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Description

[0001] The present invention generally relates to medical cardiac devices that measure cardiac electrical signals,
analyze the said cardiac electrical signals, and detect the cardiac beat for each cardiac cycle. More particularly, the
present invention relates to a method and a cardiac device for robust cardiac beat detection from surface ECG or
subcutaneous ECG signals by improving the signal to noise ratio of ECG signals or subcutaneous ECG signals.
[0002] A standard 12-lead electrocardiogram (ECG) is a representation of the heart’s electrical activity recorded from
sensing electrodes on the body surface. It is a standard tool for evaluating the cardiac function. Normal ECG tracing is
comprised of different waves that represent the sequence of depolarization and repolarization of the atria and ventricles.
For example, a P wave represents atrial depolarization, a QRS complex represents ventricular depolarization, and a T
wave represents ventricular repolarization. From these ECG waves, a plural of intervals can be calculated that reflect
the cardiac conduction properties (e.g., P wave duration, PR interval, QRS duration) and the repolarization properties
(e.g., QT interval), heart rate (e.g., PP or RR intervals), etc. Collectively, these ECG waves and durations contain
important diagnostic information regarding the underlying cardiac condition of a patient.

[0003] However, many patients have intermittent spontaneous cardiac arrhythmias, for example sinus bradycardia,
non-sustained ventricular tachycardia or paroxysmal atrial fibrillation, events which may not be recorded during their
clinic visits. In order to capture these infrequent arrhythmia episodes, external ECG monitoring devices such as Holters
are frequently prescribed to continuously monitor the patient's ECG. However, Holter recording has two inherent draw-
backs. First, the memory capacity is limited, and most commercially available Holter machines can only record 24-hr or
48-hr surface ECG. Second, the use of skin electrodes is inconvenient and uncomfortable for the patient, and is a
significant source of measurement noise due to loose contact, muscle movement, and environmental factors. Conse-
quently, the diagnostic yield of a Holter ECG is very limited.

[0004] To overcome these shortcomings, implantable loop recorder monitors have been introduced. By implanting a
small device with sensing electrodes underneath the skin, the subcutaneous ECG monitor can record subcutaneous
ECG which resembles the surface ECG. The subcutaneous ECG monitor can be configured as an implantable loop
recorder (ILR), so that it continuously records newly acquired subcutaneous ECG while discarding the old recordings.
When experiencing symptoms, a patient can use a handheld device which communicates with the subcutaneous device
to trigger a snapshot of the recordings. Alternatively, the implantable cardiac device can be programmed to automatically
trigger a snapshot of the subcutaneous ECG upon detection of an arrhythmic episode. The recorded snapshots can
then be transmitted over the wired or wireless network to the physician’s office for clinical review. Because the loop
recorder continuously refreshes its memory, it can be carried for long periods of time. Thus it is ideal for capturing ECG
traces of infrequent episodes such as syncope. Recently, subcutaneous ECG recording has also become a useful means
to monitor the cardiac rhythm after ablation of atrial fibrillation, to determine the ablation efficacy and adjust therapeutic
schemes.

[0005] Irrespective ofthe ECG recording apparatus (e.g., ECG machines, bedside ECG monitors, Holter ECG monitors,
subcutaneous ECG devices, etc.), reliable beat detection is the prerequisite for further ECG processing and clinical
diagnosis. Despite decades of research, ECG beat detection has remained as a technical challenge. On one hand,
many factors can cause over-sensing (false detection) of cardiac beats, such as large T waves, wider QRS complexes,
muscle noise, electromagnetic interference (EMI), and the like. On the other hand, under-sensing (missed detection) of
cardiac beats are also common for ECG signals that have a small signal to noise ratio. Existing methods for real-time
ECG beat detection are either computationally complex and therefore not suitable for the implementation in an embedded
system, or oversimplified, so that they for example rely solely on ECG metrics such as peak amplitude, peak slope, etc.,
with or without adaptive sensing threshold, and thus they result in unsatisfactory performance.

[0006] Therefore, there is a need to provide an apparatus and a method for more accurate and efficient detection of
cardiac beats based on surface ECG or subcutaneous ECG recordings.

[0007] In addition, there is also a need to optimize the geometric shape of subcutaneous ECG monitors or cardiac
devices in general. On one hand, subcutaneous ECG monitors preferably should have a small size to facilitate implan-
tation. On the other hand, large inter-electrode distance is preferred to facilitate signal sensing. No existing subcutaneous
ECG monitor known in the state of art meets both of these two seemingly contradictory requirements. For example, two
existing products, Reveal ILR manufactured by Medtronic and Confirm ILR manufactured by St Jude Medical, both have
an elongated rectangular shape. Each device has two electrodes located at the outer surface of the device along the
long axis. Evidently, the inter-electrode distance is limited by the length of the device. The Sleuth ILR manufactured by
Transoma has the shape of a typical pacemaker. One electrode is located at the outer surface of the device can, and
another electrode is located at the tip of a wire antenna which is connected to the device header. Although this design
can increase the inter-electrode distance, it also increases the difficulty of the implantation of the device due to the need
to straighten the flexible wire antenna and secure its position.

[0008] Furthermore, all these mentioned products have only one sensing vector. The shape and size of the devices
make it difficult to add additional electrodes. From the US 6,699,200 B2 a boomerang shaped implantable loop recorder
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design having three sensing channels is known. However, this design has limited options to arrange the sensing elec-
trodes (two electrodes at the end of the wings and one electrode in the center). In addition, the bending of the device
between two wings makes it difficult to insert the device into the pocket. Moreover, the shape is not ergonomic, and the
device may be easy to move in the pocket, causing change of the sensing vectors. Similar limitations also apply to the
triangular shaped ILR disclosed in the US 2010/0312131 A1.

[0009] Furthermore, US 2011/0130669 Al discloses a method of enhancing the signal-to-noise ratio (SNR) of measured
electrocardiogram (ECG) signals, wherein at least three cardiac input signals are derived from the measured ECG
signals and wherein first and second estimates from each of at least three pairs of input signals are formed. These
estimates are compared with a threshold that is equal to zero.

[0010] Moreover, EP 2 407 097 describes a method for determining a signal quality of samples in a physiological
signal, wherein a low signal quality is indicated if either a supra-threshold sample sum, a noise threshold crossing sum,
or both, calculated in a noise detection window including the sample to be evaluated, exceed respective values.
[0011] EP 2179690 A1 discloses a heart monitoring device and method which allows the processing of input signals
representing periodically reoccurring events in a sequence of heart cycles, in particular ECG signals.

[0012] In addition, US 2001/0034487 A1 discloses a medical device for multi-vector sensing of cardiac depolarization
signals. A specialized algorithm is implemented to enhance multi-vector electrode sensing. Further, a geometric shape
is optimized to enable space-volume efficiencies for deployment and navigation of the medical device for implant in a
patient.

[0013] For at least the reasons given above, there is a need to optimize the shape of the subcutaneous ECG monitor
so that it has a small size and is easy for implantation, allows placement of multiple sensing electrodes with large inter-
electrode distance, provides flexible sensing vectors, has an ergonomic shape that can give an improved cosmetic
appearance after implantation, can be securely anchored in the pocket and is less prone to movement.

[0014] According to the present invention, a method of enhancing the signal-to-noise ratio (SNR) of measured elec-
trocardiogram (ECG) signals is provided. The method comprises the steps of providing at least three cardiac input signals
derived from the measured ECG signals and forming a first estimate U, from each of at least three pairs of input signals.
Moreover, the method comprises the step of forming a second estimate U, from each of at least three input signals;
comparing the polarity and the amplitude of a first and second estimate U, U, to an upper threshold UT and a lower
threshold LT; generating a composite signal X, wherein the polarity and the amplitude of the composite signal X depend
on the result of the comparison; and using the generated composite signal X to produce an output signal with enhanced
signal-to-noise ratio (SNR).

[0015] Theadvantage of suchamethod is thatitenables the execution of aso called XASA (Cross-check and Adjustemt
of Signal Amplitude)-algorithm within the processing and evaluation of measured electrocardiogram (ECG) signals,
wherein the XASA-algorithm is based on vector arithmetic. Through this XASA-algorithm, a first and second estimate
U, and U, from each of at least three pairs of input signals can be evaluated regarding their polarity, amplitude, relation
to each other and their relation to a predefined threshold T, thus enabling a significant improvement in the signal-to-
noise ratio (SNR) of the output signal. Expressed in other words, composite signals X, generated within the execution
of the method according to the invention as a result of applying a XASA-algorithm on a first and second estimate U,
U, from each of at least three pairs of input signals show significantly enhanced signal components while the noise
components of the composite signals X are significantly reduced.

[0016] In a preferred embodiment, the first estimate U, is a differential signal U and the second estimate U, is an

averaged signal Uformed by using a weighted moving average filter. Since in many embodiments of the method according
to the invention, the measured electrocardiogram (ECG) signals are time-multiplexed, it is advantageous to use a
differential signal U as a first estimate U,, wherein in the differential signal 01, signals measured at points in time that

are close to the poinlin time of the signal that is to be approximated are differentiated. Furthermore, through the use of
an averaged signal U for a second estimate U,, formed by applying a weighted moving average filter on the measured

electrocardiogram (ECG) signals, the received second estimates U, = U are better aligned to the first estimates U, = U.

[0017] The signal space for the first and second estimate U, and U, and for the composite signal X can be divided
into three zones by the upper and lower threshold UT and LT. The signal space can for example be divided into a positive
zone Z+, a null zone Z0, and a negative zone Z-. The composite signal X can then be set to a certain value, depending
on the zone a first and second estimate U, and U, fall in.

[0018] Preferably, the lower threshold LT and the upper threshold UT are symmetric around the baseline of the
measured electrocardiogram (ECG) signals and/or predefinable by a user and/or automatically adjusted based on the
moving average of the peaks of the absolute amplitudes of previously measured QRS complexes that are detected
within the previously measured electrocardiogram (ECG) signals. Through such embodiments of the method, the effi-
ciency of the method is increased which is expressed in an enhanced signal-to-noise ratio (SNR) of the output signal.

[0019] In a preferred embodiment, a composite signal X = 0 is generated if the corresponding first estimate U is lower
than the lower threshold LT and the corresponding second estimate U, is greater than the upper threshold UT or if the
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corresponding first estimate U, is greater than the upper threshold UT and the corresponding second estimate U, is
lower than the lower threshold LT. This condition implies that the first and second estimates U, and U, have opposite
phases. This large discrepancy suggests possible noise interference in the input signals.

[0020] In another preferred embodiment, if a first and second estimate U4, U, are both greater than or equal to the
lower threshold LT and both lower than or equal to the upper threshold UT, a corresponding composite signal X = U, is
generated if the absolute value of the corresponding second estimate U, is greater than the absolute value of the
corresponding first estimate U, or a corresponding composite signal X = U, is generated if the absolute value of the
corresponding first estimate U, is greater than or equal to the absolute value of the corresponding second estimate U,.
This condition implies that both, first and second estimate U, and U,, are near the baseline of the measured electrocar-
diogram (ECG) signals, so the one that is closer to the baseline of the measured electrocardiogram (ECG) signals, for
example the one with the smaller absolute amplitude, is chosen as the output amplitude.

[0021] Preferably a composite signal X equal to the arithmetic mean of a corresponding first and second estimate U,
U, is generated if the corresponding second estimate U, is greater than or equal to the lower threshold LT and lower
than or equal to the upper threshold UT while the corresponding first estimate U, is either greater than the upper threshold
UT or lower than the lower threshold LT or if a corresponding first estimate U, is greater than or equal to the lower
threshold LT and lower than or equal to the upper threshold UT while the corresponding second estimate U, is either
greater than the upper threshold UT or lower than the lower threshold LT. This condition implies that there is modest
discrepancy between the first and second estimate U, and U,, thus their average value is chosen as the output amplitude.
[0022] In a preferred embodiment, if a first and second estimate U, and U, are both greater than the upper threshold
UT or both lower than the lower threshold LT, a corresponding composite signal X = U, is generated if the absolute
value of the corresponding second estimate U, is greater than the absolute value of the corresponding first estimate Uy,
or a corresponding composite signal X = U, is generated, if the absolute value of the corresponding first estimate U, is
greater than or equal to the absolute value of the corresponding second estimate U,. This condition implies that both,
first and second estimate U, and U,, have a consistent phase, suggesting it belongs to a signal component, so the one
that has the larger absolute amplitude is chosen as the output amplitude.

[0023] Furthermore, a cardiac device for use in detecting heartbeats, to which at least three external sensing electrodes
are attachable to provide at least three analog voltage input signals is provided. The cardiac device comprises an
electrocardiogram (ECG) sensing unit for use in producing digital signals from the analog voltage input signals. The
electrocardiogram (ECG) sensing unit comprises a multiplexer and a plurality of signal processing units. Furthermore,
the cardiac device comprises a controller having interconnected parts including a programmable microprocessor, a
battery, a memory and a system clock, wherein the battery supplies power to the cardiac device. According to the
invention, the cardiac device comprises a further processing unit and is designed to execute a method according to
invention using the further processing unit. Such a cardiac device is able to apply a XASA-algorithm on the at least three
analog voltage input signals in order to produce an output signal with enhanced signal-to-noise ratio (SNR).

[0024] In a preferred embodiment, the cardiac device comprises a rounded head with a length of d, and a rounded
tail with a length of d,, wherein d, is smaller than d,.

[0025] Preferably, d; and d, follow the equation (d;+d,)/d, ~ d,/d4, wherein d,/d; = (]—f—\/B) /2~ 1.6.Inamore
preferred embodiment, (d4+d,)/d, is equal to d,/d; wherein d,/d; = 1.6. In another preferred embodiment, (d4+d,)/d, is
equal to d,/d4 wherein d,/d; = 1.6 +/- y whereiny € [0, 0.2] and y € IR. Such an equation sets the relation between d,
and d, to the golden ratio, enabling the realization of an easily implantable cardiac device with a small size.

[0026] Preferably, the cardiac device has an asymmetric geometry and resembles a spiral shape, wherein the bottom
contour of the cardiac device has a shape that approximates the Fibonacci spiral while the top contour of the cardiac
device follows a spiral shape that is rounded at the head and the tail of the cardiac device. Such an embodiment enables
a great distance between the external sensing electrodes that are attached to the cardiac device, thus enabling a stable
Einthoven’s triangle.

[0027] In afurther development of this embodiment, at least three external sensing electrodes are respectively located
in the top of the head of the cardiac device, in the bottom of the cardiac device and at the end of the tail of the cardiac
device. Through such an embodiment of the cardiac device, the three sensing electrodes have a large distance to each
other. If the cardiac device in this embodiment is transplanted in a patient’s chest, two of the sensing electrodes form
the highest part of the device, while the remaining sensing electrode forms the lowest part of the cardiac device.
[0028] In another embodiment, the cardiac device has an egg-oval shape that is symmetric to a first centerline C1,
wherein the head of the cardiac device is wider than the tail of the cardiac device.

[0029] In a further development of this embodiment, the cardiac device has a flat back and a spiral shaped front or a
flat front.

[0030] In a further development of this embodiment, the cardiac device comprises four external sensing electrodes,
wherein two of the external sensing electrodes are respectively located with the greatest distance possible from one
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another, in the tail and the head of the cardiac device, at the intersection points of the first centerline C1 with the
circumference of the cardiac device. The other two of the external sensing electrodes are located in the top and bottom
of the cardiac device, positioned at the intersection points of a line L1 with the circumference of the cardiac device,
wherein the line L1 is orthogonal to the first centerline C1. Preferably, the line L1 is crossing the center of gravity of the
cardiac device.

[0031] Preferably, the cardiac device is an implantable subcutaneous ECG monitoring cardiac device, which is im-
plantable in the chest of a patient and further comprises an RF unit for use in communicating signals to external parties.
[0032] The details of the invention can be understood from the following drawings and the corresponding text descrip-
tions.

FIG. 1 shows a block diagram of an implantable subcutaneous ECG monitoring cardiac device for subcutaneous
ECG monitoring and its interfaces with an external programmer and an external portable device, which further

communicates with the remote service center.

FIG. 2 shows a schematic drawing of three spatially distributed sensing electrodes that are capable to measure
ECG or subcutaneous signals from three sensing vectors.

FIG. 3 shows a simplified block diagram of an electrocardiogram (ECG) sensing unit as the front-end of the cardiac
device that includes a multiplexer and a plurality of signal processing units.

FIG. 4 shows a schematic drawing of multiplexing three-channel subcutaneous signals in synchronization with the
sampling clock.

FIG. 5 shows a block diagram of generating three composite signals X that represent XASA signals Xpg, Xgc, Xca
from three multiplexed differential voltage signals Upg, Ugc, Uca.

FIG. 6 illustrates the concept of three zones and the logical operation of a XASA algorithm performed by XASA-
units in order to obtain composite signals X.

FIG. 7 shows a flowchart diagram that illustrates the implementation of the XASA function.
FIG. 8 shows an example of three channels of time-multiplexed digital subcutaneous ECG signals Uag, Ugc and Ugp.

FIG. 9 shows the signals Upag, Uge, Uca that are estimated from the time-multiplexed differential signals Uag, Ugc
and Ugp.

FIG. 10  shows the composite signals Xg, Xgc, and X which are outputted by the XASA-units and respectively
constructed from the first estimated signals Upg, Ugc, Uca, and the second estimated signals U g, Ugc and

UCA.
FIG. 11 illustrates a first spiral shaped embodiment of the cardiac device according to the invention.
FIG. 12 illustrates a second spiral shaped embodiment of the cardiac device according to the invention.

FIG. 13  schematically illustrates two exemplary representative placements for the implantation of a spiral-shaped
embodiment of a cardiac device in a human body.

FIG. 14 illustrates a first egg-oval shaped embodiment of the cardiac device according to the invention.
FIG. 15 illustrates a second egg-oval shaped embodiment of the cardiac device according to the invention.

FIG. 16  schematically illustrates two exemplary representative placements for the implantation of an egg-oval shaped
cardiac device in a human body.

[0033] Figure 1 shows a block diagram of an implantable subcutaneous ECG monitoring cardiac device 100 for
subcutaneous ECG monitoring and its interfaces with an external programmer 200 and an external portable device 300,
which further communicates with the remote service center 400.
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[0034] The cardiac device 100 consists of an electronic circuitry that is hermetically sealed inside a Can, which is
made from a biocompatible conductive material such as titanium. Optionally, one or more subcutaneous leads are
connected to respective non-conductive headers which are attached to the Can. Three or more sensing electrodes 20,
which are electrically isolated from one another, are mounted over the outer surface of the Can, or outside the header
(if available), or at the distal end of the leads (if available). For subcutaneous ECG recording, one or more pairs of
sensing electrodes 20 form at set of sensing vectors wherein each pair of sensing electrodes 20 is separated by an
inter-electrode distance that is preferably greater than 3cm.

[0035] Enclosed inside the hermetically sealed Can, a microprocessor 80 and associated circuitry make up a controller
of the cardiac device 100. The cardiac device 100 is powered by a battery 70, and maintains an internal clock 50 for
timing operations. The microprocessor 80 communicates with a memory 60 via a bi-directional data bus. The memory
60 typically comprises a ROM or RAM for program storage and a RAM for data storage.

[0036] The sensing electrodes 20 are first connected to an electronic interface 30 that preferably includes a feed
through circuitry for noise reduction, a high voltage protection circuitry, switch network circuitry for sensing channel
selection, and front-end analog filters, as is well known in the field. The configurations of the circuitry of the electronic
interface 30 (e.g., filter settings, sensing channel selection, etc.) can be programmed by the microprocessor 80.
[0037] The microprocessor 80 connects to an I/O control unit 40 to manage the input and output of the cardiac device
100. One input signal is the subcutaneous ECG picked up by the sensing electrodes 20. After being pre-processed by
the circuitry of the electronic interface 30, the subcutaneous ECG signal is further processed by the ECG sensing unit
97, which may include amplifiers, analog-to-digital converters, digital filters, etc., as known in the art.

[0038] Another input signal is the impedance-signal measured between the sensing electrodes 20 by an impedance
measurement unit 36. By injecting a small constant current (e.g., 100uA, preferably biphasic) between two sensing
electrodes 20 while measuring the voltage difference between the same or a different pair of sensing electrodes 20, the
impedance may be calculated, using Ohm'’s law, as the ratio of the measured voltage difference and the injecting current
strength so the value of the injected current. As known in the art, the impedance-signal provides useful information about
the integrity of the sensing channel 6. In addition, a continuously measured impedance signal sensed by an impedance
measurement unit 36 may be further processed by the microprocessor 80 to extract other aspects of the physiological
status of the patient, such as the respiration rate.

[0039] Other types of biological signals measured by specific sensors can also serve as input to the cardiac device
100. For example, an on-board accelerometer can serve as a motion sensor 32 that provides a patient’s activity signal
to the cardiac device 100, and a temperature sensor 38, either located on-board or embedded in a lead, may provide a
subcutaneous temperature signal to the cardiac device. Other types of input signals include, but are not limited to, a
subcutaneous pressure signal measured by a pressure sensor, an acoustic signal measured by an acoustic sensor, a
subcutaneous pH signal measured by a pH sensor, and the like.

[0040] By running a program stored in the memory 60, the microprocessor 80 also sends instructions to the ECG
sensing unit 97, the impedance measurement unit 36, and other input measurement units to control how these acquire
respective signals by adjusting parameters such as gain, offset, filter settings, sampling frequency, sampling resolution,
and the like.

[0041] The acquired biological signals are then stored in the memory 60 of the cardiac device 100 and analyzed by
the microprocessor 80 by running programmed algorithms. For example, the microprocessor 80 continuously analyzes
the acquired subcutaneous ECG signals to detect the peak of a QRS complex. Such QRS peak detection can be achieved
by many different means. One typical embodiment is to use an Auto-Sensing algorithm that applies a detection hold-off
period after each peak detection, then automatically adjusts the sensing threshold, which is adaptive to the measured
peak amplitude of the QRS complex and then varies in accordance with a predetermined time dependence. One exem-
plary Auto-Sensing algorithm has been disclosed in US 5,891,048. In the present invention, however, a more robust
ECG beat detection method will be described in details below.

[0042] Accordingly, the cardiac device 100 measures intervals between pairs of adjacent peaks in the detected QRS
complexes. These measured intervals, termed RR intervals, may be stored in the memory 60 of the cardiac device 100
according to predefined storage modes. One typical mode is the queue-loop mode, meaning the measured RR intervals
are stored in a predefined memory space, and while the allocated memory space is full, the newly measured RR intervals
replace the oldest stored RR interval data. Another typical mode is the snapshot mode, meaning the measured RR
intervals are stored in a predefined memory space, and while the allocated memory space is full, the newly measured
RR intervals are not stored until the microprocessor 80 decides to store another episode of RR intervals. Yet another
typical mode is the mixed mode, in which one or more segments of allocated memory space store the RR intervals in
queue-loop mode, whereas one or more segments of separately allocated memory space store the RR intervals in
snapshot mode.

[0043] Similarly, the microprocessor 80 may also continuously analyze the acquired subcutaneous ECG signals to
measure other metrics of the QRS complex, such as the width of the QRS complex, the positive or negative peak
amplitude of the QRS complex, the absolute area under the QRS complex, the maximum positive or negative slopes of
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the QRS complex, the dominant frequency component of the QRS complex, the complexity measures (e.g., sampled
entropy) of the QRS complex, and so on. Likewise, the time series of these measured metrics are stored in the memory
60 of the cardiac device 100 for further analysis.

[0044] The cardiac device 100 also includes a radio-frequency (RF) telemetry unit 22. The RF telemetry unit 22 may
be of the type well known in the art for conveying various information obtained from the cardiac device 100 to an external
programmer 200, or for receiving programming parameters from the external programmer 200 and then conveying the
parameters to the cardiac device 100. In one embodiment, the external programmer 200 interrogates the cardiac device
100 to obtain a status (for example the status of the battery 70 or the impedance of the sensing channel 6) of the cardiac
device 100 or to obtain data recorded by the cardiac device 100, such as for example, the peak amplitude of the QRS
complexes, statistics of measured RR intervals and the like. In another embodiment, the external programmer 200 may
be used to activate or deactivate selected algorithms or to update programmable parameters of the cardiac device 100.
[0045] In addition, the external portable device 300 to be described hereinafter, may also communicate bi-directionally
with the cardiac device 100 through the RF telemetry unit 22. Preferably, the data that may be received from or sent to
the external portable device 300 are more limited as compared to the data that may be received from or sent to the
external programmer 200.

[0046] In a preferred embodiment, data transmitted from the external portable device 300 to the cardiac device 100
may be in the form of simple commands, such as "trigger a snapshot of the acquired subcutaneous ECG", or "retrieve
most recently diagnostic information from the cardiac device 100". These commands set the cardiac device 100 into
one of a number of modalities wherein each modality is determined and controlled by parameters that can only be
selected by a physician operating the external programmer 200 using secure password or codes.

[0047] Data transmitted from the cardiac device 100 to the external portable device 300 preferably include a simple
acknowledgment to confirm receiving the commands from the external portable device 300, and signals warning of the
detection of abnormal conditions, such as atrial fibrillation (AF), high ventricular rate (HVR), low ventricular rate (LVR),
abnormal sensing impedance, abnormal temperature, and so on. Other diagnostic information, such as the AF burden,
the frequency of ectopic beats, snapshots of RR intervals or subcutaneous ECG, and the like, may also be transmitted
to the external portable device 300. Preferably, the external programmer 200 is operated by a physician who uses a
secure password or codes to control the enable or disable condition as well as the amount of data that can be transmitted
from the cardiac device 100 to the external portable device 300.

[0048] The external portable device 300 shown in Figure 1 has a power source, such as a lithium battery 270, which
provides power to the electrical components of the external portable device 300. The battery 270 is chargeable when it
is connected to an external charger 275. The external portable device 300 also maintains an internal clock 250 for timing
its operations. The overall functioning of the external portable device 300 is controlled by its microprocessor 280, which
reads and performs instructions stored in its associated memory 260. The instructions stored in the memory 260 preferably
include instructions defining a communication protocol compatible with the cardiac device 100, and instructions defining
a communication protocol compatible with the remote service center 400.

[0049] The microprocessor 280 of the external portal device 300 communicates with an 1/O control unit 240 to read
patient input commands from a keypad, press switches or any other patient input unit 201. In an exemplary embodiment,
one subset of the patient input commands entered in the patient input unit 201 is designed to configure the external
portable device 300, for example, to turn on or off certain outputs as described hereinafter, or to select specific commu-
nication protocols. Another subset of the patient input commands entered in the patient input unit 201 is designed to
establish communication between the external portable device 300 and the remote service center 400 through a remote
communication unit 220. For example, patient’s input entered in the patient input unit 201 can command the external
portable device 300 to transmit diagnostic information (retrieved from the cardiac device 100) to the remote service
center 400, and wait to receive acknowledgement. The third subset of the input commands entered in the patient input
unit 201 is designed to establish communication between the external portable device 300 and the cardiac device 100
through a cardiac device communication unit 210. For example, patient’s input entered in the patient input unit 201 may
command the external portable device 300 to transmit corresponding signals to the cardiac device 100 to trigger recording
a snapshot of the subcutaneous ECG, to retrieve diagnostic information from the cardiac device 100, etc. The cardiac
device communication unit 210 also receives the acknowledgement and related diagnostic information sent from the
cardiac device 100, and conveys these data to the microprocessor 280 for storage in the memory 260.

[0050] According to one exemplary embodiment of the present invention, upon receiving a predefined warning signal
from the cardiac device 100 (e.g., detection of AF, HVR, LVR, abnormal sensing impedance, abnormal temperature,
etc.), the microprocessor 280 of the external portable device 300 communicates with the I/O control unit 240 to generate
output in the form of a patient alert 203 that is perceptible by the patient. Such a patient alert 203 may be in the form of
a visible message, for example, by illuminating a continuous or blinking light emitting diode (LED); a text message
displayed inaliquid crystal display (LCD); an audible message such as beep, ringing tone, or pre-recorded voice message
played through a speaker; or in the form of discernible mechanical vibration produced by a vibrator. According to the
patient’s preference, one or multiple types of warning messages may be respectively turned on or off. For example, at
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night, a visible warning message may be turned on while an audible warning message is turned off if the patient chooses
not to be disturbed during sleep even if the cardiac device 100 detects AF. In addition to generating warning messages
as a patient alert 203, some diagnostic information that is received from the cardiac device 100 and stored in the memory
260 (e.g., the heart rate) may also be provided to the patient in the form of visual or audible messages.

[0051] The external portable device 300, via its remote communication unit 220, may further communicate with the
remote service center 400. Such long-range communication apparatus may be in the form of a mobile radio network, a
fixed-line telecommunication network, or the internet, as is well known in the art. Examples of such long-range commu-
nication apparatus have been taught in US 6,470,215 B1, US 6,574,509 B1 and US 6,622,043 B1.

[0052] In one embodiment, the external portable device 300 transmits status information pertaining to the cardiac
device 100, (for example the status of the battery 70 of the cardiac device 100 or the sensing impedance) as well as
relevant diagnostic information (e.g., AF burden, ectopic beat frequency, etc.) to the remote service center 400 according
to a predefined transmission frequency and schedule (e.g., every night at midnight). In yet another embodiment, the
external portable device 300 communicates with the remote service center 400 in a trigger mode, for example, upon
receiving a warning signal from the cardiac device 100, or upon receiving a patient trigger. In such cases, the external
portable device 300 transmits critical diagnostic information stored in the memory 260 of the external portable device
300 (e.g., AF burden, mean heart rate, subcutaneous ECG snapshot) to the remote service center 400.

[0053] The remote service center 400 receives the information via compatible communication protocols, then returns
an acknowledgement to the external portable device 300, which may generate visible or audible output messages,
indicating receipt of the acknowledgement. The data received by the remote service center 400 is stored in a central
database, and may be promptly presented to the patient’s physician or to a responsible expert via fax, email, or text
messaging as is customary in the art, or via similar means of communication. By reviewing the received diagnostic
information, the physician can evaluate the patient’s condition and provide expert advice to a patient who wishes to
consult the physician before taking any action in response to the warning signals generated by the external portable
device 300.

[0054] A novel method and apparatus for cardiac beat detection from subcutaneous ECG recordings that may be
obtained using the cardiac device 100 shown in Figure 1 is disclosed hereinafter. It shall be understood that the same
principles are also applicable to cardiac beat detection from surface ECG recorded using conventional ECG machines,
bedside ECG monitors, Holter ECG devices, automatic external defibrillators, and the like.

[0055] According to a preferred embodiment of this invention, at least three sensing electrodes 20 are preferably
connected to the input channels 6 of the cardiac device 100 to measure the subcutaneous ECG. The three sensing
electrodes 20 are implanted in a patient’s chest so that the sensing electrodes 20 are spatially separated, preferably by
an inter-electrode distance exceeding 3 cm for each pair.

[0056] Figure 2 shows a schematic drawing of three spatially distributed sensing electrodes 20 that are capable to
measure ECG or subcutaneous signals from three sensing vectors. As illustrated in Figure 2, three sensing electrodes
20, labeled as A, B, and C, arranged in a triangle, as is commonly done, measure three focal subcutaneous electric
potentials ®,, ®B, and @ respectively. These three sensing electrodes 20 form three sensing vectors or leads that
form a triangle. Specifically, the sensing electrodes 20 A and B form lead AB that measures ®g, which is the voltage
difference between ®, and ®g. Similarly, the sensing electrodes 20 B and C form lead BC that measures ®g¢, which
is the voltage difference between ®g and @. Likewise, the sensing electrodes 20 C and A form lead CA that measures
@, Which is the voltage difference between @ and ®,. Hence, the triangular configuration for voltage measurement
shown in Figure 2 provides at least three subcutaneous ECG signal input channels 6 for the subcutaneous cardiac
device 100.

[0057] Figure 3 shows a simplified block diagram of an electrocardiogram (ECG) sensing unit 97 as the front-end of
the cardiac device 100 that includes a multiplexer 90 and a plurality of signal processing units 95. The electrocardiogram
(ECG) sensing unit 97 combines the electronic interface 30 and the ECG sensing unit 97 of Figure 1. The electrocardi-
ogram (ECG) sensing unit 97 or the front end receives the analog voltage signals from three sensing electrodes 20 and
generates three channels 6 of multiplexed digital output. In this Figure 3, the front-end circuit consists of 5 signal processing
layers: the multiplexer 90, the differential amplifiers 91, the analog filters 92, the analog-to-digital converter (ADC) 93,
and the digital filters 94. Expressed in other words, the electrocardiogram (ECG) sensing unit 97 of the cardiac device
100 comprises a multiplexer 90 and plurality of signal processing units 95. In this embodiment of the invention, the
electrocardiogram (ECG) sensing unit 97 comprises four signal processing units 91, 92, 93 and 94.

[0058] As shown in Figure 3, three subcutaneous sensing electrodes 20 A, B, C measure the focal subcutaneous
electric potentials ®,, g, and @ respectively, and are connected to the input of a multiplexer 90. The multiplexer 90
is controlled by the microprocessor 80 of the cardiac device 100, which divides the time domain into three recurrent
timeslots of fixed length, and then sequentially selects two sensing electrodes 20 at a time to obtain three time-multiplexed
differential voltage signals ®,g, Pgc, Pca- In synchronization with the system clock 50, the microprocessor 80 selects
the pair of sensing electrodes 20 according to a designated sampling frequency which determines the multiplexing
timeslot length. For example, if the sampling frequency is 256 Hz, then the multiplexing timeslot length is about 3.9 ms.
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[0059] The multiplexed signals ®,g, ®gc, Pcp are connected to the differential amplifiers 91 which amplify the differ-
ential voltage signals while providing common mode rejection. The amplified differential voltage signals are then con-
nected to the analog filters 92, which include at least anti-aliasing low pass filters whose cut-off frequency corresponds
to the highest frequency component of interest in subcutaneous ECG signals, e.g., 128 Hz. In addition, the analog filters
92 also include high pass filters with sufficiently low corner frequency, e.g., 0.5 Hz, to remove the DC offset component.
Preferably, the analog filters 92 also include the 50 Hz or 60 Hz notch filters that remove the power-line interference.
[0060] Through the analog-to-digital converter (ADC) 93, the amplified and analog-filtered differential voltage signals
are then converted to digital signals according to predefined or user-programmable sampling frequency, e.g., 128 Hz,
256 Hz, 512 Hz, etc. The converted digital signals are then further processed through digital filters 94 whose filter
characteristics (e.g., filter type, order, gain, corner frequencies, etc.) are user-programmable. By adjusting the digital
filter 94 characteristics, a user may optimize the signal quality for specific applications. For example, for reliable beat
detection, a T wave may be attenuated to avoid T wave over-sensing.

[0061] Thus, the electrocardiogram (ECG) sensing unit 97 or the front-end of the cardiac device 100 converts the
analog voltage input from three sensing electrodes 20 ®,, @5 and @ to three channels 6 of time-multiplexed digital
subcutaneous ECG signals Ug, Ugc and Ucp Which represents afirst step S in this embodiment of the method according
to the invention. In a preferred embodiment, the gains and filter settings for all three channels 6 in the front-end are the
same.

[0062] Figure 4 shows a schematic drawing of multiplexing three-channel 6 subcutaneous signals in synchronization
with the sampling clock 50. At the time slot k, the multiplexer 90 controls the generation of one sample digital output
Uag(n) representing the differential voltage in lead AB measured at the time slot k, wherein n is the sample index. At
the next time slot k+1, the multiplexer 90 controls the generation of one sample digital output Ugc(n) representing the
differential voltage in lead BC measured at the time slot k+1, wherein the sample index n remains unchanged. Then at
the next time slot k+2, the multiplexer 90 controls the generation of one sample digital output U (n) representing the
differential voltage in lead CA measured at the time slot k+2, wherein the sample index n is still unchanged. Then at the
next time slot k+3, the multiplexer controls the generation of one sample digital output U,g(n+1) representing the differ-
ential voltage in lead AB measured at the time slot k+4, wherein the sample index is increased to n+1. Following the
similar steps, the multiplexer 90 sequentially controls the generation of the sample output Ugc(n+1), Uga(n+1), Upg(n+2),
Ugc(n+2), Uca(n+2), Upg(n+3), Ugc(n+3), Uca(n+3) in the following time slots, and the process repeats. As a result, for
each specific sample index, there is one digital sample in each of the three output channels 6. However, these three
digital samples represent the differential voltages in respective leads that are measured at three different time slots.
[0063] Figure 5 shows a block diagram of generating three composite signals X that represent XASA signals Xpg,
Xgc» Xca from three multiplexed differential voltage signals Upg, Ugc, Uca-

[0064] At an instant in time, cardiac electrical activity can be represented as a 3D dipolar vector, which is projected
onto the 3 sensing channels 6. Therefore, ®g; measures the far-field projection of the cardiac vector along the BC axis,
@5 measures the far-field projection of the cardiac vector along the CA axis, and ®,g measures the far-field projection
ofthe cardiac vector along the AB axis. According to the principles of vector arithmetic, ata time t, ®g(t)=-(Pg () + DA (1)),
Dp(t)=-(Dap()+Dca(l)), Peat)=-(Dap(t)+Dpc(t)). Because the gains and filter settings for all three channels 6 in the
front-end are the same, the same arithmetic relationship would also hold true for the three digital signals had the data
been sampled at the same time, that is, at any time instant t, Upg(t)=-(Ugc(t)+Uca(t)), Upc(t)=-(Uag(t)+Uca(t)),
Uca(t)=-(Upp(t)*Ugc(t)).

[0065] However, because Upg, Ugc, and Uq, are time-multiplexed, for each specific sample index n, Upg(n), Ugc(n),
and Uca(n) are sampled at three adjacent, rather than the same, time slots. Therefore, -(Ugc(n)+Uca(n)) is only an
approximate of Upg(n), -(Uag(n)+Uca(n)) is only an approximate of Ug(n), and -(Ug(n)+Ugc(n)) is only an approximate
of Uca(n). In this embodiment of the invention, first estimates U, from each of the three pairs of input signals are given
with Upg(n), Ugc(n) and U, (n) for each specific sample index n, wherein Uag(n), Ugc(n) and Uca(n) are generated
within the second step S2 of the method according to the invention.

[0066] Expressed in other words, within the second step S, of the method according to the embodiment of the invention
shown in Figure 5, the differential voltage signals Ugc and U, are summed and then inverted to generate the signal
Upg, which is a first estimate U of the signal U,g. Similarly, Uag and U, are summed and then inverted to generate
the signal Ugg, which is a first estimate U of the signal Ugc. Likewise, Uag and Ugg are summed and then inverted to
generate the signal Uc,, which provides a first estimate U, of the signal Uga.

[0067] Furthermore, within the third step S; of the method according to the embodiment of the invention shown in

Figure 5, the signals Uxg, Ugc and U, are further processed through moving average filters to generate the signals
Upg, Ugc and Ug, as second estimates U,. Expressed in other words, in this embodiment, the signals U,g are further
processed through a moving average filter to generate the signal UAB, which is a second estimate U, of the signal Ug.
Similarly, U is further processed through a moving average filter to generate the signal UBC, which is a second estimate
U, of the signal Uge, and Ug, is further processed through a moving average filter to generate the signal Ug,, which is
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a second estimate U, of the signal Ug,.

[0068] Inanotherembodimentofthe invention, the signals U,g, Ugc and U, may directly be taken as second estimates
U, for the subcutaneous ECG signal input. In such an embodiment, the signals U,g, Ugc and Ug, as well as the signals
Upg, Ugcand Ug, are processed through further processing units 81, which are realized as so called XASA (Cross-check
and Adjustmentof Signal Amplitude)-units 81, within the fourth step S, of the method according to the invention. Expressed
in other words, according to such an embodiment of the invention, the signals Uag and U,g are processed through a
first further processing unit 81 within the fourth step S, of the method according to the invention. This first further
processing unit 81 is a first XASA-unit 81 which is designed to generate the composite signal X,g. Similarly, Ug and
UBC are processed through a second further processing unit 81, which is a second XASA-unit 81 to generate the
composite signal Xgc, and U, and U, are processed through a third further processing unit 81, which is a third XASA-
unit 81 to generate the composite signal X¢a.

[0069] In the embodiment of the invention shown in Figure 5, the processing of the signals Upg, Ugc and Ug, and the

signals Upg, Uge and Ug, is also executed by further processing units 81 or XASA-units 81. In embodiments of the

invention, further processing units 81 or XASA-units 81 may be realized as autonomous units which work isolated from
other components of the cardiac device 100.
[0070] In Figure 5, the signals Upg, Ugc and Ui, are used as first estimates Uy, while the signals Upg, Uge and Ugp

are used as second estimates U,. As shown in Figure 5, the composite signal X,g from the first XASA-unit 81 is then
obtained from Ung and Upg, which are two different estimates of U,g. Likewise, the composite signal Xgc from the
second XASA-unit 81 is obtained from Ugc and Uy, which are two different estimates of Ug, and the composite signal
Xcp from the third XASA-unit 81 is obtained from Ug, and Ug,, which are two different estimates of Ug,.

[0071] The benefit of using moving average filters is to better align the second estimated signals to the first estimated
signals, so to better align the second estimates U, to the first estimates U,.

[0072] Refer back to Figure 4. Ugs(n) is sampled at the time slot k+1, and Ug(n) is sampled at the time slot k+2.
Their combination -(Ugc(n)+Uca(n)) yields a first estimate U, of Upg had it been sampled between the time slots k+1
and k+2. Meanwhile, the average of Upg(n) and Upg(n+1) provides a second estimate U, of U,g had it been sampled
between the same time slots k+1 and k+2. Similarly, Upg(n+1) is sampled at the time slot k+3, and Ug(n+1) is sampled
at the time slot k+4. Their combination -(Uag(n+1)+Ugc(n+1)) yields a first estimate U, of U, had it been sampled
between the time slots k+3 and k+4. Meanwhile, the average of Usa(n) and Ua(n+1) provides a second estimate U,
of Ugp had it been sampled between the same time slots k+3 and k+4. On the other hand, note that U,g(n+1) is sampled
at the time slot k+3, and Usa(n+1) is sampled at the time slot k+5. Their combination Upg(n+1)+Uca(n+1) yields a first
estimate U of Ugc sample at the time slots k+4, which is exactly Ugc(n+1). In this case, it is not necessary to apply a
moving average to obtain a second estimate U, of Ugc because Ug is already aligned with Upg+Uc,. Alternatively, we
can still apply a moving average filter to generate a second estimate U, of Ugc without changing its alignment with
Upg+Uca. For example, Ugc(n+1) can be estimated as the average of its two neighboring samples, i.e.,
(Ugc(n)+Ugc(n+2))/2, or the weighted average of three adjacent samples, i.e., (Ugc(n)+2Ugc(n+1)+Upc(n+2))/4, etc.
[0073] Figure 6 illustrates the concept of three zones and the logical operation of a XASA algorithm performed by
XASA-units 81 in order to obtain composite signals X. The XASA-units 81 continuously process two input signals, the
first and second estimates U, = U and U, = U, to generate composite signals X. To implement the XASA function, the

signal space is divided into three non-overlapping zones: a positive zone Z+, a null zone Z0, and a negative zone Z-.
The three zones Z+, Z0, Z- are separated by two thresholds: an upper threshold UT, and a lower threshold LT. The
positive zone Z+ refers to the subspace that is above the upper threshold UT, the negative zone Z- refers to the subspace
that is below the lower threshold LT, and the null zone Z0 refers to the subspace that is bounded between the upper
and the lower threshold UT and LT. Preferably, the upper and the lower threshold UT and LT are symmetric around the
signal baseline, and their values are adaptive to the signal amplitude of the respective processing channel 6. In one
embodiment, the upper and the lower threshold UT and LT are predefined by the user based on an evaluation of the
signal amplitude in the processing channel 6. Yet according to another embodiment, the upper threshold UT and the
lower threshold LT are automatically adjusted based on the moving average of the peak absolute amplitude of the
previous QRS complexes that are detected in the processing channel 6. For example, a XASA-unit 81 retains the peak
absolute amplitudes of the last four QRS complexes p1, p2, p3, p4 that are respectively detected in the composite signals
X which are outputted by the XASA-unit 81, and calculates their average AvgPk = (p1+p2+p3+p4)/4. Then the upper
threshold UT and the lower threshold LT are set to a predefined fraction of AvgPk. For example, UT may be set to UT
=-LT = AvgPk/4, or may be set to UT = -LT = AvgPk/8. After each detection of a beat in the processing channel 6, the
peak absolute amplitude of the new QRS complex is measured. Then the AvgPk is recalculated, and the upper threshold
UT and the lower threshold LT are updated accordingly. Conceptually, the signal is in a positive phase if its samples
are in the positive zone Z+, or the signal is in a negative phase if its samples are in the negative zone Z-, or the signal
is near the baseline if its samples are in the null zone Z0.
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[0074] Figure 7 shows a flowchart diagram that illustrates the implementation of the XASA function. For each sample
index n, a XASA-unit 81 gets the pair of input samples U= U(n) and Uy= U(n). Then the XASA-unit 81 performs a series

of logical checks to determine the composite signal or output sample X(n) based on how U(n) and U(n) are distributed
in the three zones (Z+, Z0, Z-). There are a total of four possible conditions:

In the first condition, one sample is in Z+ and the other sample is in Z-:

(U()>UT) AND (U(n)<LT) OR (U(n)<LT) AND (U(n)>UT)

[0075] Then the composite signal or output sample X(n) is set to 0. Expressed in other words, a composite signal X(n)
= 0 is generated, if the corresponding first estimate U(n) is lower than the lower threshold LT and the corresponding
second estimate U(n) is greater than the upper threshold UT or if the corresponding first estimate U(n) is greater than
the upper threshold UT and the corresponding second estimate U(n) is lower than the lower threshold LT. This condition
implies that two different estimates of the sample amplitude U(n) and U(n) have opposite phases. This large discrepancy
suggests possible noise interference in the input signals.

[0076] In the second condition, both samples are in Z0:

(LT<U(n)<UT) AND (LT<U(n)<UT)

[0077] Then the composite signal or output sample X(n) is set to U(n) if [U(n)|>|T(n)], or is set to U(n) if [U(n)|<|T(n)|.
Expressed in other words, if a first and second estimate U(n), U(n) are both greater than or equal to the lower threshold
LT and both lower than or equal to the upper threshold UT, a corresponding composite signal X(n) = U(n) is generated
if the absolute value of the corresponding second estimate U(n) is greater than the absolute value of the corresponding
first estimate U(n), or a corresponding composite signal X(n) = U(n) is generated if the absolute value of the corresponding
first estimate U(n) is greater than or equal to the absolute value of the corresponding second estimate U(n). This condition
implies that both estimates of the sample amplitude U(n) and U(n) are near the signal baseline, so the one that is closer
to the signal baseline (i.e., the one with the smaller absolute amplitude) is chosen as the output amplitude.

[0078] In the third condition, only one sample is in Z0 but the other sample is in Z+ or Z-:

(LT<U(n)<UT) AND (U(n)>UT OR U(n)<LT) OR (LT<U(n)<UT) AND (U(n)>UT OR
U(n)<LT)

[0079] Then the composite signal or output sample X(n) is set to (U(n)+U(n))/2. Expressed in other words, a composite
signal X(n) equal to the arithmetic mean of a corresponding first and second estimate U(n), U(n) is generated, if the
corresponding second estimate U(n) is greater than or equal to the lower threshold LT and lower than or equal to the
upper threshold UT while the corresponding first estimate U(n) is either greater than the upper threshold UT or lower
than the lower threshold LT or if a corresponding first estimate U(n) is greater than or equal to the lower threshold LT
and lower than or equal to the upper threshold UT while the corresponding second estimate U(n) is either greater than
the upper threshold UT or lower than the lower threshold LT. This condition implies that there is a modest discrepancy
between the two estimates of the sample amplitudes U(n) and U(n), thus their average value is chosen as the output
amplitude.

[0080] In the fourth condition, both samples are in Z+ or both samples are in Z-:

(U(m)>UT AND U(n)>UT) OR (U(n)<LT AND U(n)<LT)

[0081] Then the output sample X(n) is set to U(n) if [U(n)|>|U(n)], or is set to U(n) if [U(n)|>|T(n)|. Expressed in other
words, if a first and second estimate U(n) and U(n) are both greater than the upper threshold UT or both lower than the
lower threshold LT, a corresponding composite signal X(n) = U(n) is generated, if the absolute value of the corresponding
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second estimate U(n) is greater than the absolute value of the corresponding first estimate U(n), or a corresponding
composite signal X(n) = U(n) is generated, if the absolute value of the corresponding first estimate U(n) is greater than
or equal to the absolute value of the corresponding second estimate U(n). This condition implies that both estimates of
the sample amplitudes U(n) and U(n) have a consistent phase, suggesting it belongs to a signal component, so the one
that has larger absolute amplitude is chosen as the output amplitude.

[0082] The operation of the XASA function could be further illustrated by the example shown in Figure 6. The example
shows 12 pairs of input samples U(n) and U(n), as well as the corresponding composite signals or output samples X(n).
For the 1st sample pair, U(1) is in Z+ and U(1) is in Z-, thus X(1)=0. For the 2nd sample pair, U(Z) isin Z-and U(2) is
in Z+, thus X(2)=0. The 3rd sample pair U(3) and U(3) are both in Z0, and X(3)=U(3) because [U(3)|>|U(3)|. The 4th
sample pair U(4) and U(4) are also both in Z0, and X(4)=U(4) because [U(4)|>|U(4)|. For the 5th and the 6th sample
pairs, one sample is in Z+ and the other sample is in Z0, so X(5)=(U(5)+U(5))/2 and X(6)=(U(6)+U(6))/2. For the 7th and
the 8th sample pairs, one sample is in Z- and the other sample is in Z0, so X(7)=(U(7)+U(7))/2 and X(8)=(U(8)+U(8))/2.
For the last four sample pairs, either both samples are in Z+ or both samples are in Z-, so the one with larger absolute
amplitude is chosen as output, i.e., X(9)=U(9), X(10)=U(10), X(11)=U(11), X(12)=0(12).

[0083] Normal subcutaneous ECG signals generally have distinctive signal components such as a P wave, a QRS
complex and a T wave. With a sufficiently high sampling frequency, each of these signal components can be represented
by multiple samples in a digitized signal. For example, a QRS complex with 100 ms duration can be represented by
25-26 samples at the sampling frequency 256 Hz. Consequently, the morphology of the signal component is rarely
affected by the input multiplexing. For example, the QRS complex morphology in a channel 6 U,g is almost the same
no matter the signal is sampled at the time slots k, k+3, k+6, k+9, etc, or sampled at the time slots k+1, k+4, k+7, k+10,
etc, or sampled at the time slots k+2, k+5, k+8, k+11, etc.

[0084] In contrast, many noises such as myopotentials, EMI, electronic thermal noise, and many other electrical
activities originating from outside the heart, have much higher frequency components. These noise components are
usually added to the subcutaneous ECG and shown as random impulses with relatively short durations. As a result,
these noise components are more sensitive to input multiplexing. For example, assume the sampling frequency is 256
Hz, if a noise impulse has a duration that is shorter than 4 ms it is very likely that the noise impulse is sampled at one
channel 6 at a certain time slot, but not sampled at the other two channels 6 due to multiplexing. Similarly, at the sampling
frequency 256 Hz, a noise impulse with a duration shorter than 8 ms may be sampled by two channels 6 at two adjacent
time slots, but not detected in the third channel 6. Even if the noise duration is longer and the noise component is sampled
in all three channels 6, the noise component sampled in one channel 6 may have a very different morphology than the
one estimated from the other two channels 6, because the noise amplitude may vary significantly from one time slot to
the next time slot.

[0085] Stillreferto Figure 7. Because the signal componentis not sensitive to multiplexing whereas the noise component
is more sensitive to multiplexing, a XASA-unit 81 can preserve the signal component while suppressing the noise
component. For example, assume the subcutaneous ECG in a channel 6 U shows a QRS complex at the sample index
n. Then the signal component (sample amplitude of QRS waveform) is likely present in both its first estimate U(n) and
its second estimate U(n), and these two estimates likely have a similar sample amplitude with a same phase. Since the
composite signal or output signal X(n) of a XASA-unit 81 equals to the input sample that has the larger absolute amplitude,
the signal peak component (both amplitude and phase) is usually preserved. In contrast, assume the subcutaneous
ECG in channel 6 U is contaminated by noise at the sample index n. Then it is very likely that the noise component is
not consistently present in both estimates U(n) and U(n). For example, the noise component may be absent in U(n)
and/or U(n), or has a reduced amplitude in U(n) and/or U(n). Even if a noise component is present in both U(n) and U(n),
it is likely that U(n) and U(n) have very different amplitudes and possibly have different phases. If U(n) and U(n) are
separated in Z+ and Z-, then the composite signal or output signal X(n) of a XASA-unit 81 is set to 0. If one input sample
is in Z0 and the other sample is in Z+ or Z-, then the composite signal or output signal X(n) of a XASA-unit 81 will also
be attenuated by taking the average of the two input samples. Therefore, by preserving the signal component while
suppressing the noise component, the composite signals or output signals X(n) of a XASA-unit 81 XAB, XBC, and XCA
have a much higher signal-to-noise ratio (SNR) than their counterparts UAB, UBC, and UCA.

[0086] According to this embodiment of the invention, the beat detection algorithm is respectively applied to at least
three composite signals or output signals XAB, XBC, and XCA of the XASA-units 81. One exemplary beat detection
algorithm is the Auto-Sensing algorithm, which has been disclosed in US 5,891,048. In brief, the Auto-Sensing algorithm
applies a detection hold-off period after each peak detection, then automatically adjusts the sensing threshold, which is
adaptive to the measured peak amplitude of the QRS complex and varies based on a predetermined time dependence.
Therefore, for each composite signal or output signal X(n) of the XASA-units 81, the beat detection algorithm generates
a series of sense markers for the respective specific channel 6. Within a sixth step Sg (not shown) of the method according
to a preferred embodiment of the invention, the resulting three series of sense markers are provided to a vote unit for
generating the final sense marker output as output signals. Specifically, if a QRS complex is detected in 2 out of 3
composite signals X(n) of the XASA-units 81 within a predefined time window (i.e. tolerance of difference in detection
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time), e.g. 50 ms, then a sense marker is generated for the final beat detection output. Otherwise, if for example only
one of the three composite signals X(n) of the XASA-units 81 has a beat detection, then no sense marker is generated
for the final beat detection output. According to another embodiment of the invention, if and only if a QRS complex is
detected in all 3 composite signals X(n) of the XASA-units 81 within a predefined time window (i.e. tolerance of difference
in detection time), e.g. 50 ms, then a sense marker is generated for the final beat detection output. Yet according to a
further embodiment of the invention, if a QRS complex is detected in any one of the 3 composite signals X(n) of the
XASA-units 81, then a sense marker is generated for the final beat detection output.

[0087] Figure 8 shows an example of three channels 6 of time-multiplexed digital subcutaneous ECG signals Upg,
Ugc and Uc,. Despite the filtering by the electrocardiogram (ECG) sensing unit 97 or the front-end circuit, the signals
are contaminated by high frequency noise. The noise power is only slightly lower than the signal power, such that it is
difficult to differentiate some true QRS complexes from noise deflections (see for example the marked dashed circles).
[0088] Figure 9 shows the signals Up,g, Ugc, Ucp that are estimated from the time-multiplexed differential signals Upg,
Ugc and Ug,. Although in general the estimated signals Upg, Uge, Ugp bear some similarity to the respective signals
Uag. Ugc and Uy, their morphological differences are also evident. Still, the estimated signals are contaminated by
high frequency noise. The noise power is only slightly lower than the signal power, such that it is difficult to differentiate
some true QRS complexes from noise deflections (see for example the marked dashed circles).

[0089] Figure 10 shows the composite signals X,g, Xgc, and Xga which are outputted by the XASA-units 81 and

respectively constructed from the first estimated signals Upg, Ugc, Uca, and the second estimated signals Uag, Upc
and Ug,. In addition, the final sense markers as determined by the method according to one embodiment of the invention

as described above are also shown. Clearly, for each channel 6, the signal components (QRS complexes) are preserved
whereas the noise components are substantially reduced. The spurious deflections observed in Figure 8 and Figure 9
are either confirmed or rejected as QRS complexes.

[0090] In the foregoing embodiments, the described method according to invention discloses three XASA-units 81
that perform a specific XASA-algorithm on the inputted estimates U, and U, as described above. There also can be
other embodiments of methods according to the invention, in which other algorithms are applied on first and/or second
estimates U4 and/or U,. For example, a method in which first and second estimates U, and U, are compared to just
one threshold T or to four or more thresholds can also be according to the invention. Furthermore, a first estimate U,
does not necessarily be a differential signal and a second estimate U, must not be generated through moving average
filters.

[0091] Figure 11 illustrates a first spiral shaped embodiment of the cardiac device 100 according to the invention. The
front view of the cardiac device 100 in this embodiment is shown in Figure 11 a and the side view of the cardiac device
100 in this embodiment is shown in Figure 11b. As shown in Figure 11, the front view of the cardiac device 100 has an
asymmetric geometry that resembles a spiral shape. Specifically, the left side, which is the head 99 of the cardiac device
100, is wider than the right side, the tail 98 of the cardiac device 100.

[0092] Figure 12 illustrates a second spiral shaped embodiment of the cardiac device 100 according to the invention.
This second embodiment mirrors the one shown in Figure 11 regarding the shape of the front view of the embodiment
of the cardiac device 100. The front view of the cardiac device 100 in this embodiment is shown in Figure 12a and the
side view of the cardiac device 100 in this embodiment is shown in Figure 12b. Similarly, the front view of the cardiac
device 100 has an asymmetric geometry that resembles a spiral shape. Specifically, the right side, the head 99 of the
cardiac device 100 is wider than the left side, the tail 98 of the cardiac device 100.

[0093] In both spiral shaped embodiments of Figure 11 and Figure 12, the cardiac device 100 features a rounded
head 99 and a rounded tail 98. The bottom contour of the cardiac device 100 in both spiral shaped embodiments has a
shape that approximates the Fibonacci spiral, and the top contour of the cardiac device 100 also follows a spiral shape
except being rounded at the head 99 and tail 98. In both spiral shaped embodiments the length d1of the head 99 of the
cardiac device 100 is shorter than the length d, of the remaining segment, so the length d, of the tail 98. In the spiral

shaped embodiments of the cardiac device 100, the two lengths d and d, respectively have a mathematical relationship

that approximates the golden ratio, that is, (d,+d,)/d, ~ d,/d;, wherein the golden ratio is d,/d; = (l+\f§) /12=1,6
wherein in both embodiments the deviation from the value of 1,6 is smaller than 0,1. In both spiral shaped embodiments,
the left-right length (d+d,) of the cardiac device 100 is between 2cm and 6¢cm. In the first spiral shaped embodiment of

the invention shown in Figure 11, left-right length (d4+d,) is equal to 5¢cm. In the second spiral shaped embodiment of
the invention shown in Figure 12, the left-right length (d4+d,) is equal to 4cm. In both spiral shaped embodiments of the

invention, the top-bottom height h of the cardiac device 100 is between 1cm and 3cm, and the back-front thickness w
of the cardiac device 100 is less than 1cm. In the first spiral shaped embodiment of the cardiac device 100 shown in
Figure 11, the top-bottom height h is equal to 2,5cm and the back-front thickness w of the cardiac device 100 is equal
to 0,6cm. In the second spiral shaped embodiment of the cardiac device 100 shown in Figure 12 the top-bottom height
h is equal to 2,8cm and the back-front thickness w of the cardiac device 100 is equal to 0,75¢cm
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[0094] In both embodiments of the invention, three sensing electrodes 20 A, B, and C, are respectively located in the
top of the head 99 of the cardiac device 100 A, the bottom of the cardiac device 100 B, and the end of the tail 98 of the
cardiac device 100 C. This positioning of the sensing electrodes 20 is only exemplary. A positioning of sensing electrodes
20 can differ from the one illustrated in Figure 11 and 12. For example in another embodiment, one sensing electrode
20 may be positioned at the left edge of the cardiac device 100 A’. Yet according to another embodiment, one sensing
electrode 20 B’ may be positioned along the edge between the sensing electrodes 20 B and C according to specific
geometric constraints, for example, to make the distance between the sensing electrodes 20 A and B’ equal to the
distance between sensing electrodes 20 B’ and C, or to make the distance between the sensing electrodes 20 A’ and
B’ equal to the distance between the sensing electrodes 20 B’ and C, etc. Obviously, multiple sensing vectors can be
formed by these spatially distributed sensing electrodes 20.

[0095] Figure 13 schematically illustrates two exemplary representative placements for the implantation of a spiral-
shaped embodiment of a cardiac device 100 in a human body. In Figure 13a, the spiral shaped cardiac device 100
(shown in Figure 11) is implanted in a subcutaneous pocket that is located just to the left side of the sternum. When
viewed from the front, the thicker head 99 of the cardiac device 99 points to the sternum and the thinner tail 98 of the
cardiac device 100 points to the left side. In Figure 13b, the spiral shaped cardiac device 100 (shown in Figure 12) is
implanted in a subcutaneous pocket that is created from the left anterior axillary line. When viewed from the front, the
thicker head 99 of the cardiac device 100 points to the left side and the thinner tail 98 of the cardiac device 100 points
to the sternum. In both placements, the bottom of the cardiac device 100 sits in the pocket and the top of the cardiac
device 100 points upward.

[0096] Figure 14 illustrates a first egg-oval shaped embodiment of the cardiac device 100 according to the invention.
The front view of the cardiac device 100 in this embodiment is shown in Figure 14a. Two possible embodiments regarding
the side view of the cardiac device 100 are shown in Figure 14b and in Figure 14c. As shown in Figure 14, the front view
of the cardiac device 100 in this embodiment has a geometry that resembles an egg-oval shape. Specifically, the left
side, or the head 99 of the cardiac device 100 is wider than the right side, or the tail 98 of the cardiac device 100. In this
embodiment, the side view of the cardiac device 100 shows an asymmetric geometry that features a flat back surface
and a spiral-curved front surface, that is according to the shape of the side view of the embodiment shown in Figure
14b. In particular, viewed from the side in an upright position, the top of the cardiac device 100 is thinner and the bottom
of the cardiac device 100 is thicker in this embodiment of the invention. Alternatively, the side view of the cardiac device
100 may exemplarily also be designed to have a symmetric geometry. For example, in another embodiment, the cardiac
device 100 may have the same thickness from top to bottom as shown in Figure 14c.

[0097] Figure 15illustrates a second egg-oval shaped embodiment of the cardiac device 100 according to the invention.
This second embodiment mirrors the one shown in Figure 14, regarding the shape of the front view of the embodiment
of the cardiac device 100. The front view of the cardiac device 100 in this embodiment is shown in Figure 15a. Two
possible embodiments of the side view of the cardiac device 100 are shown in Figure 15b and in Figure 15c. Similarly,
the front view of the cardiac device 100in this embodiment has ageometry that resembles an egg-oval shape. Specifically,
the right side, or the head 99 of the cardiac device 100 is wider than the left side, or the tail 98 of the cardiac device 100.
In the embodiment of the cardiac device 100 shown in Figure 15, the side view of the cardiac device 100 has a symmetric
shape that is according to the one shown in Figure 15¢c. Expressed in other words, in this embodiment of the invention,
the side view of the cardiac device 100 has a symmetric geometry with the same thickness from top to bottom as shown
in Figure 15¢c.

[0098] Both embodiments of the cardiac device 100 according to the invention as shown in Figure 14 and Figure 15
feature a rounded head 99 and a rounded tail 98. Expressed in other words, the outside contour of the front surface of
both egg-oval shaped embodiments is rounded. The length d4 of the head 99 of the cardiac device 100 is in both
embodiments shorter than the length d, of the remaining segment, so the tail 98 of the cardiac device 100. Furthermore,
in both embodiments, the two lengths d and d, have a mathematical relationship that is a close approximation of the
golden ratio, that is, (d4+d,)/d, = do/d4, wherein do/d; = 1,6. While the first egg-oval shaped embodiment of the cardiac
device 100 shown in Figure 14 has an asymmetric geometry design when viewed from the side as shown in Figure 14b,
the second egg-oval shaped embodiment of the cardiac device 100 shown in Figure 15 has a symmetric geometry
design when viewed from the side as shown in Figure 15c. For the side view of the first egg-oval shaped embodiment
shown in Figure 14, the height h, of the bottom part is shorter than the height h, of the top part of the cardiac device
100. Furthermore in this embodiment, the heights h, and h, of the bottom and top sections have a mathematical rela-
tionship that also is a close approximation of the golden ratio, that is, (h4+h,)/h, = hy/hy, wherein hy/hy= 1,6. In both
egg-oval shaped embodiments of the invention, the left-right length (d+d,) of the cardiac device 100 is between 2cm
and 6¢cm. The first egg-oval shaped embodiment shown in Figure 14 exemplarily has a left-right length (d4+d,) of 4cm,
while the second egg-oval shaped embodiment shown in Figure 15 exemplarily has a left-right length (d4+d,) of 5cm.
In both egg-oval shaped embodiments of the cardiac device 100, the top-bottom height (h=h,+h,) of the cardiac device
100 is between 1cm and 3cm, and the back-front thickness w of the cardiac device 100 is less than 1cm. The first egg-
oval shaped embodiment of the cardiac device 100 shown in Figure 14 exemplarily has a top-bottom height (h=h4+h,)
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of 2 cm and a back-front thickness w of 0,8cm. The second egg-oval shaped embodiment of the cardiac device 100
shown in Figure 15 exemplarily has a top-bottom height h of 2,5 cm and a back-front thickness w of 0,9cm. In both egg-
oval shaped embodiments of the cardiac device 100, the front view of the cardiac device 100 shown in the Figures 14
and 15 is symmetric to a first centerline C1

[0099] Furthermore, in both embodiments shown in Figure 14 and 15, four sensing electrodes 20 A, B, C, and D are
respectively located in the top of the cardiac device 100 A, the bottom of the cardiac device B, the tail 98 of the cardiac
device 100 C, and the head 98 of the cardiac device 100 D. This positioning of the sensing electrodes 20 is only exemplary.
A positioning of sensing electrodes 20 can differ from the one illustrated in Figure 14 and 15. For example, in other
embodiments, a sensing electrode 20 A’ may be positioned along the edge between the sensing electrodes 20 A and
D, for example with an equal distance to A and D. Yet in another embodiment, a sensing electrode 20 D’ may be
positioned along the edge between the sensing electrodes 20 D and B, for example with an equal distance to D and B.
Yet in further embodiments, a sensing electrode 20 B’ may be positioned along the edge between the sensing electrodes
20 B and C, for example with an equal distance to B and C. Yet in another embodiment, a sensing electrode 20 C' may
be positioned along the edge between the sensing electrodes 20 C and A, for example with an equal distance to C and
A. Evidently, multiple sensing vectors can be formed by these spatially distributed sensing electrodes 20.

[0100] Expressed in other words, in both egg-oval shaped embodiments of the cardiac device 100 according to the
invention as shown in Figure 14 and 15, the cardiac device 100 comprises four external sensing electrodes 20, wherein
two of the external sensing electrodes 20 are respectively located with the greatest distance possible to each other, in
the tail 98 and the head 99 of the cardiac device 100, at the intersection points of the first centerline C1 with the
circumference of the cardiac device 100 in the front view. In both egg-oval shaped embodiments of the cardiac device
100 as shown in the Figures 14 and 15, the other two of the external sensing electrodes 20 are located in the top and
bottom of the cardiac device 100 in the front view, positioned at the intersection points of a line L1 with the circumference
of the cardiac device 100, wherein in this embodiment, the line L1 is orthogonal to the first centerline C 1. Moreover, in
the second egg-oval shaped embodiment of the cardiac device 100 as shown in Figure 15, the line L1 is furthermore
crossing the center of gravity of the cardiac device 100.

[0101] Figure 16 schematically illustrates two exemplary representative placements for the implantation of an egg-
oval shaped embodiment of a cardiac device 100 in a human body. In Figure 16a, the egg-oval shaped embodiment of
the cardiac device 100 (shown in Figure 14) is implanted in a subcutaneous pocket that is located just to the left side of
the sternum. When viewed from the front, the thicker head 99 of the cardiac device 100 in this embodiment points to
the sternum and the thinner tail 98 of the cardiac device 100 in this embodiment points to the left side. In Figure 16b,
the egg-oval shaped cardiac device 100 in the embodiment shown in Figure 15 is implanted in a subcutaneous pocket
that is created from the left anterior axillary line. When viewed from the front, the thicker head 98 of the cardiac device
100 in this embodiment points to the left side and the thinner tail 98 of the cardiac device 100 in this embodiment points
to the sternum. In both placements, the thicker bottom of the egg-oval shaped embodiments of the cardiac device 100
sits in the pocket and the thinner top of the cardiac device 100 points upward.

[0102] Although not shown in above embodiments, it should be understood that in addition to the sensing electrodes
20 mounted on the edge or surface of the subcutaneous implantable cardiac device 100, optionally one or more sensing
electrodes 20 may be mounted to one or more short leads (typically with length between 1cm and 4cm) that are connected
to the implantable cardiac device 100. The extended leads allow further separation of the sensing electrodes 20, thus
having the potential to increase the signal to noise ratio of the acquired subcutaneous ECG signal.

Claims

1. A method of enhancing the signal-to-noise ratio (SNR) of measured electrocardiogram (ECG) signals, the method
comprising the steps of:

- providing at least three cardiac input signals derived from the measured ECG signals;

- forming a first estimate U, from each of at least three pairs of input signals;

- forming a second estimate U, from each of at least three input signals;

- comparing the polarity and the amplitude of a first and second estimate U4, U, to an upper threshold UT and
a lower threshold LT;

- generating a composite signal X, wherein the polarity and the amplitude of the composite signal X depend on
the result of the comparison; and

- using the generated composite signal X to produce an output signal with enhanced signal-to-noise ratio (SNR).

2. The method of claim 1, wherein the first estimate U, is a differential signal U and the second estimate U, is an
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averaged signal U formed by using a weighted moving average filter.

The method of claim 1, wherein the lower threshold LT and the upper threshold UT are symmetric around the
baseline of the measured electrocardiogram (ECG) signals and/or predefinable by a user and/or automatically
adjusted based on the moving average of the peaks of the absolute amplitudes of previously measured QRS
complexes that are detected within the previously measured electrocardiogram (ECG) signals.

The method of claim 1, wherein a composite signal X = 0 is generated if the corresponding first estimate U is lower
than the lower threshold LT and the corresponding second estimate U, is greater than the upper threshold UT or if
the corresponding first estimate U, is greater than the upper threshold UT and the corresponding second estimate
U, is lower than the lower threshold LT.

The method of claim 1, wherein if a first and second estimate U, U, are both greater than or equal to the lower
threshold LT and both lower than or equal to the upper threshold UT, a corresponding composite signal X = Uy is
generated if the absolute value of the corresponding second estimate U, is greater than the absolute value of the
corresponding first estimate U4, or a corresponding composite signal X = U, is generated if the absolute value of
the corresponding first estimate U, is greater than or equal to the absolute value of the corresponding second
estimate U,.

The method of claim 1, wherein a composite signal X equal to the arithmetic mean of a corresponding first and
second estimate U4, U, is generated if the corresponding second estimate U, is greater than or equal to the lower
threshold LT and lower than or equal to the upper threshold UT while the corresponding first estimate U, is either
greater than the upper threshold UT or lower than the lower threshold LT or if a corresponding first estimate U is
greater than or equal to the lower threshold LT and lower than or equal to the upper threshold UT while the corre-
sponding second estimate U, is either greater than the upper threshold UT or lower than the lower threshold LT.

The method of claim 1, wherein if a first and second estimate U, and U, are both greater than the upper threshold
UT or both lower than the lower threshold LT a corresponding composite signal X = U, is generated, if the absolute
value of the corresponding second estimate U, is greater than the absolute value of the corresponding first estimate
U,, or a corresponding composite signal X = U, is generated, if the absolute value of the corresponding first estimate
U, is greater than or equal to the absolute value of the corresponding second estimate U,.

A cardiac device (100) for use in detecting heartbeats, to which at least three external sensing electrodes (20) are
attachable to provide at least three analog voltage input signals, the cardiac device comprising:

- an electrocardiogram (ECG) sensing unit (97) for use in producing digital signals from the analog voltage input
signals, comprising:

a multiplexer (90); and
a plurality of signal processing units (95);

- a controller having interconnected parts including a programmable microprocessor (80), a battery (70), a
memory (60), a system clock (50), wherein the battery (70) supplies power to the cardiac device (100); and
a further processing unit (81) being designed to execute the method of any one of the previous claims.

The cardiac device (100) of claim 8, wherein the cardiac device (100) comprises a rounded head (99) with a length
of d4 and a rounded tail (98) with a length of d,, wherein d, is smaller than d,.

The cardiac device (100) of claim 9, wherein d; and d, follow the equation (d{+d,)/d, = d,/d; and wherein

dy/di =~ (145 ) /2~ 1.6.

The cardiac device (100) of claim 8, wherein the cardiac device (100) has an asymmetric geometry and resembles
a spiral shape, wherein the bottom contour of the cardiac device (100) has a shape that approximates the Fibonacci
spiral while the top contour of the cardiac device (100) follows a spiral shape that is rounded at the head (99) and

the tail (98) of the cardiac device (100).

The cardiac device (100) of claim 11, wherein the at least three external sensing electrodes (20) are respectively

16



10

15

25

30

35

40

45

50

55

13.

14.

EP 2710 953 B1

located in the top of the head (99) of the cardiac device (100), in the bottom of the cardiac device (100) and at the
end of the tail (98) of the cardiac device (100).

The cardiac device (100) of claim 8, wherein the cardiac device (100) has an egg-oval shape that is symmetric to
afirst centerline C1, wherein the head (99) of the cardiac device (100) is wider than the tail (98) of the cardiac device
(100).

The cardiac device (100) of claim 13, wherein the cardiac device (100) comprises at least four external sensing
electrodes (20), wherein two of the external sensing electrodes (20) are respectively located with the greatest
distance possible from one another, in the tail (98) and the head (99) of the cardiac device (100), at the intersection
points of the first centerline C1 with the circumference of the cardiac device (100), wherein the other two of the
external sensing electrodes (20) are located in the top and bottom of the cardiac device (100), positioned at the
intersection points of a line L1 with the circumference of the cardiac device (100), wherein the line L1 is orthogonal
to the first centerline C1, preferably crossing the center of gravity of the cardiac device (100).

Patentanspriiche

1.

Verfahren zum Verstarken des Rauschabstands (signal-to-noise ratio, SNR) gemessener Elektrokardiogrammsig-
nale (EKG-Signale), wobei das Verfahren die folgenden Schritte umfasst:

- Bereitstellen von mindestens drei kardialen Eingangssignalen, die von den gemessenen EKG-Signalen ab-
geleitet wurden;

- Bilden eines ersten Schatzwerts U, aus jedem von mindestens drei Paaren von Eingangssignalen;

- Bilden eines zweiten Schatzwerts U, aus jedem von mindestens drei Eingangssignalen;

- Vergleichen der Polaritat und der Amplitude eines ersten und eines zweiten Schatzwerts U, U, mit einem
oberen Grenzwert UT und einem unteren Grenzwert LT;

-Erzeugen eines zusammengesetzten Signals X, wobei die Polaritat und die Amplitude des zusammengesetzten
Signals X von dem Ergebnis des Vergleichs abhangen; und

- Verwenden des erzeugten zusammengesetzten Signals X zum Produzieren eines Ausgangssignals mit einem
verstarkten Rauschabstand (SNR).

Verfahren nach Anspruch 1, wobei der erste Schatzwert U, ein Differenzsignal U ist und der zweite Schatzwert U,
ein gemitteltes Signal U ist, das durch Verwenden eines gewichteten gleitenden Mittelwerffilters gebildet wird.

Verfahren nach Anspruch 1, wobei der untere Grenzwert LT und der obere Grenzwert UT um die Basislinie der
gemessenen Elektrokardiogrammsignale (EKG-Signale) herum symmetrisch sind und/oder durch einen Benutzer
vordefinierbar sind und/oder auf der Basis des gleitenden Mittelwerts der Spitzen der absoluten Amplituden von
zuvor gemessenen QRS-Komplexen, die in den zuvor gemessenen Elektrokardiogrammsignalen (EKG-Signalen)
erkannt werden, automatisch justiert werden.

Verfahren nach Anspruch 1, wobei ein zusammengesetztes Signal X = 0 erzeugt wird, wenn der entsprechende
erste Schatzwert U, kleiner als der untere Grenzwert LT ist und der entsprechende zweite Schatzwert U, grofer
als der obere Grenzwert UT ist oder wenn der entsprechende erste Schatzwert U, gréer als der obere Grenzwert
UT ist und der entsprechende zweite Schatzwert U, kleiner als der untere Grenzwert LT ist.

Verfahren nach Anspruch 1, wobei, wenn ein erster und ein zweiter Schatzwert U,, U, beide gréRer gleich dem
unteren Grenzwert LT sind und beide kleiner gleich dem oberen Grenzwert UT sind, ein entsprechendes zusam-
mengesetztes Signal X = U, erzeugt wird, wenn der absolute Wert des entsprechenden zweiten Schatzwerts U,
groler als der absolute Wert des entsprechenden ersten Schatzwerts U, ist, oder ein entsprechendes zusammen-
gesetztes Signal X = U, erzeugt wird, wenn der absolute Wert des entsprechenden ersten Schatzwerts U, gréRer
gleich dem absoluten Wert des entsprechenden zweiten Schatzwerts U, ist.

Verfahren nach Anspruch 1, wobei ein zusammengesetztes Signal X, das gleich dem arithmetischen Durchschnitt
eines entsprechenden ersten und zweiten Schatzwerts U4, U, ist, erzeugt wird, wenn der entsprechende zweite
Schatzwert U, groBer gleich dem unteren Grenzwert LT ist und kleiner gleich dem oberen Schatzwert UT ist, whrend
der entsprechende erste Schatzwert U, entweder grof3er als der obere Grenzwert UT ist oder kleiner als der untere
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Grenzwert LT ist, oder wenn ein entsprechender erster Schatzwert U, gréfier gleich dem unteren Grenzwert LT ist
und kleiner gleich dem oberen Grenzwert UT ist, wahrend der entsprechende zweite Schatzwert U, entweder gréRer
als der obere Grenzwert UT ist oder kleiner als der untere Grenzwert LT ist.

Verfahren nach Anspruch 1, wobei, wenn ein erster und ein zweiter Schatzwert U; und U, beide gréRer als der
obere Grenzwert UT sind und beide kleiner als der untere Grenzwert LT sind, ein entsprechendes zusammenge-
setztes Signal X = U, erzeugt wird, wenn der absolute Wert des entsprechenden zweiten Schatzwerts U, gréfer
als der absolute Wert des entsprechenden ersten Schatzwerts U, ist, oder ein entsprechendes zusammengesetztes
Signal X = U, erzeugt wird, wenn der absolute Wert des entsprechenden ersten Schatzwerts U, grofier gleich dem
absoluten Wert des entsprechenden zweiten Schatzwerts U, ist.

Kardiales Gerat (100) zur Verwendung beim Erkennen von Herzschlagen, an das mindestens drei externe Erfas-
sungselektroden (20) angebracht werden kénnen, um mindestens drei analoge Spannungseingangssignale bereit-
zustellen, wobei das kardiale Gerat Folgendes umfasst:

- eine Elektrokardiogramm-Erfassungseinheit (EKG-Erfassungseinheit) (97) zur Verwendung beim Produzieren
digitaler Signale aus den analogen Spannungseingangssignalen, wobei die Einheit Folgendes umfasst:

einen Multiplexer (90) und
mehrere Signalverarbeitungseinheiten (95);

- einen Controller mit miteinander verbundenen Teilen, einschlieBlich eines programmierbaren Mikroprozessors
(80), einer Batterie (70), einem Speicher (60), einer Systemuhr (50), wobei die Batterie (70) das kardiale Gerat
(100) mit Energie versorgt; und

eine weitere Verarbeitungseinheit (81), die dazu entworfen ist, das Verfahren nach einem der vorherigen An-
spriiche auszuflhren.

Kardiales Gerat (100) nach Anspruch 8, wobei das kardiale Gerét (100) einen gerundeten Kopf (99) mit einer Lange
d,4 und einen gerundeten Auslaufer (98) mit einer Lange d, umfasst, wobei d; kleiner als d, ist.

Kardiales Geréat (100) nach Anspruch 9, wobei d4 und d, sich nach der Gleichung (d4 + d,) / d, = d,/d richten und
wobei do/dq = (1 +V5) /2~ 1,6.

Kardiales Gerat (100) nach Anspruch 8, wobei das kardiale Gerat (100) eine asymmetrische Geometrie hat und
einer Spiralform ahnelt, wobei die untere Kontur des kardialen Gerats (100) eine Form hat, die in etwa der Fibonacci-
Spirale entspricht, wdhrend die obere Kontur des kardialen Gerats (100) eine Spiralform nachzieht, die am Kopf
(99) und am Auslaufer (98) des kardialen Gerats (100) gerundet ist.

Kardiales Gerat (100) nach Anspruch 11, wobei die mindestens drei externen Erfassungselektroden (20) sich jeweils
im oberen Teil des Kopfs (99) des kardialen Gerats (100), im unteren Teil des kardialen Gerats (100) und am Ende
des Auslaufers (98) des kardialen Geréats (100) befinden.

Kardiales Gerat (100) nach Anspruch 8, wobei das kardiale Gerat (100) eine ovale Form hat, die zu einer ersten
Mittellinie C1 symmetrisch ist, wobei der Kopf (99) des kardialen Gerats (100) breiter als der Auslaufer (98) des
kardialen Gerats (100) ist.

Kardiales Gerat (100) nach Anspruch 13, wobei das kardiale Gerat (100) mindestens vier externe Erfassungselek-
troden (20) umfasst, wobei zwei der externen Erfassungselektroden (20) sich jeweils in dem grof3ten Abstand
voneinander in dem Auslaufer (98) und dem Kopf (99) des kardialen Geréats (100) an den Schnittpunkten der ersten
Mittellinie C1 mit dem Umfang des kardialen Geréts (100) befinden, wobei die anderen zwei der externen Erfas-
sungselektroden (20) sich im oberen Teil und unteren Teil des kardialen Gerats (100), an den Schnittpunkten einer
Linie L1 mit dem Umfang des kardialen Gerats (100) befinden, wobei die Linie L1 orthogonal zu der ersten Mittellinie
C1 ist, wobei sie vorzugsweise den Schwerpunkt des kardialen Gerats (100) kreuzen.

Revendications

1.

Procédé pour I'amélioration d’un ratio signal/bruit (SNR) de signaux d’électrocardiogramme (ECG) mesurés, le
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procédé comprenant les étapes suivantes :

- mise a disposition d’au moins trois signaux d’entrée cardiaques dérivés des signaux ECG mesurés ;

- formation d’une premiére estimation U4 a partir de chacune parmi au moins trois paires de signaux d’entrée ;
- formation d’'une deuxieme estimation U, a partir de chacun parmi au moins trois signaux d’entrée ;

- comparaison de la polarité et de 'amplitude d’une premiére et d’'une deuxiéme estimation U, U, avec une
limite supérieure UT et une limite inférieure LT ;

- génération d’un signal composite X, dans laquelle la polarité et 'amplitude du signal composite X dépendent
du résultat de la comparaison ; et

- utilisation du signal composite X généré pour produire un signal de sortie avec un ratio signal/bruit (SNR)
amélioré.

Procédé selon la revendication 1, dans lequel la premiere estimation U, est un signal différentiel U et la deuxiéme
estimation U, est un signal moyen U formé a l'aide d'un filtre de moyenne mobile pondérée.

Procédé selon la revendication 1, dans lequel la limite inférieure LT et la limite supérieure UT sont asymétriques
autour de la ligne de base des signaux d’électrocardiogramme (ECG) mesurés et/ou peuvent étre prédéfinis par
un utilisateur et/ou ajustés automatiquement sur la base de la moyenne mobile des crétes des amplitudes absolues
de complexes QRS mesurés précédemment, détectés dans les signaux d’électrocardiogramme (ECG) mesurés
précédemment.

Procédé selon la revendication 1, dans lequel un signal composite X = 0 est généré si la premiére estimation U,
correspondante est inférieure a la limite inférieure LT et si la deuxiéme estimation U, correspondante est supérieure
a la limite supérieure UT, ou si la premiére estimation U, correspondante est supérieure a la limite supérieure UT
et si la deuxiéme estimation U, correspondante est inférieure a la limite inférieure LT.

Procédé selon la revendication 1, dans lequel, si une premiere et une deuxieme estimations U,, U, sont toutes
deux supérieures ou égales a la limite inférieure LT et toutes deux inférieures ou égales a la limite supérieure LT,
un signal composite X = U, correspondant sera généré si la valeur absolue de la deuxiéme estimation U, corres-
pondante est supérieure a la valeur absolue de la premiére estimation U, correspondante, ou un signal composite
X =U, correspondant sera généré si la valeur absolue de la premiére estimation U, correspondante est supérieure
ou égale a la valeur absolue de la deuxiéme estimation U, correspondante.

Procédé selon la revendication 1, dans lequel un signal composite X égal a la moyenne arithmétique d’une premiére
et d’'une deuxieme estimation U, U, correspondantes est généré si la deuxieme estimation U, correspondante est
supérieure ou égale a la limite inférieure LT et inférieure ou égale a la limite supérieure UT, tandis que la premiéere
estimation U correspondante est soit supérieure a la limite supérieure UT soit inférieure a la limite inférieure LT,
ou si une premiére estimation U, correspondante est supérieure ou égale a la limite inférieure LT et inférieure ou
égale a la limite supérieure UT, tandis que la deuxiéme estimation U, correspondante est soit supérieure a la limite
supérieure UT soit inférieure a la limite inférieure LT.

Procédé selon la revendication 1, dans lequel, si une premiére et une deuxiéme estimations U4, U, sont toutes
deux supérieures a la limite supérieure UT ou toutes deux inférieures a la limite inférieure LT, un signal composite
X =U, correspondant sera généré, sila valeur absolue de la deuxiéme estimation U, correspondante est supérieure
a la valeur absolue de la premiére estimation U, correspondante, ou un signal composite X = U; correspondant
sera généré si la valeur absolue de la premiere estimation U, correspondante est supérieure ou égale a la valeur
absolue de la deuxieme estimation U, correspondante.

Dispositif cardiaque (100) destiné a étre utilisé pour détecter des battements de coeur, auquel peuvent reliées au
moins trois électrodes de détection externes (20), pour fournir au moins trois signaux d’entrée analogiques de

tension, le dispositif cardiaque comprenant :

- une unité de détection d’électrocardiogramme (ECG) (97) destiné a étre utilisée dans la production de signaux
numériques a partir des signaux d’entrée analogiques de tension ; comprenant :

un multiplexeur (90) ; et
une pluralité d’unités de traitement de signaux (95) ;
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- un contréleur comportant des composants interconnectés, y compris un microprocesseur programmable (80),
une batterie (70), une mémoire (60), une horloge systéme (50), la batterie (70) fournissant de I'énergie au
dispositif cardiaque (100) ; et

-une autre unité de traitement (8 1) désignée pour exécuter le procédé selon 'une quelconque des revendications
précédentes.

Dispositif cardiaque (100) selon la revendication 8, le dispositif cardiaque (100) comprenant une téte arrondie (99)
avec une longueur d4 et une queue arrondie (98) avec une longueur d,, d4 étant supérieure a d,.

Dispositif cardiaque (100) selon la revendication 9, dans lequel d, et d, suivent I'équation (d4+d,)/d,~d,/d4 et ou
dy/d~(1+5)/2~1,6.

Dispositif cardiaque (100) selon la revendication 8, dans lequel le dispositif cardiaque (100) présente une géométrie
asymétrique et ressemble a une forme en spirale, dans lequel le contour inférieur du dispositif cardiaque (100)
présente une forme semblable a la spirale de Fibonacci, tandis que le contour supérieur du dispositif cardiaque
(100) suit une forme en spirale arrondie au niveau de la téte (99) et de la queue (98) du dispositif cardiaque (100).

Dispositif cardiaque (100) selon la revendication 11, dans lequel les au moins trois électrodes de détection externes
(20) sont respectivement placées dans le haut de la téte (99) du dispositif cardiaque (100), dans le bas du dispositif
cardiaque (100) et a I'extrémité de la queue (98) du dispositif cardiaque (100).

Dispositif cardiaque (100) selon la revendication 8, dans lequel le dispositif cardiaque (100) présente une forme
ovale ovoide symétrique a une premiére ligne médiane C1, la téte (99) du dispositif cardiaque (100) étant plus large
que la queue (98) du dispositif cardiaque (100).

Dispositif cardiaque (100) selon la revendication 13, dans lequel le dispositif cardiaque (100) comprend au moins
quatre électrodes de détection externes (20), dans lequel deux des électrodes de détection externes (20) sont
respectivement placées a une distance maximale possible I'une de l'autre, dans la queue (98) et la téte (99) du
dispositif cardiaque (100), au niveau des points d’intersection de la premiéere ligne médiane C1 avec la circonférence
du dispositif cardiaque (100), dans lequel les deux autres parmi les électrodes de détection externes (20) sont
placées dans le haut et le bas du dispositif cardiaque (100), positionnées au niveau des points d’intersection d’'une
ligne L1 avecla circonférence du dispositif cardiaque (100), la ligne L1 étant orthogonale a la premiére ligne médiane
C1, traversant de préférence le centre de gravité du dispositif cardiaque (100).
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