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A system for determining physiological characteristics.
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NON-INVASIVE MONITORING OF
PHYSIOLOGICAL MEASUREMENTS IN A
DISTRIBUTED HEALTH CARE
ENVIRONMENT

1. CROSS-REFERENCE TO RELATED
APPLICATIONS

[0001] The present application is a continuation-in-part of
U.S. utility patent application Ser. No. 12/108,177, filed on
Apr. 23, 2008, which claimed the benefit of the filing date of
U.S. provisional patent application Ser. No. 60/927,023, filed
on Apr. 30, 2007, the disclosures of which are incorporated
herein by reference.

2. BACKGROUND

[0002] This disclosure relates to systems for determining
physiological characteristics.

BRIEF DESCRIPTION OF THE DRAWINGS

[0003] FIG. 1 is a schematic illustration of an exemplary
embodiment of a system for determining physiological char-
acteristics.

[0004] FIG. 2 is a schematic illustration of an exemplary
embodiment of the sensor and transmitter of the system of
FIG. 1.

[0005] FIG. 3 is a schematic illustration of an exemplary
embodiment of the ECG sensor of the sensor and transmitter
of FIG. 2.

[0006] FIG. 4 is a schematic illustration of an exemplary
embodiment of the bioimpedance sensor of the sensor and
transmitter of FIG. 2.

[0007] FIG. 5 is a schematic illustration of an exemplary
embodiment of the plethsymography sensor of the sensor and
transmitter of FIG. 2.

[0008] FIG. 6 is a schematic illustration of an exemplary
embodiment of the memory of the sensor and transmitter of
FIG. 2.

[0009] FIG. 6a is a schematic illustration of an exemplary
embodiment of the calculated parameters of the memory of
FIG. 6.

[0010] FIG. 7 is a schematic illustration of an exemplary
embodiment of the communication interface of the sensor
and transmitter of FIG. 2.

[0011] FIG. 81s a front view ofthe sensor and transmitter of
FIG. 2.

[0012] FIG.9isafront view ofthe sensor and transmitter of
FIG. 2.

[0013] FIG. 10 is a side view of the sensor and transmitter
of FIG. 2.

[0014] FIG. 11 is a schematic illustration of an exemplary

embodiment of the host of the system of FIG. 1.

[0015] FIG. 12 is a schematic illustration of an exemplary
embodiment of the memory of the host of FIG. 11.

[0016] FIG. 13 is a schematic illustration of an exemplary
embodiment of the patient records of the memory of FIG. 12.
[0017] FIGS. 14a and 144 are flow chart illustrations of an
exemplary embodiment of a method for determining physi-
ological characteristics.

[0018] FIG. 15 is a flow chart illustration of an exemplary
embodiment of a method for determining blood flow.

[0019] FIG. 16 is a flow chart illustration of an exemplary
embodiment of a method for determining personal norms for
physiological characteristics.
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[0020] FIG. 17 is a graphical illustration of exemplary
experimental results in a clinical trial.

[0021] FIG. 18 is a graphical illustration of exemplary
experimental results in a clinical trial.

[0022] FIG. 19 is a graphical illustration of exemplary
experimental results in a clinical trial.

[0023] FIG. 20 is a perspective view of an alternative
embodiment of the sensor and transmitter of FIG. 2.

[0024] FIG.211is atop view of the sensor and transmitter of
FIG. 20.

[0025] FIG.22is arear view ofthe sensor and transmitter of
FIG. 20.

[0026] FIG. 23 is a side view of the sensor and transmitter
of FIG. 20.

[0027] FIG. 24 is a perspective view of an alternative

embodiment of the sensor and transmitter of FIG. 2.

[0028] FIG. 25 is a perspective view of an alternative
embodiment of the sensor and transmitter of FIG. 2.

[0029] FIG. 26 is a schematic illustration of an embodiment
of the user interface that may be used in the sensors and
transmitters of FIGS. 1-25.

DETAILED DESCRIPTION

[0030] In the drawings and description that follows, like
parts are marked throughout the specification and drawings
with the same reference numerals, respectively. The drawings
are not necessarily to scale. Certain features of the invention
may be shown exaggerated in scale or in somewhat schematic
form and some details of conventional elements may not be
shown in the interest of clarity and conciseness. The present
invention is susceptible to embodiments of different forms.
Specific embodiments are described in detail and are shown
in the drawings, with the understanding that the present dis-
closure is to be considered an exemplification of the prin-
ciples of the invention, and is not intended to limit the inven-
tion to that illustrated and described herein. It is to be fully
recognized that the different teachings of the embodiments
discussed below may be employed separately or in any suit-
able combination to produce desired results. The various
characteristics mentioned above, as well as other features and
characteristics described in more detail below, will be readily
apparent to those skilled in the art upon reading the following
detailed description of the embodiments, and by referring to
the accompanying drawings.

[0031] Referring initially to FIGS. 1-13, an exemplary
embodiment of a system 100 for determining physiological
characteristics includes one or more sensor and transmitter
devices 102 that are operably coupled to a host 104 by a
network 106. In an exemplary embodiment, one or more thin
clients 108 are also operably coupled to the device 102 and
host 104 by the network 106. In an exemplary embodiment,
the network 106 in a conventional commercially available
network and may, for example, include the Internet.

[0032] Asillustrated in FIG. 2, an exemplary embodiment,
of the device 102 includes an electrocardiogram (“ECG”)
sensor 102a, a bioimpedance sensor 1025, and a plethsymog-
raphy (“PLETH”) sensor 102¢ that are operably coupled to a
controller 1024. In an exemplary embodiment, the ECG sen-
sor 102a is adapted to obtain an ECG signal from a user of the
device 102, the bioimpedance sensor 1024 is adapted to
obtain a bioimpedance signal from a user of the device, and
the PLETH sensor 102¢ is adapted to obtain a PLETH signal
from a user of the device.
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[0033] A controller 1024 is operably coupled to the ECG
sensor 102a, the bioimpedance sensor 1025, and the PLETH
sensor 102¢ for monitoring and controlling the operation of
the ECG sensor, the bioimpedance sensor, and the PLETH
sensor. In an exemplary embodiment, the controller 1024 may
include a conventional commercially available controller
such as, for example, a computer processor.

[0034] A power supply 102¢, a memory 102, a communi-
cation interface 102g, a user interface 1024, a display 102,
and a personal norm engine 1027 are operably coupled to the
controller 102d.

[0035] In an exemplary embodiment, the power supply
102e is a conventional power supply.

[0036] Inanexemplary embodiment, the memory 102f1s a
conventional memory device such as, for example, a flash
memory device.

[0037] In an exemplary embodiment, the communication
interface 102g is a conventional communication interface
device adapted to permit communications between the device
102 and the network 106.

[0038] In an exemplary embodiment, the user interface
1027 is a conventional user interface that is adapted to permit
a user to interface with the device 102,

[0039] In an exemplary embodiment, the display 102/ is a
conventional display device.

[0040] In an exemplary embodiment, the personal norm
engine 102; is adapted to process the ECG signals obtained by
the ECG sensor 1024, the bioimpedance signal obtained by
the bioimpedance sensor 1025, and/or the PLETH signal
obtained by the PLETH sensor 102¢ to calculate one or more
personal norm values that are representative of one or more
normative physiological characteristics of a corresponding
user of the device 102. In an exemplary embodiment, the
normative physiological characteristics of a corresponding
user of the device 102 include one or more of the following:
a) systolic time interval; b) peak to peak variation in ECG; ¢)
QRS length in ECG; d) pulse wave duration in PLETH; and €)
bioimpedance.

[0041] As illustrated in FIG. 3, in an exemplary embodi-
ment, the ECG sensor 102« includes ECG contacts, 102aa
and 102ab, that are operably coupled to a controller 102ac. In
an exemplary embodiment, the controller 102ac is operably
coupled to a communication interface 102ad for communi-
cating with the controller 1024 of the device 102. In an exem-
plary embodiment, the ECG contacts, 102aa and 102ab, and
the controller 102ac are conventional and are adapted to
obtain ECG signals from a user of the device 102 in a con-
ventional manner.

[0042] As illustrated in FIG. 4, in an exemplary embodi-
ment, the bioimpedance sensor 1025 includes bioimpedance
contacts, 102ba and 102bb, that are operably coupled to a
controller 102bc¢. In an exemplary embodiment, the controller
102bc¢ is operably coupled to a communication interface
102bd for communicating with the controller 1024 of the
device 102. In an exemplary embodiment, the bioimpedance
contacts, 102ba and 102bb, and the controller 102b¢ are
conventional and are adapted to obtain bioimpedance signals
from a user of the device 102 in a conventional manner.
[0043] As illustrated in FIG. 5, in an exemplary embodi-
ment, the PLETH sensor 102¢ includes an infrared (“IR”)
transmitter 102ca, an IR receiver 102¢h, and a controller
102¢c operably coupled to the IR transmitter and IR receiver.
A low pass filter 102¢d, a digital signal processor (“DSP”)
102ce, and an A/D converter 102¢f are also operably coupled
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to the controller 102¢c. In an exemplary embodiment, the
controller 102¢c is further operably coupled to a communi-
cation interface 102¢f for communicating with the controller
1024 of the device 102. In an exemplary embodiment, the IR
transmitter 102¢a is adapted to transmit IR waves out of the
device 102 and reflect the IR waves off of a user of the device.
The reflected TR waves are then detected by the IR receiver
102¢b and processed by the controller 102 cc, low pass filter
102¢cd, DSP 102ce, and A/D converter 102¢f to generate
PLETH signals.

[0044] As illustrated in FIGS. 6 and 6a, in an exemplary
embodiment, the memory 102/ includes one or more data
records representative of raw data 102fa, calculated param-
eters 1025, biographical information related to the raw data
and calculated parameters 102fc, patient identifier 102/d, and
personal norm parameters 102fe. In an exemplary embodi-
ment, the raw data 102fa includes data such as ECG signals,
bioimpedance signals, and PLETH signals. In an exemplary
embodiment, the calculated parameters 102/b include the
systolic time interval 102/ba; the peak to peak variation in
ECG 102/bd; the QRS length in ECG 102/bc¢; the pulse wave
duration in PLETH 102/5d; and the bioimpedance 102/be. In
an exemplary embodiment, the biographical information
related to the raw data and calculated parameters 102fc
include information such as the date and time of the associ-
ated raw data and/or calculated parameters. In an exemplary
embodiment, the patient identifier 1027 includes a unique
identification code associated with a user of the device 102. In
an exemplary embodiment, the personal norm parameters
102fe include one or more normative parameters derived from
the raw data and/or calculated parameters that are reflective of
average parameter values for a specific user of the device 102.
[0045] As illustrated in FIG. 7, in an exemplary embodi-
ment, the communication interface 102g of the device 102
includes a conventional Bluetooth communication module
102ga, a conventional WIFT communication module 102gb, a
conventional Internet communication module 102gc, and a
conventional Ethernet communication module 102gd to pet-
mit communication between the device 102 and the network
106.

[0046] As illustrated in FIGS. 8-10, the device 102 is
housed within and supported by a housing 800 that includes
apertures, 800a and 8005, for the ECG contacts, 102aa and
102ab, respectively, anaperture 800¢ for the display 1024, one
or more apertures 800d for the user interface 102/, on a front
side of the housing, apertures, 800e and 800/, for the bio-
impedance contacts, 102ba and 1026b, on a rear side of the
housing, and apertures, 800g and 8007, that permit pairs of IR
transmitters and receivers, 102ca and 102¢b, positioned at
each aperture, to transmit and receive IR signals.

[0047] In an exemplary embodiment, during the operation
ofthe device 102, in order to obtain an ECG signal from a user
of the device, the user grasps one of the ECG contacts, 102aa
and 102ab, in each hand. In an exemplary embodiment, dut-
ing the operation of the device 102, in order to obtain a
bioimpedance signal from a user of the device, the user grasps
one of the bioimpedance contacts, 102ba and 10255, in each
hand. In an exemplary embodiment, during the operation of
the device 102, in order to obtaina PLETH signal from a user
of the device, the user positions a fingertip proximate one of
the apertures, 800g and 8007, that permit pairs of IR trans-
mitters and receivers, 102ca and 102¢b, positioned at each of
these apertures to transmit IR signals and receive IR signals
reflected by a user of the device.
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[0048] As illustrated in FIG. 11, in an exemplary embodi-
ment, the host 104 includes a controller 1044 that is operably
coupled to a database 1045, a personal norm engine 104¢, and
a communication interface 1044. In an exemplary embodi-
ment, the controller 1044 is a conventional programmable
control device. In an exemplary embodiment, the database
1045 includes one or more records representative of one or
more physiological characteristics of one or more corre-
sponding users of one or more device 102. In an exemplary
embodiment, the personal norm engine 104c¢ is adapted to
process one or more of the records in the database 1045 to
generate one or more normative physiological parameters
corresponding to particular users of one or more of the
devices 102. In an exemplary embodiment, the communica-
tion interface 104d is a conventional communication inter-
face that is adapted to permit communication between the
host 104 and the network 106.

[0049] As illustrated in FIGS. 12 and 13, in an exemplary
embodiment, the database 1045 includes patient records
104bai, where i ranges from 1 to N. In an exemplary embodi-
ment, the patient records 104bai include data records repre-
sentative of the systolic time interval 102bail; the peak to
peak variation in ECG 102bai2; the QRS length in ECG
102bai3; the pulse wave duration in PLETH 1022ai4; the
bioimpedance 1025bai5, one or more personal normative val-
ues 1045ai6, and a unique patient identifier 1045ai7. In an
exemplary embodiment, the personal normative values
104bai6 associated with the unique patient identifier 104bai7
include average values of one or more of the systolic time
interval 102bail; the peak to peak variation in ECG 102bai2;
the QRS length in ECG 102b4i3; the pulse wave duration in
PLETH 1025ai4; the bioimpedance 1025ai5 which may, for
example, include an overall average, a running average, and a
trend line associated with one or more running averages.

[0050] In an exemplary embodiment, during the operation
of the system 100, the system 100 implements a method 1400
of measuring one or more physiological characteristics in
which, in 1402, a user of the device 102 may elect to take a
physiological measurement by operating the user interface
1027 of the device. If the user of the device 102 elects to take
a measurement, then the user may then position the device to
take the measurement in 1404.

[0051] In an exemplary embodiment, in 1404, during the
operation of the device 102, in order to obtain an ECG signal
from a user of the device, the user grasps one of the ECG
contacts, 102aa and 102ab, in each hand. In an exemplary
embodiment, in 1404, during the operation of the device 102,
in order to obtain a bioimpedance signal from a user of the
device, the user grasps one of the bioimpedance contacts,
102ba and 102bb, in each hand. In an exemplary embodi-
ment, in 1404, during the operation of the device 102, in order
to obtain a PLETH signal from a user of the device, the user
positions a fingertip proximate one of the apertures, 800g and
800/, that permit pairs of IR transmitters and receivers, 102ca
and 102¢b, positioned at each of these apertures to transmit IR
signals and receive IR signals reflected by a user of the device.
[0052] Ifthe user has positioned the device in 1406 in order
to take a measurement, then, in 1408, the device 1408 obtains
the selected physiological signal in 1408. In an exemplary
embodiment, the selected physiological signal may include
an ECG signal, a bioimpedance signal, or a PLETH signal. In
an exemplary embodiment, in 1408, a user may of the device
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102 may initiate the obtaining of the selected physiological
signal by, for example, depressing a push button provided on
the user interface 102/

[0053] Inanexemplary embodiment, the physiological sig-
nal obtained in 1408 is then stored in 1408 in the memory 102/
in one or more of the raw data records 102fa in the memory of
the device 102.

[0054] In an exemplary embodiment, the signal stored in
the memory 102fof the device is then processed to generate a
parameter representative of a physiological characteristic in
1412. In an exemplary embodiment, the parameter generated
in 1412 may include the systolic time interval, the peak to
peak variation in ECG, the QRS length in ECG, the pulse
wave duration in PLETH, and/or the bioimpedance.

[0055] In an exemplary embodiment, the parameter calcu-
lated in 1412 is then stored in 1414 in the memory 102/in one
or more of the data records 102/b in the memory of the device
102.

[0056] In an exemplary embodiment, one or more of the
parameters generated and stored in 1412 and 1414 are then
processed to generate one or more personal normative values
for the user of the device 102 in 1416. In an exemplary
embodiment, the personal normative values may include
average values for the parameters that may, for example,
include overall average values, running average values, trends
in overall averages, trends in running averages, and/or devia-
tions 1n individual or trend values from other average an/or
trend values.

[0057] In an exemplary embodiment, the personal norma-
tive values generated in 1416 are then stored in the memory
102/ of the device 102 in one or more of the personal norma-
tive value data records 102fe in 1418.

[0058] In an exemplary embodiment, in 1420, one or more
of the data records representative of raw data 102fa, calcu-
lated parameters 102/5, biographical information related to
the raw data and calculated parameters 102fc, patient identi-
fier 102/d, and personal norm parameters 102fe may be trans-
mitted to the host 104 by the device 102.

[0059] In an exemplary embodiment, during operation of
the system 100, the system implements a method 1500 of
calculating a parameter representative of blood flow within a
user of one of the devices 102 by, in 1502, transmitting an IR
signal from the IR transmitter 102ca of the device onto the
skin surface of the user of the device. In 1504, the IR signal
reflected by the skin surface of the user of the device 102 is
received by the IR receiver 102¢b of the device.

[0060] Inanexemplary embodiment, the IR signal received
in 1504 is then filtered in 1506 using the low pass filter 102¢cd
of the device 102 in 1506.

[0061] In an exemplary embodiment, the low pass filtered
IR signal is then digitally sampled and processed in 1508 by
the DSP 102¢e and the A/D converter 102¢f of the device 102
in 1508. In an exemplary embodiment, in 1508, the low pass
filtered IR signals is processed by the A/D converter 102¢f
prior to being processed by the DSP 102ce of the device 102.
[0062] Inanexemplary embodiment, the digitally sampled
IR signal is then processed in a conventional manner in 1510
to determine the parameter representative of blood flow
within the user of the device 102 in 1510.

[0063] In an exemplary embodiment, as illustrated in FIG.
16, during the operation of the system 100, the system imple-
ments a method 1600 of determining if a personal normative
value is indicative of a need for further medical evaluation in
which, in 1602, normative data associated with a particular



US 2009/0318778 Al

user is retrieved. In an exemplary embodiment, in 1602, the
personal normative data associated with a particular user may
be retrieved from the memory 102/ of one or more of the
devices 102 and/or the database 1045 of the host 104. In an
exemplary embodiment, the personal normative data may
include personal normative data associated with one or more
of the following: systolic time interval, the peak to peak
variation in ECG, the QRS length in ECG, the pulse wave
duration in PLETH, and/or the bioimpedance.

[0064] In an exemplary embodiment, in 1604, the running
average of one or more of the retrieved personal normative
data is calculated.

[0065] In an exemplary embodiment, in 1606, a trend
analysis of the running average calculated in 1604 is pro-
vided.

[0066] Inanexemplary embodiment, in 1608, if the trend of
the moving average indicates a need for further medical
evaluation, then an alarm is generated in 1610 which may, for
example, include a visual alarm, an audible alarm, or an email
alert.

[0067] Inseveral exemplary embodiment, the method 1600
may be implemented in whole or in part by the device 102, the
host 104 or the thin client 108.

[0068] In an exemplary clinical trial, as illustrated in FIG.
17, patient data was obtained from a number of patients in the
clinical trial that indicated a predictive relationship 1702
between systolic time interval in ECG and cardiac output.
Thus, a measurement of the systolic time interval in ECG
using the system 100 of the present exemplary embodiments
will provide an effective non-invasive proxy of also determin-
ing the cardiac output of a user of the system. This was an
unexpected result of the clinical trial.

[0069] In an exemplary clinical trial, as illustrated in FIG.
18, patient data was obtained from a number of patients in the
clinical trial that indicated a predictive relationship 1802
between peak to peak variation in ECG and cardiac output.
Thus, a measurement of the peak to peak variation in ECG
using the system 100 of the present exemplary embodiments
will provide an effective non-invasive proxy of also determin-
ing the cardiac output of a user of the system. This was an
unexpected result of the clinical trial.

[0070] In an exemplary clinical trial, as illustrated in FIG.
19, the patient data of the clinical trials illustrated and
described above with reference to FIGS. 17 and 18, was
further processed by performing a multiple linear regression
of the combined predictive powers of the predictive relation-
ships, 1702 and 1802. As illustrated in FIG. 19, the residuals
of the multiple linear regression performed indicates a strong
correlation between the multiple linear regression of the com-
bined predictive powers of the predicative relationships, 1702
and 1802, and the cardiac output of the patients. This was an
unexpected result of the clinical trial.

[0071] In an exemplary embodiment, during the operation
of the system 100, the systolic time interval is generated in a
conventional manner by processing the ECG and PLETH
signals obtained by the device 102.

[0072] In an exemplary embodiment, the processing of the
digitally sampled IR signal to determine the parameter rep-
resentative of blood flow within the user of the device in 1510
is provided using the Beer-Lambert Law.

[0073] In an exemplary embodiment, in 1604, the calcula-
tion of the running average of one or more of the retrieved
personal normative data includes an analysis of diurnal varia-
tion of the retrieved personal normative data.
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[0074] In an exemplary embodiment, in 1606, a trend
analysis of the running average calculated in 1604 is pro-
vided.

[0075] Inanexemplary embodiment, in 1608, if the trend of
the moving average indicates a need for further medical
evaluation, including, for example, information gap analysis
and/or other mathematical analysis, then an alarm is gener-
ated in 1610 which may, for example, include a visual alarm,
an audible alarm, or an email alert.

[0076] In an exemplary embodiment, if the value of any of
the parameters generated by the system 100 indicate a need
for further medical evaluation, including, for example, infor-
mation gap analysis and/or other mathematical analysis, then
an alarm may be generated which may, for example, include
a visual alarm, an audible alarm, or an email alert.

[0077] In an exemplary embodiment, the parameters pro-
vided by the system 100 may also be used as predictors of
cardiac decompensation which is typically the chief cause of
mortality for patients with heart failure. In addition, the
parameters provided by the system 100 may also be used as
predictors of autonomic control, vascular compliance, fluid
retention, and myocardial performance.

[0078] In several exemplary embodiments, the elements
and operations of the exemplary embodiments may be pro-
vided by one or more devices 102, hosts 104, or distributed
between and among the devices and hosts.

[0079] Referring now to FIGS. 20-23, an exemplary
embodiment of a sensor and transmitter device 2000 foruse in
the system 100 is substantially identical to the sensor and
transmitter 200 except as described below.

[0080] The device 2000 includes right arm fingers (“RAF”)
electrodes 2002, right arm palm (“RAP”) electrodes 2004,
left arm fingers (“LAF”) electrodes 2006, left arm palm
(“LAP”) electrodes 2008, right leg heel (“RLH”) electrodes
2010, right leg toes (“RLT”) electrodes 2012, left leg heel
(“LLH”) electrodes 2014, and left leg toes (“LLT”) electrodes
2016.

[0081] The RAF and RAP electrodes, 2002 and 2004, are
housed within a right handle 2018 and the LAF and LAP
electrodes, 2006 and 2008, are housed within a left handle
2020. The interior ends of the right and left handles, 2018 and
2020, are connected to a housing 2022 that includes the
display 102:. In an exemplary embodiment, the housing 2022
further houses one or more additional elements of the device
2000 such as, for example, the ECG sensor 102a, the bio-
impedance sensor 1025, the plethsymography sensor 102¢,
the controller 1024, the power supply 102¢, the memory 102/,
the communication interface 102g, the user interface 1024,
and the personal norm engine.

[0082] A lower end of the housing 2022 is connected to an
upper end of a vertical support 2024 and a lower end of the
vertical support is connected to a housing 2026. In this man-
ner, the RAF and RAP electrodes, 2002 and 2004, the right
handle 2018, the LAF and LAP electrodes, 2006 and 2008,
and the left handle 2020 are supported above the housing
2026. The RLH electrodes 2010 and the RLT electrodes 2012
are mounted on the right side of the housing 2026 and the
LLH electrodes 2014, and the LLT electrodes 2016 are
mounted on the left side of the housing 2026.

[0083] In an exemplary embodiment, during operation of
the device 2000, a user stands on the top surface of the
housing 2026 with the user’s right and left feet positioned on
the RLH electrodes 2010 and the RLT electrodes 2012 and the
LLH electrodes 2014 and the LLT electrodes 2016, respec-
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tively. In an exemplary embodiment, during operation of the
device 2000, the user may also grasp the RAF and RAP
electrodes, 2002 and 2004, using the right handle 2018, and
the LAF and LAP electrodes, 2006 and 2008, using the left
handle 2020. In this manner, in an exemplary embodiment,
the device 2000 may use one or more of the electrodes to
obtain one or more signals representative of physiogical mea-
surements from the user to calculate one or more physiogical
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reference impedance of 1K. The voltages at the LAP elec-
trode 2008, the RLH electrode 2010, and the RLT electrode
2012 are then measured and the impedance is calculated at
each electrode. The overall bio-impedance Z of the user may
then be calculated as follows:

Z:me* (ZrarZrie) Zrir

measurements for the user using one or more conventional Where:

methods and/or one or more exemplary methods as disclosed

herein platy [0092] Z, refers to Impedance;

[0084] In an exemplary embodiment, during operation of [0093]  Z,,p refers to L?ﬂ Arm Palm Impedance;

the device 2000, the device uses the following electrodes [0094]  Zg,  refers to Right Leg Heel Impedance; and

during the following modes of operation: [0095] 7, refers to Right Leg Toe Impedance.
LAF LAP RAF RAP LLT LLH RLH RLT

Mode electrode  electrode electrode  electrode  electrode  electrode  electrode  electrode

ECG + - AGND

LEADI (driven)

ECG AGND - + AGND

LEADII (driven)

ECG - AGND + AGND

LEAD III (driven)

CARDIAC OUTPUT  AC SIG SIG SIG/AGND

left arm (“LA™)

to right leg (“RL”)

Cardiac Output AC SIG SIG SIG/AGND

right arm (“RA™)

to left leg (“LL™)

Bio- AC SIG SIG SIG/AGND

impedance

Where:

+ refers to a positive electrode;

- refers to a negative electrode;

AGND refers to ground;

AC refers to alternative current source;

SIG refers to SIGNAL; and

SIG/AGND refers to GROUND.

[0085] In an exemplary embodiment, the device 2000 may [0096] In an exemplary embodiment, the device 2000 fur-

select any of the ECG operating modes: ECG lead 1, II or I1I
by determining which mode provides the most reliable elec-
trical connections.

[0086] In an exemplary embodiment, during the bio-im-
pedance mode of operation, using the device 2000, the LLT
electrode 2016 is driven with a 50 kHz alternative current
signal and the RLT electrode 2012 is connected to ground
through a resistance of 1K. The voltages at the LLH electrode
2014, the RLH electrode 2010, and the RLT electrode 2012
are then measured and the impedance is calculated at each
electrode. The overall bio-impedance Z of the user may then
be calculated as follows:

Z :Zref* Crrir-Zrea) Zror

Where:

[0087] Z, refers to Reference Impedance;

[0088] Z,,,, refers to Left Leg Heel Impedance;

[0089] 7, refers to Right Leg to Heel Impedance; and
[0090] Zg, ,refers to Right Leg to Toe Impedance.

[0091] In an exemplary embodiment, during the Cardiac

Output mode ofthe operation, the device 2000 drives the LAF
electrode 2006 with a 30 kHz alternating current signal and
the RLT electrode 2012 is connected to ground through a

ther includes a conventional weight measurement device
mounted in the housing 2026 for measuring the weight of the
user. Furthermore, in an exemplary embodiment, the weight
measurement device further includes a conventional body fat
analyzer.

[0097] In an exemplary embodiment, during the operation
of the device 2000, one or more of the measure physiological
parameters, such as the weight, body fat, ECG, and/or bio-
impedance of the user, may be displayed on the display 102i.

[0098] Referring now to FIG. 24, an exemplary embodi-
ment of a sensor and transmitter device 2400 for use in the
system 100 is substantially identical to the sensor and trans-
mitter 2000 except as described below.

[0099] The device 2400 includes the RLH electrodes 2010
and the RLT electrodes 2012 mounted on the right side of the
housing 2026 and the LLH electrodes 2014, and the LLT
electrodes 2016 mounted on the left side of the housing 2026.
The device 2400 includes a sensor and transmitter device
2402 that may be operably coupled to the housing 2026 by a
tether 2404. In an exemplary embodiment, the device 2402
may be substantially identical to the device 102.

[0100] In an exemplary embodiment, the operation of the
device 2400 incorporates the operations of the devices 200
and 2000. In an exemplary embodiment, the tether 2404 is
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removable and the device 2402 may operate independently of
the housing 2026. In an exemplary embodiment, the device
2402 may store all of the physiological parameters of the user
in memory. In this manner, the device 2402 may be detached
from the housing 2026 by disengaging the tether 2404 and the
device 2402 may then be taken into a health care provider’s
office and the stored physiological parameters may be down-
loaded using, for example, blue tooth communication proto-
col.

[0101] Referring now to FIG. 25, an exemplary embodi-
ment of a sensor and transmitter device 2500 for use in the
system 100 is substantially identical to the sensor and trans-
mitter 2400 except as described below. The device 2402 of the
device 2500 is operably coupled to the housing 2026 by a
conventional wireless connection.

[0102] Referring now to FIG. 26, in an exemplary embodi-
ment, the user interface 102/ of the device 102 includes a
conventional fingerprint sensor 102%a. In this manner, the
user of the device 102 may be reliably identified.

[0103] It is understood that variations may be made in the
above without departing from the scope of the invention. For
example, as one measure of autonomic control, the devices
102, 2000, 2400 and 2500 could be used as part of a reflex
detection system such as, for example, a lie detector. In addi-
tion, the system 100 could be used to help treat medical
disorders by using the bioimpedance parameter as a proxy for
fluid retention which may facilitate the treatment of edema.
Furthermore, the teachings of the present exemplary embodi-
ments may be extended to the determination of physiological
characteristics for human and/or animal subjects. Further,
spatial references are for the purpose of illustration only and
do notlimit the specific orientation or location of the structure
described above. In addition, one or more aspects of the
exemplary embodiments may be combined in whole or in part
with one or more aspects of the one or more of the other
exemplary embodiments. While specific embodiments have
been shown and described, modifications can be made by one
skilled in the art without departing from the spirit or teaching
of this invention. The embodiments as described are exem-
plary only and are not limiting. Many variations and modifi-
cations are possible and are within the scope of the invention.
Accordingly, the scope of protection is not limited to the
embodiments described, but is only limited by the claims that
follow, the scope of which shall include all equivalents of the
subject matter of the claims.

1. A system for determining one or more physiological
characteristics, comprising:

a communication network;

aremote sensor operably coupled to the network adapted to

sense and record one or more physiological characteris-
tics; and
a host computer operably coupled to the network for
receiving one or more of the physiological characteris-
tics sensed and recorded by the remote sensor;

wherein at least one of the remote sensor and host computer
are adapted to process the sensed and recorded physi-
ological characteristics to determine one or more corre-
sponding normative physiological parameters for a cor-
responding user of the remote sensor.

2. The system of claim 1, wherein the normative physi-
ological parameter comprises a proxy for cardiac output for a
corresponding user of the remote sensor.

3. The system of claim 1, wherein the remote sensor com-
prises:
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an ECG sensor;
a bioimpedance sensor; and
a plethsymography sensor.
4. The system of claim 1, wherein the remote sensor com-
prises:
amemory for storing one or more physiological character-
istics;
a communication interface for communicating with the
network; and
a personal norm engine for processing the sensed and
recorded physiological characteristics to determine one
or more corresponding normative physiological param-
eters for a corresponding user of the remote sensor.
5. The system of claim 4, wherein the memory comprises:
one or more data records representative of sensed physi-
ological characteristics;
one or more data records representative of physiological
parameters calculated from the sensed physiological
characteristics; and
one or more normative physiological parameters for a cor-
responding user of the remote sensor calculated from the
physiological parameters.
6. The system of claim 5, wherein the physiological param-
eters comprises:
asystolic time interval in an ECG signal and a plethsymog-
raphy signal;
a peak to peak variation in an ECG signal;
a QRS length in an ECG signal,
a pulse wave duration in a plethsymography signal; and
a bioimpedance value.
7. The system of claim 5, wherein the memory comprises:
one or more data records representative of biographical
information associated with the sensed physiological
characteristics; and
one or more data records representative of biographical
information associated with physiological parameters
calculated from the sensed physiological characteristics.
8. The system of claim 5, wherein the memory comprises:
one or more data records representative of patient identifi-
ers associated with the sensed physiological character-
istics; and
one or more data records representative of patient identifi-
ers associated with physiological parameters calculated
from the sensed physiological characteristics.
9. The system of claim 1, wherein the remote sensor com-
prises:
a plethsymography sensor comprising:
a controller;
an IR transmitter operably coupled to the controller for
transmitting IR signals;
an IR receiver operably coupled to the controller for receiv-
ing IR signals; and
a low pass filter operably coupled to the IR receiver for
filtering the received IR signals.
10. The system of claim 1, wherein the host computer
comprises:
amemory for storing one or more physiological character-
istics;
a communication interface for communicating with the
network; and
a personal norm engine for processing the sensed and
recorded physiological characteristics to determine one
or more corresponding normative physiological param-
eters for a corresponding user of the remote sensor.
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11. The system of claim 10, wherein the memory com-
prises:

one or more data records representative of sensed physi-

ological characteristics;

one or more data records representative of physiological

parameters calculated from the sensed physiological
characteristics; and

one or more normative physiological parameters for a cor-

responding user of the remote sensor calculated from the
physiological parameters.

12. The system of claim 11, wherein the physiological
parameters comprises:

a systolic time interval in an ECG signal;

apeak to peak variation in an ECG signal;

a QRS length in an ECG signal;

a pulse wave duration in a plethsymography signal; and

a bioimpedance value.

13. The system of claim 11, wherein the memory com-
prises:

one or more data records representative of biographical

information associated with the sensed physiological
characteristics; and

one or more data records representative of biographical

information associated with physiological parameters
calculated from the sensed physiological characteristics.

14. The system of claim 11, wherein the memory com-
prises:

one or more data records representative of patient identifi-

ers associated with the sensed physiological character-
istics; and

one or more data records representative of patient identifi-

ers associated with physiological parameters calculated
from the sensed physiological characteristics.

15. The system of claim 1, further comprising one or more
thin clients operably coupled to the network for remotely
accessing the host computer for accessing one or more of the
physiological characteristics and normative physiological
parameters for a corresponding user of the remote sensor.

16. The system of claim 15, wherein the normative physi-
ological parameter comprises a cardiac output for a corre-
sponding user of the remote sensor.

17. An apparatus for determining one or more physiologi-
cal characteristics, comprising:

a sensor adapted to sense and record one or more physi-

ological characteristics;

wherein the sensor is adapted to process the sensed and

recorded physiological characteristics to determine one
or more corresponding normative physiological param-
eters for a corresponding user of the remote sensor.

18. The apparatus of claim 17, wherein the normative
physiological parameter comprises a proxy for a cardiac out-
put for a corresponding user of the sensor.

19. The apparatus of claim 17, wherein the sensor com-
prises:

an ECG sensor;

a bioimpedance sensor; and

a plethsymography sensor.

20. The apparatus of claim 17, wherein the sensor com-
prises:

amemory for storing one or more physiological character-

istics;

a communication interface for communicating with the

network; and

Dec. 24, 2009

a personal norm engine for processing the sensed and
recorded physiological characteristics to determine one
or more corresponding normative physiological param-
eters for a corresponding user of the sensor.

21. The apparatus of claim 20, wherein the memory com-

prises:

one or more data records representative of sensed physi-
ological characteristics;

one or more data records representative of physiological
parameters calculated from the sensed physiological
characteristics; and

one or more normative physiological parameters for a cor-
responding user of the sensor calculated from the physi-
ological parameters.

22. The apparatus of claim 21, wherein the physiological

parameters coniprises:

asystolic time interval in an ECG signal and a plethsymog-
raphy signal;

a peak to peak variation in an ECG signal;

a QRS length in an ECG signal,;

a pulse wave duration in a plethsymography signal; and

a bioimpedance value.

23. The apparatus of claim 21, wherein the memory com-

prises:

one or more data records representative of biographical
information associated with the sensed physiological
characteristics; and

one or more data records representative of biographical
information associated with physiological parameters
calculated from the sensed physiological characteristics.

24. The apparatus of claim 21, wherein the memory com-

prises:

one or more data records representative of patient identifi-
ers associated with the sensed physiological character-
istics; and

one or more data records representative of patient identifi-
ers associated with physiological parameters calculated
from the sensed physiological characteristics.

25. The apparatus of claim 17, wherein the sensor com-

prises:

a plethsymography sensor comprising:

a controller;

an IR transmitter operably coupled to the controller for
transmitting IR signals;

an IR receiver operably coupled to the controller for receiv-
ing IR signals; and

a low pass filter operably coupled to the IR receiver for
filtering the received IR signals.

26. A method of determining one or more physiological

characteristics, comprising:

sensing and recording one or more physiological charac-
teristics at a remote location;

transmitting the remotely sensed and recorded physiologi-
cal characteristics to a host computer; and

processing the sensed and recorded physiological charac-
teristics to determine one or more corresponding norma-
tive physiological parameters for a corresponding user.

27. The method of claim 26, wherein the normative physi-

ological parameters comprise a proxy for a cardiac output for
a corresponding user of the remote sensor.

28. The method of claim 26, wherein the physiological

characteristics comprise:

an ECG signal;

a bioimpedance signal; and

a plethsymography signal.
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29. The method of claim 26, further comprising:

remotely storing one or more physiological characteristics;
and

remotely processing the sensed and recorded physiological
characteristics to determine one or more corresponding
normative physiological parameters for a corresponding
user of the remote sensor.

30. The method of claim 29, further comprising:

remotely storing one or more data records representative of
sensed physiological characteristics;

remotely storing one or more data records representative of
physiological parameters calculated from the sensed
physiological characteristics; and

remotely storing one or more normative physiological
parameters for a corresponding user of the remote sensor
calculated from the physiological parameters.

31. The method of claim 30, wherein the physiological

parameters comprise:

asystolic time interval in an ECG signal and a plethsymog-
raphy signal;

apeak to peak variation in an ECG signal;

a QRS length in an ECG signal;

a pulse wave duration in a plethsymography signal; and

a bioimpedance value.

32. The method of claim 30, further comprising:

remotely storing one or more data records representative of
biographical information associated with the sensed
physiological characteristics; and

remotely storing one or more data records representative of
biographical information associated with physiological
parameters calculated from the sensed physiological
characteristics.

33. The method of claim 30, further comprising:

remotely storing one or more data records representative of
patient identifiers associated with the sensed physiologi-
cal characteristics; and

remotely storing one or more data records representative of
patient identifiers associated with physiological param-
eters calculated from the sensed physiological charac-
teristics.

34. The method of claim 26, further comprising:

transmitting IR signals onto a user;

receiving IR signals reflected from the user; and

filtering the received IR signals using a low pass filter.

35. The method of claim 26, further comprising:

at the host computer, storing one or more physiological
characteristics transmitted to the host;

at the host computer, processing the physiological charac-
teristics to determine one or more corresponding norma-
tive physiological parameters for a corresponding
remote user.

36. The method of claim 35, further comprising:

at the host computer, storing one or more data records
representative of sensed physiological characteristics;

at the host computer, storing one or more data records
representative of physiological parameters calculated
from the sensed physiological characteristics; and

at the host computer, storing one or more normative physi-
ological parameters for a corresponding user calculated
from the physiological parameters.

37. The method of claim 36, wherein the physiological

parameters comprise:
a systolic time interval in an ECG signal;
apeak to peak variation in an ECG signal;
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a QRS length in an ECG signal,

a pulse wave duration in a plethsymography signal; and

a bioimpedance value.

38. The method of claim 36, further comprising:

at the host computer, storing one or more data records

representative of biographical information associated
with the sensed physiological characteristics; and

at the host computer, storing one or more data records

representative of biographical information associated
with physiological parameters calculated from the
sensed physiological characteristics.

39. The method of claim 36, further comprising:

at the host computer, storing one or more data records

representative of patient identifiers associated with the
sensed physiological characteristics; and

at the host computer, storing one or more data records

representative of patient identifiers associated with
physiological parameters calculated from the sensed
physiological characteristics.

40. The method of claim 36, further comprising permitting
one or more thin clients to remotely access the host computer
for accessing one or more of the physiological characteristics
and normative physiological parameters for a corresponding
user of the remote sensor.

41. The method of claim 26, wherein the normative physi-
ological parameter comprises a cardiac output for a corre-
sponding user.

42. The system of claim 1, wherein the remote sensor
comprises a first remote sensor comprising one or more elec-
trodes for engagement with the hands of a user and a second
remote sensor comprising one or more electrodes for engage-
ment with the feet of the user.

43. The system of claim 42, further comprising a vertical
support member for supporting the first remote sensor above
the second remote sensor.

44. The system of claim 42, wherein the first remote sensor
comprises a right arm finger electrode, a right arm palm
electrode, a left arm finger electrode and a left arm palm
electrode; and wherein the second remote sensor comprises a
left leg toes electrode, a left leg heel electrode, a right leg heel
electrode, and a right leg toes electrode.

45. The system of claim 42, wherein the second remote
sensor comprises a weight and a body fat sensor.

46. The system of claim 42, further comprising a flexible
and removable tether for coupling the first and second remote
Sensors.

47. The system of claim 42, further comprising a wireless
communication link for operably coupling the first and sec-
ond remote sensors.

48. The apparatus of claim 17, wherein the remote sensor
comprises a first remote sensor comprising one or more elec-
trodes for engagement with the hands of a user and a second
remote sensor comprising one or more electrodes for engage-
ment with the feet of the user.

49. The apparatus of claim 48, further comprising a vertical
support member for supporting the first remote sensor above
the second remote sensor.

50. The apparatus of claim 48, wherein the first remote
sensor comprises a right arm finger electrode, a right arm
palm electrode, a left arm finger electrode and a left arm palm
electrode; and wherein the second remote sensor comprises a
left leg toes electrode, a left leg heel electrode, a right leg heel
electrode, and a right leg toes electrode.
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51. The apparatus of claim 48, wherein the second remote
sensor comprises a weight and a body fat sensor.

52. The apparatus of claim 48, further comprising a flexible
and removable tether for coupling the first and second remote
SEensors.

53. The apparatus of claim 48, further comprising a wire-
less communication link for operably coupling the first and
second remote sensors.

54. The method of claim 26, wherein sensing one or more
physiological characteristics at a remote location comprises
sensing one or more of the physiological characteristics using
one or more first electrodes for engagement with the hands of
auserand one or more second electrodes for engagement with
the feet of the user.

55. The method of claim 54, further comprising supporting
the first electrodes above the second electrodes.
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56. The method of claim 54, wherein the first electrodes
comprises a right arm finger electrode, a right arm palm
electrode, a left arm finger electrode and a left arm palm
electrode; and wherein the second electrodes comprises a left
leg toes electrode, a left leg heel electrode, a right leg heel
electrode, and a right leg toes electrode.

57. The method of claim 54, wherein the physiological
characteristics comprise a weight and a body fat.

58. The method of claim 54, further comprising flexibly
and removably tethering the first and second electrodes
together.

59. The method of claim 54, further comprising operably
coupling the first and second electrodes using a wireless
communication link.
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