to compute the features that represent the days with high portions of miss-
ing periods. In one case, researchers again utilise the KNN method to impute statistical and
semantic features based on the neighbouring features that are available for that participant,
rather than attempting to impute the missing values in the signal [70]. A further technique
to deal with missing data that fell below the daily yield of 8 h was to employ imputation on
high-level features that have been calculated from daily features [71]. Further application
of Detrended Fluctuation Analysis was used to reduce the incomplete data.

It is important to note that research only employed imputation for HR data, this was
not performed for other features extracted from accelerometer data. For research where HR
signals are collected alongside step count data, the proportion of missing step count data
can be extrapolated from the time periods with missing data points of the HR signal. Step
count data is reported as being significantly less correlated and so less predictable than HR
data [71]. Instead, these data were normalised by dividing the step count by the daily yield
so as to prevent the step count from being drastically increased just for those patients with
more data accumulated.

3.2. Noise

Aside from missing data in the signal, noise can also prevent meaningful features
from being extracted. Accelerometry data can be plagued by white noise, altered by human
motion or vibration whilst both ECG and PPG signals can be corrupted by motion artefact,
baseline wonder and electromyography (EMG) noise [133,134]. Few papers utilised raw
signal data (see Section 2) meaning filtering of signals was not commonly reported. When
techniques were employed to filter noise, this was performed on the accelerometer and HR
data separately.

In the present review, many WS devices only report pre-calculated HR values from
internal algorithms meaning raw cardiac signals were rarely processed. In certain cases,
some removal of noise from signals was completed. Previously, Gaussian process robust
regression has shown to be successful for noisy HR data and was implemented by one
study to utilise prior knowledge of the HR data to reduce noise [66,135]. In comparison, a
simpler method to limit the noise in HR data was to average the HR extracted from R-R
intervals over a set time period, this varied from between 15 s to 15 min [114,115]. When
employing this technique, all inaccurate HR values were identified and removed from the
data where consecutive HR values varied by more than 20% [115]. Cardiac signals were
very rarely passed through a low-pass filter; however, one study resampled the HR to 1 Hz
before passing HR through a 0.01 Hz low-pass filter to remove high-frequencies affected by
non-linearities introduced from circulatory distortions [116].

For accelerometry, to convert the raw signal data into magnitude of acceleration the
Euclidean norm minus one and high-passed filtered vector magnitude were used [66].
Altini et al. (2016) employed a different filter technique where a low-pass filter (1Hz)
was used to isolate the static component in the signal due to gravity and a band-pass
filter (0.1 Hz, 10 Hz) was used to isolate dynamic components due to body noise [115].
As mentioned above, Beltrame et al. (2017) used a similar low-pass filter at 0.01 Hz
for accelerometer as well as HR data [116]. The only implementation of a fast Fourier
transformation (FFT) was to integrate the frequency in accelerometer data between 1 Hz
and 10 Hz [91]. One particular paper reports a method for outlier detection within data by
removing values that are greater than 3 standard deviations from the mean [104]. Building
on the techniques commonly employed on HR data by averaging values over a short period,
research employing a pedometer categorised each accelerometer period of 10 s into either
lying, stationary or active periods [91].
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For research using large-scale cohort data, after normalising their data through stan-
dard scaling with unit variance, researchers applied Principle Component Analysis (PCA)
onto the original training data set that retained the components that explained 99.9% of
variance [89]. To prevent any information leakage across the data sets, the fitted PCA scaler
was applied individually to the test set. In a different project utilising the same large dataset,
researchers attempted to reduce the noise that is seen in the labelling of HR data from the
ECG wearable using deep learning [114]. The authors propose UDAMA (Unsupervised
Domain Adaptation and Multi-discriminator Adversarial) training network [66]. However,
these techniques utilising deep learning will require a large pool of data and may not be
suitable for smaller single-centre studies. In order to reduce the noise that is present in
daily features, one research study utilised singular spectrum analysis to further extract
high-level features from daily features [71]. This allows trends to be extracted from the
noisy data with missing portions by computing the mean, variance and slope from each
time series of daily features.

3.3. Encoding Time

The temporal aspect of the HR and accelerometer data can provide useful insights
but is infrequently used in analysis. To investigate the temporal aspect or reduce the
bias that can be related to the time of recordings, it is possible to encode timestamps
from sensors [66,89]. This is performed to help capture any periodic nature of certain
behaviours, particularly those that may exhibit daily or monthly habits. By incorporating
these cyclical components the model can better understand the cyclical nature of time.
This was completed by encoding either the month of the year or hour of the day as (x, y)
co-ordinates on a circle using Equations (1) and (2) where ¢ represents the temporal aspect.

Ty, =sin (zm*a:(j)t) @
2% 7Tkt
sz = ( max(t) ) 2

This is to ensure that when including time in analyses neighbouring timestamps are
always consistent; December is only one month from January and 23:59 is only one minute
from 00:00. This is particularly important for large data sets that are likely to be collecting
data over an extended time period.

4. Feature Extraction

Feature extraction is an important step in signal processing to convert the signal data
into numerical features that can be processed in a model [136]. It can also be useful to
reduce the dimensions of the data when a large amount of data is collected [137]. Most
research performed feature extraction from each signal separately but where possible
features were extracted from multiple signals. The resulting features are outlined, and a
full breakdown of the relevant features extracted from selected papers can be found in
Supplementary Table S2.

4.1. Features Extracted from Accelerometer Signals
4.1.1. Step Count

Step count is a frequently reported feature that is used in WS research. Extracting
step count from raw accelerometer signals involves implementing an algorithm to detect a
pattern in the data, the choice of algorithm might depend on the computational complexity
and resources that are available. Common algorithms include the peak detection algorithm,
which identifies the local maxima and minima (see Figure 9) or simpler thresholding
algorithms that identify optimal thresholds to detect steps [138,139]. Machine learning
techniques also have shown good application but may require labelled data to train models,
which are not often available [140,141].
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Figure 9. Graph to show the implementation of a maxima and minima step-counting algorithm that
counts step number based on the number of steps windows detected. Each red line indicates the
stopping point of each step window and the start of the next corresponding window, the length of
time between each red vertical line indicates the step window size [142]. This figure was produced
by Ho N et al. (2016) and was taken with no changes made, used as part of the Creative Commons
Attribution International 4.0 License [92,142].

Much of the research that utilised commercial devices employed internal proprietary
resulting in pre-calculated features. If the raw signal is automatically converted into step
count then any further features relating to the intensity of movement are not able to be
extracted. Frequently, steps are reported as an average measure across all days meaning
any useful temporal aspect of this data will be lost [76,77,80,86].

Patients can be further classified into groups based on their average step counts to
then produce features labelling individuals as active/inactive. Often research used pre-
determined thresholds to classify participants into these groups. Threshold values range
from 2500 to 5000 daily steps and there is no consensus on the threshold that should identify
an individual as ‘active’ [73,77,80]. Another technique is to define these thresholds based
on the variance of step count within the research cohort so that the split of participants in
each group is even [79]. It is not conclusive which of these methods to stratify patients into
activity groups is most conclusive but this should be relevant to the research cohort and
context of the research [143].

4.1.2. Movement Intensity

Where raw signal data is available, the intensity of movement can be calculated from
the acceleration and as a result, the time spent in sedentary, moderate to vigorous and vig-
orous activity can be reported [64,72]. This is calculated from time spent at activity counts
above a specified threshold. Activity counts are calculated from ActiGraph'’s proprietary
algorithm; this algorithm has been widely used across research employing accelerometers
and has been published as open access software [144]. However, the selection of a cutoff
point for different intensities of physical activity results in significant differences in total
MVPA between research and there is no standardised cutoff points [145]. Therefore, care
should be taken when selecting a cutoff that is suitable for the research population.

4.1.3. Distance Covered

By utilising the features that can be extracted directly from the accelerometer signal,
further features can be inferred. The distance that is covered by a participant can be calcu-
lated from a combination of the number of steps times that are taken in a day multiplied by
the stride length of the participant [65,78]. It must be noted that stride length should be
adjusted for using further participant information including sex and height information.
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4.2. Features Extracted from Cardiac Signals
4.2.1. Heart Beat Detection

HR signals are complex and vary depending on sensor modality. As outlined pre-
viously, PPG and ECG signals are the most commonly collected cardiac signals that are
used. To calculate HR from these signals, a process of data cleaning and beat detection
is employed. The Pan-Tompkins algorithm (PT) is the most widely used beat detection
algorithm which has been shown to be capable of detecting the location of a QRS complex
in the signal across both clean and noisy data [146]. The PT algorithm employs a band-pass
filter to isolate the relevant frequency before using a combination of thresholding and dy-
namic adjustment to identify the R-peaks. Other popular beat detection algorithms include
wavelet-transform-based methods that analyse wavelet coefficients or simple algorithms
that look for peaks in local maxima [147].

4.2.2. Heart Rate

By using the locations for the QRS complex that have been detected, see Figure 5b, HR
at any given time can be calculated. As previously mentioned, the majority of research that
is applicable to the preoperative period utilises commercial devices where HR values are
often pre-calculated from the detected beats using an internal proprietary algorithm in the
WS. As a result, it is rare that research in the preoperative period has to detect the location
of a QRS complex. Instead, HR values are given at a varying frequency. The update period
of the heart rate signal will dictate how regularly the heart rate is updated, commonly this
is updated every beat. As a result, HR signals from WS are often extended signals that
require further processing to extract meaningful features.

4.2.3. Resting HR

Resting HR (RHR) is a term that does not have a consistent definition but generally
refers to the HR of an individual when they are inactive [148]. RHR is widely considered
an important bio-marker of physical health and has been shown to be associated with both
mortality and morbidity after non-cardiac surgery [97,149,150]. Although RHR is widely
accepted as an important biomarker, there are also no set guidelines in medical literature
for calculating RHR. Recent literature has suggested that when employing WS in research,
a minimum four-minute rest time is required for a reliable RHR measurement [148]. From
these values, a resting HR can be calculated. One research project reported calculating
resting HR over a 24-h period but made a distinction between resting HR recorded during
the night [73].

4.2.4. HR Changes

From the 24-h period, time spent in different HR zones can also be extracted as an
indicator of activity throughout the daily period [73]. Other research utilised HR signals to
create a new variable by assessing the difference between a current HR value and a previous
value at a 1 s lag to represent “dynamic changes” in HR and cardiac activity [116]. Other
research also employed a two-level feature extraction pipeline where first-order statistical
features like skewness and kurtosis of the HR are extracted and high-level features are then
taken from the daily level features including the slope, mean and variance [71].

4.2.5. HR Variability

HR variability (HRV) is a metric that is calculated from the variations in intervals
between detected heartbeats. It is an accepted tool for measuring the function of the
autonomic nervous system, a vital factor in cardiovascular health [151]. Recent research has
confirmed that preoperative HRV can be a useful predictor of postoperative outcomes [110].
However, in the preoperative setting, HRV has traditionally been calculated in a clinical
setting using only ECG signals rather than employing WS [152].

Recent WS research has shown promising efficacy in calculating HRV from noisy
signals in both PPG and ECG signals [153,154]. This highlights the potential for HRV to
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be used as a preoperative tool calculated from WS. One study did calculate HRV from
participants’ ECG data by differencing the second-shortest and the second-longest inter-
beat intervals [66]. There are variations in how HRV is calculated depending on whether
they are time or frequency domain features. A common time domain frequency measure
is the square root of the mean of the sum of the square of differences between NN inter-
vals (RMSSD); both Garmin and Fitbit devices employ RMSSD to measure HRV in their
commercial devices [155,156]. Although these devices may be able to report HRYV, it is not
always available to be extracted for use in research; one particular study reported that HRV,
although measured by the sensor, was not able to be extracted from the device for use in
research [73]. RMSSD is presented in Equation (3) where NN is the length of time of the
ith interval and N is the total number of NN intervals in the dataset.

N-1 2
N-1(NN; — NN;
RMSSD = \/ Loy (NN, i+1) 3)

N-1

Frequency domain features are calculated using estimation of power spectral density
and include a range of features such as low frequency (If) and high frequency (hf) [157].
Further non-linear properties of HRV can be analysed and extracted using Poincare Plot
and Sample Entropy; however, these are less frequently calculated.

4.3. Multi-Modal Sensor Feature Extraction
4.3.1. HR Recovery

Where possible, a combination of signals can be used to form features. HR recovery
was calculated by measuring the decrease in HR one minute after exercise cessation which
can be identified from movement data in accelerometer signals [65]. HR recovery has
previously been shown to be predictive of cardiovascular health and it would be unknown
whether the activity has completely stopped without the incorporation of accelerometer
data [158].

4.3.2. Respiration Rate

Respiration rate (RR), also known as breathing rate, is a parameter that is commonly
collected from WS but has been infrequently used in preoperative research. Across multiple
clinical settings, RR has been identified as a valuable bio-marker of health status and
has even been suggested as a predictor of in-hospital mortality [159]. On commercial
devices, the most common implementation is to calculate breathing rate using the HRV
data from PPG sensors [155,156]. Estimating respiration rates that are calculated from
PPG sensor data is a well-established technique but has come under critique due to its
sensitivity to noise [160]. There are a wide range of mathematical techniques that are
proposed to estimate RR from PPG and ECG signals but the majority follow a general
pathway. This involves extracting portions of the original signal that are dominated by
respiratory modulation before fusing these signals to output one signal from which RR can
be estimated [159]. A further method is to incorporate respiratory bands into a wearable
device; Beltrame and colleagues (2017) [116] used RR calculated from respiratory bands to
successfully predict oxygen uptake for participants.

When worn on the chest or torso, an accelerometer is another non-invasive method
for estimating RR. RR is calculated by measuring movement and angular changes in the
chest [161]. Some research has suggested that wrist-worn acceleration devices can also be
used to accurately predict RR, but that this is only possible during periods of non-physical
activity [162]. A further paper proposed a multi-sensor solution that employs sensors at
several locations to predict respiratory rate [163]. There is no threshold for the acceptability
of these devices when compared against gold-standard measurements (breaths counted
by a specialist) meaning it is unclear which devices are best, although one study proposed
a difference of under 2 breaths per minute to be acceptable [164]. Although this research
suggests that there are multiple options for estimating RR from devices, research that has
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application to the preoperative setting has very rarely employed this feature in its analyses,
similar to HRV.

5. Data Analysis

Research extracting data from individuals’ behaviour and vital signs from WS use
a large variety of computational techniques, this can be seen in Figure 10. The chosen
models range from simple statistical analyses to complex models with high computational
requirements. The variation in models may be explained by several factors including the
outcome that is being predicted, the size of the data set and the nature of the features that
are extracted from signals. The models employed are separated by their complexity in the
following sections, a breakdown of the methods employed within key papers can be found
under Supplementary Table S2:

Model Counts
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Figure 10. Figure to show the prevalence of each model of analysis across research. In research where
multiple models are compared, all models are counted.

5.1. Feature Selection

Due to the vast range of features that can accumulate from free-living WS data, feature
selection is the first stage in model development. This is important to assess the relevance
and the effectiveness of the extracted features from the WS in relation to predicting out-
comes. The most common feature selection method was to perform univariate analyses on
features. Using this method, the relationship between each extracted feature and the target
outcome is assessed. This evaluates each feature independently to determine its significance
to the outcome variable. The features that are then found to have a strong relationship
with the outcome are selected for further modelling. Pearson’s correlation was tested
between all physical activity features and cardio-respiratory measurements, those variables
with a p-value below 0.05 were excluded [87]. Within the remaining features, those with a
covariance of over 0.7 were compared and the feature with the highest Pearson correlation
would be included in the final multivariate model. A similar technique was employed but
measured the correlation with wearable data and postoperative complications [72].

For studies that separated participants into groups based on thresholds in their WS
data, chi-squared tests were used to test for differences in categorical variables and Fishers,
Kruskal-Wallis or a Wilcoxon sum-ranked tests were used to test for differences in continu-
ous variables [77,79]. Variables with a p-value that was below the set significance level for
inclusion in final models were then included in multivariate analysis; the significance level
for inclusion varied (p < 0.05-p < 0.1). A similar technique was employed by instead group-
ing patients by their postoperative outcomes (re-admitted patients versus non-re-admitted
patients) [85]. Where multivariate regression models were employed, all preoperative
variables were included in the initial model. A backward-stepwise selection using the
Akaike Information Criterion (AIC) was then used to assess each variable’s importance in
the model [80,165]. Feature selection is an important stage in model development as it can
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lead to enhanced model performance, reduced data dimensions or enhanced interpreta-
tion. This reduction in dimensions may also help prevent over-fitting of the model to the
training data.

5.2. Univariate Analysis

The earliest study to investigate the relationships between preoperative physical
activity (PA) levels and postoperative complications using a WS stratified patients based
on their preoperative PA levels [64]. They performed independent ¢-tests within PA groups
between those who did or did not develop a complication. More recent research employs
similar univariate analysis between groups but utilises a Chi-squared test for categorical
variables or a Wilcoxon sum-rank test for continuous variables [65]. This is the simplest
method to assess if there are significant differences between groups and therefore was most
commonly employed (see Figure 10). Although useful in a preoperative setting to stratify
patients into high and low risk based on identified thresholds, the models themselves do
not allow any predictions to be made regarding patients’ risk of complication.

5.3. Correlation Analysis

Correlation analyses were a further common tool to investigate WS data. Greco et al.
(2023) performed correlation analysis on preoperative daily step counts and the outputs
of a 6MWT [65]. They showed that a strong correlation was present between the daily
steps and clinical measurements taken preoperatively. Jones et al. (2021) also investigated
the association between wearable variables and preoperative fitness measurements using
correlation analysis but built on this using linear regression models [40]. The calculation
of a correlation coefficient was used to investigate the relationship between preoperative
step count and postoperative complications [76]. These models on their own do not allow
predictions to be made in a clinical setting but are often useful as a preliminary tool to test
for the presence of a relationship.

5.4. Machine Learning (ML)

Amongst papers investigating the link between preoperative WS data and outcomes,
ML techniques are widely implemented. ML methods are well suited to non-linear, large-
scale data. However, because the majority of research in the preoperative period has a
relatively small number of participants and pre-processed data, not all ML models will be
useful. Machine Learning methods are sub-categorised below:

5.4.1. Logistic Regression

Logistic regression was the most commonly implemented technique used in the clinical
setting. Patient groups were either split by their preoperative activity levels or by their
postoperative outcomes. Multiple research investigated the ability of preoperative PA
to predict postoperative readmission as a binary outcome [79,85,86]. Internal validation
techniques were reported by Rossi et al. (2021) using four-fold patient cross-validation
and regularisation in the model to prevent the model learning noise and overfitting [86].
In comparison, another study employed leave-one-patient-out cross-validation (LOPO)
to allow a change in the distribution of the data and prevent the model from overfitting
to the training data [75]. This technique is a process where one patient is left out as the
validation set and the validation is performed k-number of times, where k is the number
of patients [166]. Other papers used a similar technique but where multiple outcomes
were recorded, multiple models were used. To assess model performance in the case of
multivariate logistic regression the C-index (Harrell’s concordance index) was reported to
be a useful measure [80].

5.4.2. Multivariate Regression

Rather than a logistic regression, multiple studies used multivariate regression tech-
niques to predict continuous outcomes. Bille et al. (2020) used multivariate regression to
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predict the number of absolute complications per patient [79]. Mylius et al. (2021) used this
to predict the time to functional recovery as an overall measure of recovery alongside the
odds ratio of the occurrence of complications [72]. Novoa et al (2011) used two separate
linear regression models with bootstrap robust estimation (1000 iterations) of the standard
error of regression coefficients. The first model was tested with mean daily distance walked
as the independent variable whilst the second model incorporated distance travelled [78].

5.4.3. Ensemble Models

Ensemble models represent a development in Machine Learning where a combination
of models are used to obtain better predictive performance [167]. Random Forest models
were shown to significantly outperform the LASSO (Least Absolute Shrinkage and Selection
Operator) models when predicting laboratory-based measurements [104,168]. Random
Forest models use a combination of decision trees for solving a problem by aggregating
them together to perform as a group rather than alone [169]. This may be related to the
structure of the data and indicates that these models are superior when utilising non-linear
data. When comparing models, there is no consensus on a particular ML model that is most
suited to free-living wearable data and is likely dependent on a large variety of factors.

5.4.4. Support Vector Machines (SVM)

Ensemble models were not always shown to be superior to other individual ML
methods. One study implemented a range of models: random forest (RF), k-nearest
neighbours, XGBoost and SVM [71]. In this case, the SVM outperformed the remaining
models by a larger margin for predicting postoperative complications. However, in a
similar research case where SVM and RF models were compared against Gradient Boosted
Trees (GBT), GBT models were found to have the highest performance [70]. In this case,
the LOPO internal validation technique was implemented which may have influenced the
performance of prediction models.

Other applications of the SVM technique were as a precursor to the final model.
This was used to identify the portions in the extended HR data that would be most
suitable for predictions. Data collected from simulated activities in the lab were used to
recognise activities that are then completed in free-living environments [170]. SVM was
used for pattern recognition in the free-living data. Acceleration was particularly useful
for classifying high-intensity activities. SVM was used to find the optimal discriminatory
boundary between activity clusters.

The range of ML models implemented across research displays how there are several
options that may be suitable when predicting outcomes from WS data. However, there
is no consensus on which ML techniques are best suited to this data type; particularly in
research comparing the application of several ML models there have been confounding con-
clusions [70,71]. This is likely due to the range of factors that will influence the performance
of these models, including the sections discussed previously.

5.5. Deep Learning

No deep learning (DL) techniques employing neural networks were utilised in the
research investigating the associations between preoperative wearable sensor data and
postoperative outcomes. However, there were multiple studies that utilised DL when
predicting clinical fitness measurements. These were employed when analysing large
cohort data sets [66,88,89].

5.5.1. Predicting HR Response

One paper employed an attentional convolutional neural network to identify and
learn the signatures of different cardiovascular responses to data collected [88]. Specifically,
a HR auto-encoder was trained to produce the given HR from physical activity and sleep
stages. To learn the personalised cardiovascular response functions from the wearable data,
the HR encoder was trained on physical activity and sleep stages. The encoder stage learns
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the signature of an individual from their HR responses to exercising or movement and the
decoder employs this learned signature to predict HR based on movement.

Further research uses DL techniques in a similar format to the aforementioned research
but instead proposes a general-purpose model that does not require a historical input of
one month [66]. This paper proposes the 'Step2Heart’ receiving high-dimensional activity
inputs to predict HR response which similarly uses the accelerometer data to predict HR.
Stacked CNN and RNN layers are combined where the CNN learns spacial features and
the RNN learns temporal features of the data. Aside from predicting a future HR response,
this model has also shown to have further clinical value in the preoperative period in that
it can be utilised to predict VO, max values.

5.5.2. Predicting VO, Max

Using a large WS data set, a deep neural network was able to successfully predict
VO, Max measurements from cardio-respiratory testing. The network employed two
feed-forward layers with 128 units that are densely connected [89]. Batch normalisation
and dropout were included to help prevent over-fitting. The final layer in the model is a
single unit layer; the model was trained using a pre-trained optimiser (Adam optimiser) to
minimise the mean squared error [89]. The model was able to outperform other models
and was also able to predict future changes to VO, max recordings.

Similar findings were found when deep learning was used to both clean noisy data
and to predict cardio-respiratory fitness as a real value [114]. Due to the large nature of
the data when WS are worn for an extended period, features were extracted from the raw
signals and represented as feature vectors. The deep neural network trained on these inputs
was able to achieve high performance when compared to the ground truth values from
cardio-respiratory testing [114].

6. Future Challenges and Opportunities

This literature review has identified research utilising WS that is applicable to the
preoperative period. Several findings were made that relate to the four subsections of
the review. These are outlined below and described in the context of future challenges
for research.

6.1. Comparison of Sensor Modalities

As is apparent from Figure 4a, the use of accelerometers is widespread across WS in
research as a health assessment tool; a smaller subset of research employed an additional
sensor to record cardiac signals (ECG or PPG sensors). Although less data is recorded from
participants, there are several benefits associated with employing only an accelerometer in
the wearable sensor. An accelerometer device will rarely require input from the user and
advantages include simplicity and decreased power consumption. The RT3 accelerometer
used by Feeney et al., (2011) collected data for up to 21 days without input whereas the ECG
necklace device used by Altini et el., (2016) required daily charging [64,115,171]. Reducing
periods of non-wear for charging throughout the study may reduce the likelihood of
missing data. Further, accelerometer devices are not reliant on skin contact like PPG and
ECG sensors which might further decrease periods of missing data (see Figure 4b). In
applications where cardiac data may not be necessary, accelerometer sensors are simple,
unobtrusive devices that collect valuable recordings regarding participants” activity levels.

However, when accelerometer signals are combined with signals from an ECG or PPG
it allows for more comprehensive health monitoring. Cardiac data from PPG/ECG signals
has consistently shown to have strong associations with CVD and poor clinical outcomes;
this allows for interpretation of cardiac health that is not possible from accelerometer
devices alone [172]. The incorporation of cardiac signals also allows for the detection of
specific health conditions including arrhythmia’s [172]. Further, multi-modal signals can
improve the evaluation of free-living data. In research directly comparing the application
of sensor modalities, it was found that activity recognition had superior accuracy when
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combining an ECG recording with accelerometer data [173]. Other benefits that might
arise when combining the two signals include an improved assessment of signal quality.
Combining a PPG with accelerometer signals has previously been shown to allow for signal
quality analysis that is not possible with each signal independently [174]. By including
cardiac signals alongside movement data, a combination of sensor modalities can allow
for a more holistic assessment of patient health. This includes the extraction of further
features that require multi-model signals (see Section 4.3) and an in-depth analysis of an
individual’s cardiac health whilst also optimising the classification of activities. Although
this adds value, it does come with the expense of added complexity both when collecting
the data itself through the limitations associated with multi-modal sensors and the analysis
of added complex signals. The attributes of these devices should be compared and sensor
modality should be selected based on the context of the research.

In the research included in this review, patients were commonly recruited once surgical
treatment had been scheduled or at the preoperative assessment clinic. As a result, any
WS data from patients was usually collected in the immediate weeks preceding surgical
treatment (see Section 1.4). There was no variation in the data collection period between
sensor modalities; however, the preoperative period is by definition a broad label for any
preoperative assessment (see Figure 1). The varying characteristics of sensor modalities
outlined above indicate that simple devices with large data storage and battery capabilities
may lend themselves to data collection periods extending over a longer period whilst more
complex devices that incorporate multiple signals may be useful at shorter intervals to
assess vital signs. Therefore, different sensor modalities may be suitable at different stages
prior to surgical treatment but there is no existing literature discussing this.

A further area of interest within the field of preoperative wearable sensors is the
development of new sensor modalities that can be relevant to the field. Many of the issues
relating to the causes of missing data may have the potential to be overcome through the
use of new materials. For example, poor electrode positioning of an ECG lead may lead
to missing periods due to excessive movement. A sub-class of flexible sensors known as
Piezo-Resistive sensors have shown to have a linear response to bending and elongation
and as a result, are highly sensitive [175]. This means they have shown to be capable of
measuring precise human movements like breathing and exercising whilst also being able
to measure a pulse [176]. The development of these materials as sensors that can collect
vital signs from patients whilst allowing significant movement may provide a better and
more comfortable alternative than current solutions.

6.2. Missing Data Periods

When collecting WS data, there are often significant periods of missing data. This
was seen in the frequency of studies reporting missing periods in signals (Section 3.1) and
several solutions to this are outlined. Pre-processing of data is a key component of the
analysis timeline and missing data is not always well addressed. Across the studies, there
was no set protocol for handling missing data. The underlying reasons for missing data
periods are rarely thoroughly investigated and this highlights a significant problem in the
literature. This highlights a challenge in the field that should be addressed; a protocol
for assessing the reasons for missing data might help research better address the missing
periods with more appropriate solutions. Within the studies that do address missing
data, there is some mention of the underlying reasons. This includes non-wear time or
poor electrode positioning. One research paper refers to the frequent need to replace
electrodes and this highlights an issue that may lead to an increase in missing periods
of signals [115]. In order to overcome this, future research should compare the missing
periods that are associated with different sensor modalities and whether specific techniques
can be employed to address this.

Extraction thresholds are often used to identify when there is a suitable volume of data
collected either over the course of each day in the monitoring period or over the course
of the entire recording. Although some research justifies the selection of an extraction
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threshold through testing, this is not always the case and an arbitrary unit is selected. Some
research reports abandoning data whilst others report using imputation techniques. Future
research should focus on identifying an appropriate protocol for overcoming missing data
in WS research as there are significant variations across the field.

6.3. Raw Signal Data

The majority of research that is applicable to the preoperative setting utilises commer-
cially available sensors that employ their own internal proprietary algorithms, a common
example being the Fitbit Inspire [65,71,73,85]. Researchers are provided with pre-extracted
features; for example, heart rate and step count, where no pro-processing is required. This
can improve access to research as data from these sensors is computationally simpler to
work with; however, this limits researchers in the agency that they have for pre-processing
and feature extraction. In research predicting VO, Max, step-count and floors-climbed
were extracted by an internal algorithm from a wrist-worn sensor [40]. Other research has
shown that acceleration-derived Metabolic equivalent of Tast (METs) and raw acceleration
alongside step count data has been shown to be predictive of cardio-respiratory fitness [89].
Further, a variety of pre-processing techniques can be applied to accelerometer signals (see
Section 3.2) and when using proprietary algorithms, research may be limited in how it can
filter signals. Proprietary algorithms may limit researchers in the features they can use
from the raw accelerometer signals.

Similar conclusions are particularly pertinent for cardiac signals from ECG or PPG
sensors (see Section 4.2.2). Often HR is the only extracted feature from these signals and
although HR is a useful measure with strong associations for health (see Section 2.2), there
is a vast amount of information that can be further extracted from cardiac signals. HRV,
calculated from the location of the QRS complex (see Section 4.2.5), has been a popular
metric of health but is not able to be extracted from a HR signal. Research has suggested
that not only ECG but PPG signals are adequate for estimating specific HRV features that
are relevant for assessing patient deterioration [177]. Further, recent research has identified
the potential for these cardiac signals from wearable sensors to identify patients at high
risk of suffering cardiac abnormalities [178]. This highlights a large gap in useful data
from both ECG and PPG signals that is not being utilised within research applicable to the
preoperative setting. Although proprietary algorithms can simplify data access to wearable
sensor data by removing the barriers of pre-processing data, it may in turn limit research
capabilities by reducing the dimensions of the data and preventing extraction of features.
Future research should investigate the added prognostic value that these underutilised
features from raw signal data can bring to the predictive performance.

6.4. Predictive Models

There is a wide range of models being employed to investigate differences in outcomes.
This ranges from models that compare characteristics across groups (active/inactive) to pre-
dictive models that predict the risk of complication/readmission/CPET. Machine learning
models that utilise pre-processing and feature extraction techniques have been shown to be
successful at predicting both postoperative outcomes and clinical fitness measurements.
Due to the nature of data when combining HR with accelerometry, there are many different
potential features for extraction. However, most feature extraction techniques in this review
do not utilise the temporal aspect of the signals. Investigating how temporal data can
be incorporated into feature extraction (e.g., HR recovery, see Section 4.2.4) and how this
impacts the predictive performance of models should be researched further. Further, ML
models have unique advantages that allow non-linear relationships to be analysed. All of
these factors should be considered when selecting a model and where appropriate, multiple
models should be compared. When using data from the preoperative period, there is no
single ML model that clearly outperforms others. This indicates that future research should
consider multiple models for predicting outcomes.
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Deep learning methods were shown to be successful at predicting clinical fitness mea-
surement research using large sample sizes. Although this suggests that DL methodologies
may have application to wearable sensor data in this setting, there are several points to
consider. Research utilising preoperative data requires approaching prospective patients
to wear a sensor prior to undergoing treatment rather than utilising pre-existing data sets.
As a result, preoperative research often has a low average sample size; DL models in this
setting with low sample sizes will be disposed to over-fit the data [179]. Additionally,
proprietary algorithms that limit the number of features that are extracted from signals may
exacerbate this (see Section 6.4). A combination of these factors suggests that DL models
may struggle to generalise these patterns effectively outside of the training data. Other
considerations when implementing DL are the high computational requirements and access
to this; the hardware required to integrate DL into predictive models is not accessible to all
research groups. Whilst this is the case, shallow machine learning models have been shown
to be suitable for predicting postoperative outcomes. Future work should investigate how
to incorporate DL to large volumes of raw data from WS. Huge data sources are available
when utilising raw data and therefore, deep learning techniques including Generative
Adpversarial networks may be suited to cleaning and pre-processing of data.

6.5. Considerations for Implementation

For research involving the collection of free-living data, much consideration should
be given to the ethical implications that come with using this. Firstly, wearable sensors
can collect a vast amount of highly personal data over a long period of time, referred
to as Patient-Generated Health Data (PGHD) [180]. This results in a large stored set of
sensitive data; ensuring that this is stored in a secure environment and is used in a method
that will not impact negatively on participants is vital. Previous research has shown
that understanding privacy concerns and legislation in WS data can have a significant
impact on privacy concerns amongst patients and that this in turn may impact the self-
disclosure of participant data. Rarely did the research in this review discuss the privacy and
storage considerations for research but this was likely not a main research aim across the
studies. Several regulatory frameworks exist that provide guidance on how to safely utilise
individual data, including the General Data Protection Regulation [181]. One particular
recent publication outlines recommendations for addressing privacy concerns regarding
WS data and suggests that amplifying user agency over health data is a key measure to
address this [181]. Given that this may be a determining factor in participants contributing
data to research, future studies should consider the understanding that patients have over
their data and any concerns that they might have.

A further point that is not particularly discussed across research is clinicians’ views
regarding WS data. Although patient uptake is key to collecting data for research purposes,
without clinician input and buy-in for the technology the benefits will be limited. Prelimi-
nary research suggests that clinicians value the benefits that WS can bring to the healthcare
setting, particularly as a tool to provide feedback [182]. However, other qualitative research
has identified an overarching concern regarding trust and lack of clarity over data control.
Increased regulatory efforts have been discussed as a solution and this was highlighted as
a priority for future work [182]. It is possible that this may become a component of future
regulatory and clinical validation criteria. Across the research discussed in the review, there
is limited reference to clinical validation of devices. Under current legislation, the FDA does
not classify wearable sensors that ‘maintain or encourage a healthy lifestyle” as a device that
requires approval and as a result, many of the devices referenced throughout the review do
not require FDA approval [183]. Given the increasing evidence of the benefits that these
devices can provide to the perioperative pathway, the regulatory frameworks and clinical
validation process for patient data from WS may change. This may also impact the research
requirements that are required to ensure that the findings from research in this field are
valid. For example, much research in the field did not report on participant ethnicity, and
when reported it was largely white participants (see Section 1.4; Supplementary Table S1).
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Unrepresentative study samples highlight a pitfall in the research field that should be
addressed before findings can be generalised to the wider population.

Finally, if wearable sensors were to be implemented as a tool across the perioperative
pathway, a cost-benefit analysis would be required. At the current time point, limited
literature has evaluated the costs associated with WS in perioperative medicine, particularly
at the preoperative stage. Given that much as the research in the review is regarded as
feasibility research into the application of WS, it is likely difficult to estimate the savings
in healthcare costs that are associated. Having said this, recent research has suggested
that for patients with limited access to healthcare facilities following surgical treatment;
for example, rural communities or those reluctant to return to facilities for repeat care,
WS can provide an alternative that is cost-effective [184]. Other research has highlighted
that WS can be a cost-effective tool to monitor patients across the perioperative pathway
but mirrors the conclusions from this review that more research is required to conduct a
cost-benefit analysis.

6.6. Conclusions

This review presents the recent literature relating to WS in the preoperative period.
Several sensor modalities are discussed in detail alongside common pre-processing meth-
ods. The wide range of features that can be extracted are outlined alongside the models
that most effectively utilise these features to analyse WS data. Several important points
are highlighted in the final chapter alongside the gaps in the research field. Particularly,
WS data is often not analysed in its raw form and this may limit the capabilities for pre-
processing and feature extraction. From this review, several directions for future research
are suggested including a strong focus on utilising raw signal data for analysis.
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and the model of analysis.
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