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(57) An apparatus for placement in a patient, com-
prising: an electronic device; a pressure-transducing
substance; and a hollow casing, comprising a wall, a por-
tion of which wall defines one or more holes therethrough,
inside which casing the electronic device and the pres-

sure-transducing substance are disposed, the casing be-
ing configured to facilitate flow of some of the pres-
sure-transducing substance out of the one or more holes
when the casing is being filled with the pressure-trans-
ducing substance.
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Description

CROSS-REFERENCES TO RELATED APPLICA-
TIONS

[0001] This application is a continuation-in-part of US
Patent Application 10/076,869, filed February 15, 2002,
entitled, "Low power consumption implantable pressure
sensor," which is a continuation-in-part of US Patent Ap-
plication 09/996,668, filed November 29, 2001, entitled,
"Pelvic disorder treatment device." This application
claims priority from US Provisional Patent Application
60/378,725, filed May 7, 2002, entitled, "Construction of
electronic medical device." All of these patent applica-
tions are assigned to the assignee of the present patent
application and are incorporated herein by reference.

FIELD OF THE INVENTION

[0002] The present invention relates generally to im-
plantable medical devices, and specifically to implanta-
ble pressure sensors.

BACKGROUND OF THE INVENTION

[0003] A significant effort has been underway for many
years to develop implantable medical devices for direct
measurement of physiological parameters of a patient
for both temporary and chronic use. Some prior art de-
vices cannot be implanted in the body due to their unde-
sirably large size, limited life span, or high power con-
sumption Challenges exist, for example, in developing
efficient commercial pressure transducers, capable of
being used in the body of a patient for direct measure-
ment of physiologic pressures such as urinary bladder,
abdominal, respiratory, cardiac, venous, arterial, amni-
otic, and cerebrospinal fluid pressures. Forexample, suit-
able implantable cardiac pressure sensors which have
very low power consumption for tracking the condition of
a heart failure patient are not available.

[0004] US Patents 6,248,083 to Smith etal., 5,969,591
to Fung, 5,566,680 to Urion et al., 5,522,266 to Nicholson
et al., 5,184,619 to Austin, 4,873,986 to Wallace, and
4,825,876 to Beard, which are incorporated herein by
reference, describe the use of piezoresistive elements
to facilitate pressure measurements for medical applica-
tions.

[0005] US Patent 4,407,296 to Anderson, which is in-
corporated herein by reference, describes a hermetical-
ly-sealed piezoresistive pressure transducer for implan-
tation in the body.

[0006] US Patent4,846,191 to Brockeway etal., which
is incorporated herein by reference, describes an im-
plantable device for chronic measurement of internal
body pressures. The device may include a piezoresistive
element.

[0007] US Patent 4,023,562 to Hynecek et al., which
is incorporated herein by reference, describes an im-
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plantable piezoresistive pressure transducer for monitor-
ing internal fluid or pneumatic pressures within the body.
[0008] US Patent 4,432,372 to Monroe, which is as-
signed to Medtronic, Inc. and is incorporated herein by
reference, describes apparatus for multiplexing the pow-
er and signal leads of an implantable piezoelectric pres-
sure transducer. A device built according to the descrip-
tion in the Monroe patent charges a capacitor located at
the pressure transducer site, and, subsequently, allows
the capacitor to discharge through a Wheatstone bridge.
The capacitor is a fundamental component of this device,
as it permits the time-sharing of power functions and
sensing functions into only two wires. Although not stated
in the Monroe patent, it is known that repeated charging
and discharging of capacitors is often associated with
significant heat dissipation, and, therefore, increased en-
ergy consumption.

[0009] US Patent 6,221,024 to Miesel, which is also
assigned to Medtronic, Inc. and is incorporated herein
by reference, describes a method for sealing oil-filled
pressure transducer modules for a chronically-implanta-
ble pressure sensor lead. The '024 patent states: "U.S.
Pat.No. 4,023,562 describes a pressure transducer com-
prising a piezoresistive bridge of four, orthogonally dis-
posed, semiconductor strain gauges formed interiorly on
a single crystal silicon diaphragm area of a silicon base.
A protective silicon cover is bonded to the base around
the periphery of the diaphragm area to form a sealed,
evacuated chamber. Deflection of the diaphragm due to
ambient pressure changes is detected by the changes
in resistance of the strain gauges. Because the change
in resistance is so small, a high current is required to
detect the voltage change due to the resistance change.
The high current requirements render the piezoresistive
bridge unsuitable for long term use with an implanted
power source. High gain amplifiers that are subject to
drift over time are also required to amplify the resistance-
related voltage change."

[0010] US Patent 5,564,434 to Halperin et al., which
is incorporated herein by reference, describes an endo-
cardial lead for implantation in a heart chamber. The lead
is able to sense pressure changes via capacitors, and
transmit information responsive to the pressure changes
to an internal or external medical device.

[0011] US Patent 5,330,505 to Cohen, which is incor-
porated herein by reference, describes implantable sen-
sors for sensing a variety of cardiac physiologic signals.
[0012] US Patent 6,238,423 to Bardy, which is incor-
porated herein by reference, describes apparatus for
treating chronic constipation, which includes an implant-
able pressure sensor for sensing tension in a wall of the
digestive system.

[0013] US Patent 6,240,316 to Richmond et al., which
is incorporated herein by reference, describes the use of
implanted pressure sensors in apparatus for treating
sleep apnea.

[0014] Measurement of pressure in the vicinity of the
bladder and lower abdominal region is an important ele-
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ment in devices and methods for treating and controlling
urinary incontinence. US Patent 6,135,945 to Sultan,
which is incorporated herein by reference, describes ap-
paratus for preventing urinary incontinence. The de-
scribed apparatus includes an implanted pressure sen-
sor for sensing intra-abdominal pressure. US Patent
4,571,749 to Fischell, which is incorporated herein by
reference, describes an artificial sphincter device whose
pressure can vary in response to changes in abdominal
or intravesical (bladder) pressure. US Patent 5,562,717
to Tippey etal., whichisincorporated herein by reference,
describes electrical stimulation treatment for inconti-
nence and other neuromuscular disorders, and includes
a pressure sensor for determining changes in pressure
in the vaginal or anal muscles.

[0015] PCT Patent Publication WO 00/19939 to Gross
et al., entitled "Control of urge incontinence," which is
assigned to the assignee of the present patent applica-
tion and incorporated herein by reference, describes a
device for treatment of urinary urge incontinence com-
prising a system in which imminent involuntary urine flow
is sensed, and appropriate nerves or muscles are stim-
ulated to inhibit the flow.

[0016] US Patent Publication WO 00/19940 to Gross
et al., entitled, "Incontinence treatment device," which is
assigned to the assignee of the present patent applica-
tion and incorporated herein by reference, describes a
device for treating urinary stress incontinence comprising
a system in which imminent involuntary urine flow is
sensed, and nerves or muscles are stimulated to inhibit
the flow.

[0017] In general, for implanted pressure sensors, is-
sues of size, durability, accuracy and, particularly, power
consumption are major considerations that must be ad-
dressed in order to ensure that the goals of the application
are achieved.

SUMMARY OF THE INVENTION

[0018] It is an object of some aspects of the present
invention to provide improved apparatus and methods
for reducing power consumption in a pressure sensor
implanted in the body of a patient.

[0019] It is also an object of some aspects of the
present invention to provide improved methods and ap-
paratus for reducing heat dissipationin a pressure sensor
implanted in the body of a patient.

[0020] It is a further object of some aspects of the
present invention to provide improved apparatus and
methods for increasing the useful lifetime of an implant-
able device.

[0021] Itis yet a further object of some aspects of the
present invention to provide improved methods for ena-
bling the coupling of MP35N wires and other materials
in lead wires to circuitry in an implantable device.
[0022] It is still a further object of some aspects of the
present invention to provide less-complicated methods
and apparatus for producing an implantable device.
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[0023] It is also an object of some aspects of the
present invention to provide improved methods and ap-
paratus for producing a low cost implantable device.
[0024] In preferred embodiments of the present inven-
tion, apparatus to achieve the above objects comprises
at least one implantable pressure-sensing device cou-
pled to a control unit. The sensing device is preferably
implanted in a patient’s body at a location chosen in ac-
cordance with the particular condition being treated or
diagnostic procedure being performed. Preferably, the
sensing device comprises an element characterized by
electrical resistance that varies as a function of the pres-
sure imposed upon it, typically a piezoresistive element.
The pressure measuring apparatus is preferably de-
signed such that the piezoresistive element of the sens-
ing device is integrated into a Wheatstone bridge elec-
trical circuit as one of the four resistors (typically adapting
techniques described in one or more of the references
cited hereinabove and incorporated herein by reference).
Alternatively, two or more of the resistors in the Wheat-
stone bridge include piezoresistive elements. The sens-
ing device operates by receiving a designated driving
signal from the control unit and, as a function of the pres-
sure upon it, undergoing a change in resistance that
causes a measurable variation in the voltage output of
the Wheatstone bridge. The driving signal includes a se-
ries of relatively short duration, low duty cycle pulses.
[0025] Consequently, in preferred embodiments of the
present invention, the actual time during which the ap-
paratus consumes power by driving current through the
Wheatstone bridge and taking measurements is signifi-
cantly less than the total time of operation of the appa-
ratus. In prior art implantable piezoresistive pressure
sensors, by contrast, a major shortcoming is high power
consumption, which limits usable lifetime and imposes
demanding requirements upon power supplies, such as
batteries.

[0026] Electrical leads forimplantable medical devices
are often composed of MP35N or platinum/iridium (Pt/Ir),
or, less commonly, alloys having iron in low quantities
(e.g., moderately or significantly less than 60% iron by
weight), as these materials have proven to be both safe
and effective for many applications in the human body.
A problem with using MP35N (or these other materials)
for electrical leads is that it does not solder well to copper,
which is a common conductor in electrical circuits. In par-
ticular, increasing iron content is associated with in-
creased facility in soldering, but decreased biocompati-
bility. MP35N and Pt/Ir, having essentially no iron, are
particularly difficult to solder using standard techniques.
The following solution, and that elaborated more com-
pletely in the Detailed Description of Preferred Embodi-
ments, while described with respect to MP35N by way
of illustration, applies as well to platinum/iridium and oth-
er alloys having low iron content (e.g., 1-60% iron, 1-40%
iron, or 1-20% iron). Additionally, it applies to DFT wire
(Fort Wayne Metals, Fort Wayne, Indiana) and other sim-
ilar types of lead wires, in which a highly-conductive core
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is surrounded by a less conductive, more biocompatible
outer surface. For example, the techniques described
herein may be applied to a lead wire having MP35N over
a silver core.

[0027] In preferred embodiments of the present inven-
tion, MP35N wires are used to connect the control unit
to a circuitin an implanted pressure sensor or other med-
ical device. The problem of securely connecting the
MP35N wire to the circuit board is overcome by using an
intermediate conductor to couple MP35N wires to the
circuit. In some preferred embodiments, a stainless steel
cylinder is mechanically coupled to an MP35N wire, for
example by crimping. The stainless steel cylinder is then
soldered to the circuit board. In other preferred embodi-
ments, the cylinder comprises other biocompatible con-
ductors, suitable for being mechanically coupled to the
MP35N wire and for soldering to the circuit board. In fur-
ther preferred embodiments of the present invention, the
solder used to couple the MP35N wire and the circuit
board comprises indium, preferably a high percentage
of indium, as the inventors have found that this facilitates
good electrical coupling of the MP35N wire and the circuit
board, even without the use of stainless steel cylinders.
[0028] In order for the electrical circuit comprising the
pressure measuring apparatus to function properly inside
the human body, it must be protected from the generally
electronics-incompatible environment at the implant lo-
cation. Additionally, the device must be robust enough
to survive the implant procedure. Thus, in preferred em-
bodiments of the present invention, the electrical circuit
in the pressure measuring apparatus and the connec-
tions to the MP35N wires are secured inside,a hollow
stainless steel tube or other casing comprising a sensing
hole through which pressure changes can be measured.
Preferably, the tube is filed with a generally-incompress-
ible biocompatible substance that efficiently conveys
pressure changes, such as a silicon gel. The tube has
one or more gel-transport holes through which the gel
can be added, while excess gel is forced through the
sensing hole and/or the other gel-transport holes, such
that all air bubbles are forced out of the tube. Optionally,
the gel-transport holes may include the sensing hole. It
is important to remove any air bubbles in order to obtain
accurate pressure measurements, as air bubbles in the
gel reduce the sensitivity of the pressure sensor.
[0029] Preferably, the sensor is coated with a protec-
tive substance, such as parylene, to protect it from ex-
ternal moisture. In a preferred embodiment, the stainless
steel tube is further encased in a flexible tube, such as
one made of silicone, which is able to convey pressure
fluctuations through the sensing hole to the pressure sen-
sor, while maintaining the integrity of the sensor and the
gel.

[0030] There is therefore provided, in accordance with
a preferred embodiment of the present invention, pres-
sure-measuring apparatus, including:

a battery;
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apressure transducer, which is adapted to be placed
in a patient, the pressure transducer having a char-
acteristic mechanical response bandwidth f, and a
corresponding mechanical response period p equal
to 1/f; and

a control unit, which is adapted to actuate the battery
to drive current through the pressure transducer for
a current-driving time period less than 0.5 p, and to
sense an electrical characteristic of the pressure
transducer during the current-driving time period.

[0031] Typically, the pressure transducer is adapted
to be implanted in the patient. Alternatively, the pressure
transducer is adapted to be incorporated in a catheter.
[0032] Forsome applications, the pressure transducer
is adapted to measure an abdominal pressure of the pa-
tient, a pressure of a urinary bladder of the patient, a
cardiac pressure of the patient, or a blood pressure of
the patient.

[0033] The pressure transducer preferably includes a
piezoresistive pressure transducer, incorporated in a
Wheatstone bridge circuit.

[0034] In a preferred embodiment, the control unit is
adapted to set the current-driving time period to be less
than 1000 microseconds. The control unit is typically
adapted to designate an initial portion of the current-driv-
ing time period as a pressure-transducer stabilization pe-
riod, during which the control unit withholds from sensing
the characteristic.

[0035] As appropriate, the control unit may be adapted
such that, in sensing the electrical characteristic, the con-
trol unit senses a current passing through the pressure
transducer and/or a voltage drop across two points of the
pressure transducer. The control unitis preferably adapt-
ed to sense the electrical characteristic substantially only
during the current-driving time period.

[0036] Preferably, the control unitis adapted to actuate
the battery to expend less than 5 microjoules in driving
the current through the pressure transducer. Moreover,
the control unit is preferably adapted to actuate the bat-
tery to drive the current directly into the pressure trans-
ducer, substantially without charging a capacitor located
at a placement site of the pressure transducer. In partic-
ular, the control unit is preferably adapted to actuate the
battery to drive the currentdirectly into the pressure trans-
ducer, substantially without charging a capacitor located
at a placement site of the pressure transducer having
capacitance greater than 0.1 nF.

[0037] Additionally, in a preferred embodiment, the
control unit is adapted to actuate the battery to drive cur-
rentinto the pressure transducer during a plurality of cur-
rent-driving time periods, each less than 0.5 p, and to
sense respective electrical characteristics of the pres-
sure transducer during each of the current-driving time
periods. In this case, the battery is preferably adapted to
drive the current directly into the pressure transducer,
substantially without charging a capacitor located at a
placement site of the pressure transducer during each
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of the current-driving time periods.

[0038] Forsome applications, the control unit is adapt-
ed to actuate the battery todrive current through the pres-
sure transducer during a plurality of current-driving time
periods, each less than 0.5 p. Additionally, a duty cycle
of the control unit (defined by a length of one of the cur-
rent-driving time periods divided by a time between the
initiation of two successive current-driving time periods)
is preferably less than 0.3%, or even less than 0.03%.
[0039] In a preferred embodiment, the apparatus in-
cludes a signal processor, adapted to be placed in the
patient at a common placement site with the pressure
transducer and to process the sensed electrical charac-
teristic. For example, the signal processor may include
an amplifier, adapted to amplify the sensed electrical
characteristic. Alternatively or additionally, the signal
processor includes a microprocessor. In this case, the
apparatus preferably includes:

a first set of wires, adapted to couple the control unit
to the microprocessor; and

a second set of wires, adapted to couple the micro-
processor to the pressure transducer,

wherein the number of wires in the second set of
wires is greater than the number of wires in the first
set of wires.

[0040] As appropriate, the control unit may be adapted
to set the current-driving time period to be less than 0.1
p, less than 0.02 p, or even less than 0.004 p.

[0041] In some preferred embodiments of the present
invention, the control unit is adapted: (a) to actuate the
battery to drive current through the pressure transducer
during a plurality of current-driving time periods, each
less than 0.5 p, (b) to sense respective electrical char-
acteristics of the pressure transducer during each of the
current-driving time periods, and (c) to space the current-
driving time periods by atleastten milliseconds. For some
applications, the control unitis adapted to space the cur-
rent-driving time periods by at least one second, by at
least one minute, or even by at least one hour.

[0042] There is further provided, in accordance with a
preferred embodiment of the present invention, pres-
sure-measuring apparatus, including:

apressure transducer, which is adapted to be placed
at a pressure-sensing site in a patient, the pressure
transducer having a characteristic mechanical re-
sponse bandwidth f, and a corresponding mechan-
ical response period p equal to 1/f; and

a control unit, adapted to be placed at a control-unit
site at least 3 cm from the pressure-sensing site, to
drive current through the pressure transducer for a
current-driving time period less than 0.5 p, and to
sense an electrical characteristic of the pressure
transducer during the current-driving time period.

[0043] In a preferred embodiment, the control unit is
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adapted to be placed at a control-unit site which is at
least 5 cm from the pressure-sensing site.
[0044] There is still further provided, in accordance
with a preferred embodiment of the present invention,
pressure-measuring apparatus, including:

a battery;

apressure transducer, which is adapted to be placed
in a patient; and

a control unit, which is adapted to actuate the battery
to drive current through the pressure transducer for
a current-driving time period less than 1000 micro-
seconds, and to sense an electrical characteristic of
the pressure transducer during the current-driving
time period.

[0045] For some applications, the control unitis adapt-
ed to set the current-driving time period to be less than
250 microseconds, less than 50 microseconds, less than
10 microseconds, or even less than 2 microseconds.
[0046] Thereisyetfurtherprovided,inaccordance with
a preferred embodiment of the present invention, pres-
sure-measuring apparatus, including:

apressure transducer, which is adapted to be placed
at a pressure-sensing site in a patient; and

a control unit, adapted to be placed at a control-unit
site at least 3 cm from the pressure-sensing site, to
drive current through the pressure transducer for a
current-driving time period less than 1000 microsec-
onds, and to sense an electrical characteristic of the
pressure transducer during the current-driving time
period.

[0047] There is also provided, in accordance with a
preferred embodiment of the presentinvention, a method
for measuring pressure via a pressure transducer, placed
in a patient, the pressure transducer having a character-
istic mechanical response bandwidth f, and a corre-
sponding mechanical response period p equal to 1/f, the
pressure transducer being coupled to a battery, the meth-
od including:

actuating the battery to drive current through the
pressure transducer for a current-driving time period
less than 0.5 p; and

sensing an electrical characteristic of the pressure
transducer during the current-driving time period.

[0048] There is additionally provided, in accordance
with a preferred embodiment of the present invention, a
method for measuring pressure via a pressure transduc-
er, placed in a patient at a pressure-sensing site, the
pressure transducer having a characteristic mechanical
response bandwidth f, and a corresponding mechanical
response period p equal to 1/f, the method including:

from a control-unit site at least 3 cm from the pres-
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sure-sensing site, driving current through the pres-
sure transducer for a current-driving time period less
than 0.5 p; and

sensing an electrical characteristic of the pressure
transducer during the current-driving time period.

[0049] There is still additionally provided, in accord-
ance with a preferred embodiment of the present inven-
tion, a method for measuring pressure via a pressure
transducer, placed in a patient, the pressure transducer
being coupled to a battery, the method including:

actuating the battery to drive current through the
pressure transducer for a current-driving time period
less than 1000 microseconds; and

sensing an electrical characteristic of the pressure
transducer during the current-driving time period.

[0050] There is yet additionally provided, in accord-
ance with a preferred embodiment of the present inven-
tion, apparatus which is adapted to be placed in a patient,
including:

circuitry, which is adapted to be placed in the patient;
a lead wire; and

an electrically-conductive connector, which is sol-
deredto the circuitry and which s electrically coupled
to the lead wire by at least one of: crimping and weld-

ing.

[0051] Typically, the connector is crimped or welded
to the lead wire, so as to be electrically coupled thereto.
[0052] For some applications, the lead wire includes
MP35N, platinum/iridium, 1-60% iron by weight, 1-40%
iron by weight, or 1-20% iron by weight. In an embodi-
ment, the connector is coated with a material selected
from the list consisting of: gold, copper and tin. In an
embodiment, the connector has been treated with phos-
phoric acid.

[0053] Inanembodiment,the connectorincludes ahol-
low tube, a portion of the lead wire is disposed within the
hollow tube, and the hollow tube is crimped to the portion
of the lead wire.

[0054] Inanembodiment,the apparatus includes a sol-
der including indium, and the connector is adapted to be
soldered to the circuitry using the solder.

[0055] Inan embodiment, the circuitry is adapted to be
implanted in the patient. Alternatively, the circuitry is
adapted to be incorporated in a catheter.

[0056] In an embodiment, the lead wire includes a sil-
ver core. In an embodiment, the connectorincludes stain-
less steel.

[0057] In an embodiment, the circuitry includes a sen-
sor, such as a pressure sensor; a chemical sensor; an
electrode, adapted to sense electrical activity in tissue of
the patient where the apparatus is placed; a temperature
sensor; or a flow sensor, adapted to sense a flow of blood
in a vicinity of the apparatus.
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[0058] In an embodiment, the circuitry includes an ac-
tive element, such as stimulating electrode, a light source
adapted to facilitate photodynamic therapy, an electroac-
tive polymer, or a mechanical actuator.

[0059] There is also provided, in accordance with a
preferred embodiment of the present invention, appara-
tus for placement in a patient, including:

circuitry, which is adapted to be placed in the patient;
a lead wire, selected from the group consisting of:
an MP35N lead wire, a platinum/iridium lead wire,
and a lead wire including 1-60% iron by weight; and
solder, including at least 20% indium by weight, for
electrically coupling the lead wire to the circuitry.

[0060] In an embodiment, the solder includes at least
50% indium.

[0061] Inanembodiment, the circuitry includes a pres-
sure sensor.

[0062] Inanembodiment, the circuitry is adapted to be
implanted in the patient. Alternatively, the circuitry is
adapted to be incorporated in a catheter.

There is further provided, in accordance with a preferred
embodiment of the present invention, apparatus for
placement in a patient, including:

an electronic device;

a pressure-transducing substance; and

a hollow casing, including a wall, a portion of which
wall defines one or more holes therethrough, inside
which casing the electronic device and the pressure-
transducing substance are disposed, the casing be-
ing configured to facilitate flow of some of the pres-
sure-transducing substance out of the one or more
holes when the casing is being filled with the pres-
sure-transducing substance.

[0063] In an embodiment, the apparatus is adapted to
be implanted in the patient. Alternatively, the apparatus
is adapted to be incorporated in a catheter.

[0064] For some applications, the electronic device in-
cludes a temperature sensor, a chemical sensor, or an
electrode, adapted to sense electrical activity in tissue of
the patient where the apparatus is placed.

[0065] Inanembodiment, the apparatusincludes glue,
adapted to secure the electronic device to the hollow cas-
ing, the glue selected from the list consisting of: UV-hard-
ened glue and epoxy glue.

[0066] In an embodiment, the apparatus includes a
parylene coating, adapted to be applied to the electronic
device.

[0067] In an embodiment, the apparatus includes a
cap, adapted to be placed on an end of the hollow casing
following filling of the casing with the pressure-transduc-
ing substance.

[0068] In an embodiment, the pressure-transducing
substance includes a gel. Alternatively, the pressure-
transducing substance includes a fluid. For some appli-
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cations, the fluid is selected from the list consisting of:
water, saline solution, and an oil.

[0069] In an embodiment, the apparatus includes a sil-
icon glue cap, adapted to

be placed on an end of the hollow casing before filling
the casing with the pressure-transducing substance,

be penetrated by a needle used for filling the casing with
the pressure-transducing substance, and

self-seal when the needle is removed.

[0070] In an embodiment, the apparatus includes a
drop of silicon glue, adapted to be applied to the silicon
glue cap at the site of the penetration, after the needle
has been removed.

[0071] In an embodiment, the apparatus includes a
flexible covering, adapted to fit around at least a portion
of the hollow casing. For some applications, the flexible
covering includes a material selected from the list con-
sisting of: flexible silicon and flexible polyurethane.
[0072] In an embodiment, the hollow casing includes
a rigid material, for example, stainless steel.

[0073] In an embodiment, the electronic device in-
cludes a pressure sensor, disposed within the casing
such that pressure changes at a patient site where the
apparatus is placed are transmitted to the pressure trans-
ducer via the pressure-transducing substance.

[0074] In an embodiment, the hollow casing defines a
sensing hole therein, adapted to transmit therethrough
the pressure changes to the pressure-transducing sub-
stance. In an embodiment, a diameter of the sensing hole
is less than 2 mm.

[0075] In an embodiment, the apparatus includes a
substantially non-metallic flexible covering, disposed
outside the casing, so as to cover the sensing hole and
to transmit the pressure changes through the sensing
hole to the pressure-transducing substance.

[0076] There is still further provided, in accordance
with a preferred embodiment of the present invention, a
method for coupling a lead wire to circuitry, which circuitry
is adapted to be placed in a patient, the method including:

electrically coupling an electrically-conductive con-
nector to the lead wire by at least one of: crimping
and welding; and

soldering the connector to the circuitry.

[0077] There is additionally provided, in accordance
with a preferred embodiment of the present invention, a
method for protecting an electronic device from an inter-
nal environment of a patient, the method including:

placing the electronic device in a hollow casing,
which includes a wall, a portion of which wall defines
one or more holes therethrough; and

filing the casing with a pressure-transducing sub-
stance, such that some of the pressure-transducing
substance flows out of the one or more holes when
the casing is being filled with the pressure-transduc-
ing substance.
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[0078] There is yet additionally provided, in accord-
ance with a preferred embodiment of the present inven-
tion, a method for soldering electronic components to a
circuit board, the method including:

first, soldering a first portion of the components to a
first side of the circuit board;

second, securing the first portion of the components
to the first side with glue; and

third, soldering a second portion of the components
to a second side of the circuit board.

In anembodiment, the method includes securing the sec-
ond portion of the components to the second side with
the glue.

[0079] The present invention will be more fully under-
stood from the following detailed description of the pre-
ferred embodiments thereof, taken together with the
drawings, in which:

BRIEF DESCRIPTION OF THE DRAWINGS
[0080]

Fig. 1 is a schematic diagram of an implanted pres-
sure measuring system, in accordance with a pre-
ferred embodiment of the present invention;

Figs. 2A and 2B are illustrative examples of power
signals driven into a sensing device by a control unit,
in accordance with a preferred embodiment of the
present invention;

Figs. 3A and 3B are schematic diagrams of a con-
nection system between MP35N wires and a chip,
in accordance with a preferred embodiment of the
present invention;

Figs. 4A and 4B are schematic diagrams of another
connection system between MP35N wires and a
chip, in accordance with a preferred embodiment of
the present invention; and

Fig. 5is a sectional schematic diagram of an implant-
able pressure transducer, in accordance with a pre-
ferred embodiment of the present invention.

DETAILED DESCRIPTION OF PREFERRED EMBOD-
IMENTS

[0081] Fig. 1 is a schematic diagram of an implanted
pressure measurement system 100, in accordance with
a preferred embodiment of the present invention. The
example shown is a system for measuring pressure in
the urinary bladder 110 of a patient, although it is to be
appreciated that system 100 could be implanted to meas-
ure pressure at any of a number of appropriate sites in
the patient’s body, e.g., at a cardiac site.
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[0082] System 100 typically includes an implantable or
external control unit 102 including a signal generator 104,
a signal analysis unit 106, and an implantable pressure
sensor 114. Typically, pressure sensor 114 includes a
piezoresistive element Ry which is electrically connected
as one element in a Wheatstone bridge circuit arrange-
ment. For some applications, two or more piezoresistive
elements are incorporated into corresponding respective
positions in a Wheatstone bridge. A power source 118
is preferably included within control unit 102, and is cou-
pled to provide energy to signal generator 104 and signal
analysis unit 106 from rechargeable or non-rechargeable
batteries or another replaceable or renewable source of
power.

[0083] Signal generator 104 sends pulsed signals to
pressure sensor 114. Pressure sensor 114, which in-
cludes piezoresistive element Ry whose resistance is a
function of the pressure imposed upon it, returns a volt-
age signal (measured between points B and C in the
Wheatstone bridge) to control unit 102 commensurate
with the value of resistance Ry at the instant of meas-
urement. This voltage signal is amplified and input to sig-
nal analysis unit 106 where it is interpreted as a pressure
measurement.

[0084] Typically, Wheatstone bridges used in prior art
implantable medical devices require a relatively large
amount of power to operate, as it is the practice to apply
power generally continuously, and to sample intermit-
tently, in order to obtain a signal. Thus, continuous mon-
itoring with a Wheatstone bridge is not efficient in an im-
planted device, which necessarily has a limited power
supply. The positive aspects of a Wheatstone bridge,
namely that it is simple, inexpensive, and sensitive to
small changes, have therefore not been able to be effi-
ciently utilized using the continuous-operation modes as-
sociated therewith in the prior art.

[0085] In order to take advantage of the positive as-
pects of the Wheatstone bridge, while minimizing power
consumption, preferred embodiments of the present in-
vention provide for current to be driven through the
Wheatstone bridge and for measurements to be taken
intermittently, as opposed to continuously. Thus, signals
are preferably driven from signal generator 104 to pres-
sure sensor 114 in the form of intermittent pulses.
[0086] The delay between successive pressure read-
ings is preferably determined based on the particular ap-
plication. For example, a single daily blood pressure
measurement may be sufficient for some applications,
such that the total power requirement is negligible. Car-
diac pressure measurements, intended for example to
track heart failure, may be performed at 5 Hz. A system
for identifying the onset of stress incontinence may sam-
ple at 30 Hz. Further, because action potential propaga-
tion is associated with mechanical deformations of ax-
ons, pressure changes responsive to these deformations
may be sampled at 2000 Hz.

[0087] In general, these embodiments of the present
invention are significantly more efficient than piezoresis-
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tive pressure-sampling methods known in the art, be-
cause these embodiments commonly perform sampling
during intermittent short time periods whose reciprocals
correspond to sampling rates 2, 100, or even 1000 times
higher than the characteristic mechanical response
bandwidth of the piezoresistive pressure sensors. For
example, in a preferred embodiment of the present in-
vention which samples during intermittent 10 nsec peri-
ods, asampling pseudo-frequency of 100 kHz is obtained
(i.e., the reciprocal of 10 psec), far above a 1 kHz band-
width characteristic of many piezoresistive pressure sen-
sors which are ready for implantation.

[0088] Itis noted that, in the context of the present pat-
ent application and in the claims, the term "characteristic
mechanical response bandwidth" refers to the bandwidth
in a fully-assembled pressure-sensing device, and not to
the theoretical bandwidth attainable, for example, by a
piezoresistive circuit unencumbered by gel or supporting
structure. Thus, although a given piezoresistive circuit
may have a theoretical bandwidth of 10 kHz, once it is
incorporated into a fully-assembled pressure-sensing
device, the characteristic mechanical response band-
width of the device would be closer to 1 kHz.

[0089] Priorart piezoresistive sampling techniques, by
contrast, do not generally drive current through piezore-
sistive sensors and attempt sampling during time periods
whose reciprocals correspond to frequencies substan-
tially faster than the characteristic mechanical response
bandwidth of the piezoresistive material. The realization
by the inventors that the mechanical frequency response
can be decoupled from the electrical bandwidth without
adding other heat-dissipating components, so as to en-
able fast and efficient intermittent sampling, provides a
substantial improvement in characteristics of the implant-
ed device over implanted devices known in the art. It is
noted that the above-cited US Patent 4,432,372 to Mon-
roe uses fast sampling for a very different purpose (to
enable time-sharing of lead wires), and requires the en-
ergy-consuming process of charging and discharging of
a capacitor to enable every pressure measurement.
[0090] Figs. 2A and 2B show an illustrative example
of a preferred pulse waveform to facilitate measuring
pressure in the bladder of a patient, in accordance with
a preferred embodiment of the present invention. For
some applications, signal generator 104 sends pulses to
pressure sensor 114 at a driving rate of 32 Hz (Fig. 2A),
although it is to be understood that other driving rates
(e.g., between 10 pHz and 3 kHz) may also be used, as
appropriate for a particular application.

[0091] A typical stabilization period for a preferred pi-
ezoresistive device upon which pressure is imposed is
approximately 1 psec. A suitable definition of "stabiliza-
tion period" for most applications is the time from the first
application of current to sensor 114 until the time when
the output of the sensor reaches 90% of maximum. In a
preferred embodiment, a constant-pressure calibration
period of sensor 114 is provided, in which samples are
taken at various times after the first application of current
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to the sensor (e.g., every 100 nanoseconds), until the
samples reach a steady-state value. Preferably, a cali-
bration function C(t) is thus determined, to facilitate cor-
rections to be made to data which are sampled during
the stabilization period during regular operation of sensor
114. For example, C(t) may represent the percentage of
the steady-state pressure reading, such that a corrected
pressure reading based on a data point x recorded at t
= 200 nanoseconds after the first application of current
would simply be x/C(t). Advantageously, this method al-
lows the total time during which current is driven through
pressure sensor 114 to be very short, e.g., only several
tens or hundreds of nanoseconds.

[0092] Fig. 2B is a magnified schematic of a typical
pulse shown in Fig. 2A with a sampling time of 10 usec.
For this signal frequency and waveform, the total time
that the pressure sensor is activated during one second
is the stabilization time plus the sampling time multiplied
by the frequency, or 11 psec x 32 = 352 psec. Thus, in
the embodiment shown in Fig. 2B, no data are typically
recorded during the stabilization period. It can be seen
that, in comparison to constant pressure sensor activa-
tion, as is known in the art, the total power consumption
in this example is reduced by a factor of 1/0.000352 or
almost 3000. Thus, the issue of power consumption, a
major consideration in design of prior art active devices
implanted in patients, is significantly reduced in preferred
embodiments of the present invention.

[0093] In the illustrative examples described above, a
low power consumption pressure sensor is described in
a preferred embodiment utilizing a piezoresistive ele-
ment and a Wheatstone bridge arrangement. This is con-
sidered as illustrative only of certain aspects of the in-
vention. Since numerous modifications and changes will
readily occur to those skilled in the art, it is not desired
to limit the invention to the exact construction and oper-
ation shown and described. Accordingly, all suitable
modifications and equivalents in materials and circuitry
that enable a change in resistance or another parameter
to be utilized to measure changes in pressure in an im-
planted device utilizing a low measurement duty cycle
may be considered to fall within the scope of the inven-
tion. Preferred duty cycles are typically, but not neces-
sarily, below 0.3% or even 0.03%.

[0094] Reference is now made to Figs. 3A and 3B,
which are schematic drawings of a connection system
120 for use, for example, in the implantable pressure
sensor described hereinabove with reference to Fig. 1,
in accordance with a preferred embodiment of the
present invention. It is to be understood, however, that
the apparatus and methods described with reference to
Figs. 3A and 3B could alternatively or additionally be ap-
plied with a range of circuitry, such as, for example, a
signal processor such as a microprocessor, sensors such
as pressure sensors other than those described herein,
temperature sensors, chemical sensors (e.g., glucose
sensors), flow sensors, or sensing electrodes. Further
alternatively or additionally, connection system 120 may
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be used in combination with active elements, such as,
by way of illustration and not limitation, actuators, stim-
ulating electrodes, electroactive polymers, or light sourc-
es for photodynamic therapy.

[0095] In accordance with a preferred embodiment of
the present invention, connection system 120 provides
means for connecting control unit 102 to pressure sensor
114 (Fig. 1) via MP35N wires 128. MP35N is a preferred
alloy for implantable medical devices. Preferably, the
pressure sensing means is included in a chip 124, which
is fixed to a circuit board 122 including four copper con-
ductive elements 126. Conductive elements 126 are, in
turn, coupled to four or more wires 134 which function to
transmit signals to and from chip 124.

[0096] Coupling MP35N wires 128 to conductive ele-
ments 126 is optimally not accomplished by direct sol-
dering techniques known in the art, as MP35N wires do
not solder satisfactorily to copper using techniques
known in the art. Thus, a stainless steel cylinder 130 is
mechanically coupled to the end of each MP35N wire,
for example via crimping (Fig. 3B), so as to achieve good
electrical contact therewith. Alternatively, MP35N wires
128 are coupled to cylinders 130 by means of laser weld-
ing or resistance welding, for example at the point where
the MP35N wire exits from the cylinder. To obtain im-
proved electrical contact, cylinders 130 are preferably
coated externally with copper and/or tin prior to the cou-
pling of MP35N wires to cylinders 130, whether such cou-
pling is performed by crimping or welding. Cylinders 130
are subsequently coupled to conductive elements 126
by a solder joint 132, using techniques known in the art.
It is noted that stainless steel can be satisfactorily sol-
dered to copper and is also suitable for chronic implan-
tation in the human body, using known procedures. In a
preferred embodiment, cylinders 130 are coated with
gold prior to soldering, in order to obtain improved elec-
trical conduction. Optionally, the gold is applied in addi-
tion to the copper or tin coatings described hereinabove.
Alternatively or additionally, cylinders 130 are treated
with phosphoric acid to improve electrical conduction.
Wires 128 are also preferably coated with a substance
such as Teflon using standard methods so as to prevent
short circuits between the wires. Additionally, the portion
of wires 128 between the circuit board and the control
unit are preferably wound together into a coil and en-
closed in a flexible tube 136 for further protection and
ease of handling during implantation.

[0097] Fig. 4A is a schematic drawing of a connection
system 140 for use, for example, in the implantable pres-
sure sensor described hereinabove with reference to Fig.
1, in accordance with a preferred embodiment of the
present invention. Alternatively or additionally, it will be
appreciated that other medical applications, such as
those described hereinabove with reference to Figs. 3A
and 3B, may also be facilitated through the use of con-
nection system 140.

[0098] In accordance with a preferred embodiment of
the presentinvention, MP35N wires 128 are used to elec-



17 EP 2 997 890 A1 18

trically couple control unit 102 to pressure sensor 114,
as described with reference to Figs. 3A and 3B. This cou-
pling is not optimally achieved by simply soldering
MP35N wires to standard copper connectors, as MP35N
does not solder satisfactorily to copper using standard
tin solder. The inventors have found that MP35N wires
do solder satisfactorily when the solder includes a sub-
stantial quantity of indium. Therefore, connection system
140, including a chip 144 including pressure sensor 114,
is preferably soldered with indium at connection joints
148 to conductive elements 146 of a circuit board 142.
Preferably, joints 148 include at least 10% indium by
weight (typically 50-100% indium). Alternatively, MP35N
wires 128 are coupled atjoints 148 by use of a conductive
adhesive, such as a conductive epoxy. In a preferred
embodiment, MP35N wires 128 are coated with copper
and/or tin and soldered at joints 148.

[0099] Fig. 4B is a schematic drawing of a connection
system 240, in accordance with a preferred embodiment
of the present invention. System 240 is generally similar
to system 140, described hereinabove with reference to
Fig. 4A, except for differences as noted. Circuit board
142 comprises a signal processor 202, which, in turn,
comprises a microprocessor 204 and an amplifier 200.
Amplifier 200 preferably amplifies a voltage drop v(t) gen-
erated during operation of chip 144 (e.g., responsive to
pressure changes applied to a piezoresistive element),
and microprocessor 204 digitizes the amplified signal.
Advantageously, the number of wires 128 coupling con-
trol unit 102 to circuit board 142 can by these means be
reduced, with no loss in functionality. In a preferred em-
bodiment, only two wires 128 couple control unit 102 to
microprocessor 204, and these wires carry power to the
microprocessor, in order to facilitate the microproces-
sor’s operations. For example, the microprocessor may
be coupled to the control unit by the two wires 128, and
to a pressure sensor 114 in chip 144 by four conductors
147. Results of the pressure sensing are then preferably
conveyed by microprocessor 204 to the control unit by
applying a modulation signal onto the two wires 128 that
carry power to the microprocessor. Further advanta-
geously, when circuit board 142 includes a microproces-
sor, especially in combination with an amplifier, the noise
which might otherwise corrupt a low-amplitude analog
signal to some extent during its propagation to control
unit 102 is substantially reduced.

[0100] In a preferred embodiment, a two-sided circuit
board (not shown) is used in place of circuit boards 122
and 142, as this typically facilitates a reduction in the
minimum size of the board and hence a reduction in size
of an implanted device which includes the board. Pref-
erably, some of MP35N wires 128 are coupled to one
side of the circuit board, and the remaining wires are
coupled to the second side. In a four-wire implementa-
tion, such as is shown illustratively in Figs. 3A and 4A,
two wires are preferably coupled to each side of the circuit
board. In a two-wire implementation, such as is shown
illustratively in Fig. 4B, one wire is preferably coupled to
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each side of the circuit board.

[0101] Itis noted in this respect that these aspects of
connection system 240 may be incorporated into catheter
apparatus (not shown), or other non-implanted sensing
or active devices, so as to benefit from the reduced signal
noise and wire-count which are attainable by performing
processing at the actual sensed or treated site. By con-
trast, standard techniques perform substantially all of
their processing remote from the sensed or treated site.
In a preferred embodiment, a catheter has a pressure
sensor, microprocessor, and amplifier, at the distal end
thereof, constructed using techniques described herein,
and conveys digitized pressure readings to a control unit
external to the patient’'s body, preferably via only two
leads coupling the microprocessor and the control unit.
[0102] Fig. 5 is a sectional schematic drawing of an
implantable device 160, in accordance with a preferred
embodiment of the present invention. Device 160 in-
cludes chip 124, which preferably contains a pressure-
sensing element, and connection system 120 to transmit
pressure data to a control unit (not shown), as described
hereinabove with reference to Figs. 3A and 3B. Applica-
tions other than pressure sensing, such as those de-
scribed with reference to Fig. 3A and 3B, may be alter-
natively or additionally incorporated into device 160.
Thus, for example, device 160 may include an implant-
able temperature or chemical sensor, or an implantable
electrode.

[0103] In the abovementioned preferred embodiment
in which a two-sided circuit board is used, a challenge
may arise during soldering of components to the second
side of the circuit board. Because of the small thickness
of the board (typically less than 8 mils), the heat gener-
ated from soldering on the second side of the board may
cause already-soldered components on the first side of
the board to loosen. Therefore, securing components to
two-sided circuit boards is preferably performed with the
aid of glue and in the following particular order. First,
components are soldered to the first side of the circuit
board. Second, the components are further secured by
means of a UV-hardened glue or epoxy glue 172. Third,
components are soldered to the second side of the circuit
board; the glue applied in the second step prevents the
components on the first side of the circuit board from
separating as a result of loosening caused by heat ap-
plied during this third step. Finally, the components on
the second side of the circuit board are further secured
by means of UV-hardened glue or epoxy glue 172. Glue
172 remains in place permanently, so that, in addition to
resolving the abovementioned challenge, glue 172 in-
creases the mechanical strength of connections in the
device.

[0104] A cylinder 166, preferably comprising stainless
steel or hard polyurethane, is used to protect the chip
and the connection system during implantation in the
body, and, subsequently, from the physiological environ-
ment inside the patient’s body. Cylinder 166 provides a
rigid surface to which to fasten circuit board 122, thus
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providing a stable base for chip 124, whichincludes pres-
sure-sensing apparatus. Preferably, UV-hardened glue
or epoxy glue 172 is used to increase the mechanical
strength of connections inthe device. A pressure-sensing
hole 168 is present in cylinder 166, typically adjacent to
the pressure-sensing apparatus of chip 124, so that the
pressure of the surrounding tissue can be sensed. Hole
168 may be, for example, 1.8 mm in diameter.

[0105] Two fill holes 170 in cylinder 166 are used to fill
cylinder 166 with a pressure-transducing substance 174,
preferably a silicon gel. Alternatively, other pressure-
transducing substances, including, but not limited to, wa-
ter, saline solution, oil, and any other fluid, may be used
to fill cylinder 166. (For some applications, cylinder 166
is not filled with any substance.) A plurality of holes are
used so that as substance 174 is fed in one hole 170,
any trapped air or excess substance 174 can exit the
other hole 170 or hole 168. It is preferred to remove all
air bubbles from cylinder 166 in order to obtain a uniform
medium in the cylinder and thereby facilitate the accurate
measurement of the pressure external to cylinder 166.
Electrical components inside cylinder 166 are protected
from moisture by a thin coating such as parylene, typically
several microns deep. To maintain the integrity of sub-
stance 174 and prevent contaminants from the body from
entering cylinder 166 through hole 168 or holes 170, cyl-
inder 166 is preferably encased in a flexible covering such
as a flexible tube 162, capable of conveying body pres-
sures to the pressure sensing apparatus inside cylinder
166. Typically, tube 162 includes silicon or, alternatively,
flexible polyurethane.

[0106] In a preferred embodiment, a silicon glue cap
164 is placed at one end of cylinder 166 following the
placement of substance 174 in cylinder 166. Moreover,
the flexible covering is preferably largely non-metallic.
Alternatively, silicon glue cap 164 is typically approxi-
mately 1.5 mm thick, and is placed at one end of cylinder
166 prior to the placement of substance 174 in cylinder
166. Cylinder 166 is subsequently filled with substance
174 via a needle (not shown) that is penetrated through
cap 164, such that the cap self-seals upon removal of
the needle. After removal of the needle, a drop of silicon
glueis typically applied to cap 164 atthe site of the needle
puncture inorder to further seal the cap. Advantageously,
filing via a needle, as described hereinabove, reduces
the possibility of air bubble formation in cylinder 166.
[0107] Itis noted that the methods described in these
preferred embodiments of the present invention for plac-
ing substance 174 in one hole while allowing it to escape
through another hole, followed by placing a flexible tube
around the pressure chamber (cylinder 166), stand in
contrast to many techniques known in the art for building
implantable pressure sensors. In accordance with these
prior art techniques, a pressure chamber is filled with a
gel, after which a thin, fragile, metal plate is placed over
the chamber. Disadvantages associated with these prior
art techniques include difficulties in removing air bubbles
from the gel, as well as the need to take extra measures
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to avoid damaging the thin metal plate.

[0108] In a preferred embodiment, the apparatus or
methods described herein for measuring physiological
pressures, for other sensing tasks, or for applying cur-
rents or for other active tasks, are used to facilitate cor-
responding operations, such as those described in the
above-cited US patent application, entitled, "Pelvic dis-
order treatment device," filed November 29, 2001, which
shares common inventorship with the inventorship of the
present patent application, is assigned to the assignee
of the present patent application, and is incorporated
herein by reference.

[0109] Itis noted that whereas some preferred embod-
iments of the present invention are described with re-
spect to implantable apparatus by way of illustration and
not limitation, the scope of the presentinvention includes
non-implantable apparatus as well. For example, pres-
sure transducers described herein as implantable may
also be incorporated into catheters.

[0110] Itis also noted that whereas some techniques
of the present invention are described hereinabove with
respect to a pressure transducer, this is by way of illus-
tration and not limitation. The scope of the present inven-
tion includes using the techniques described herein with
other medical apparatus, such as medical sensors or
medical active devices.

[0111] It will be appreciated by persons skilled in the
art that the present invention is not limited to what has
been particularly shown and described hereinabove.
Rather, the scope of the present invention includes both
combinations and subcombinations of the various fea-
tures described hereinabove, as well as variations and
modifications thereof that are not in the prior art, which
would occur to persons skilled in the art upon reading
the foregoing description.

Claims

1. An apparatus for placement in a patient, comprising:
an electronic device; a pressure-transducing sub-
stance; and a hollow casing, comprising a wall, a
portion of which wall defines one or more holes there-
through, inside which casing the electronic device
and the pressure-transducing substance are dis-
posed, the casing being configured to facilitate flow
of some of the pressure-transducing substance out
of the one or more holes when the casing is being
filled with the pressure-transducing substance.

2. The apparatus according to claim 1, wherein the ap-
paratus is adapted to be implanted in the patient.

3. The apparatus according to claim 1, wherein the ap-
paratus is adapted to be incorporated in a catheter.

4. The apparatus according to claim 1, wherein the
electronic device comprises a temperature sensor.
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The apparatus according to claim 1, wherein the
electronic device comprises a chemical sensor.

The apparatus according to claim 1, wherein the
electronic device comprises an electrode, adapted
to sense electrical activity in tissue of the patient
where the apparatus is placed.

The apparatus according to claim 1, comprising glue,
adapted to secure the electronic device to the hollow
casing, the glue selected from the list consisting of:
UV- hardened glue and epoxy glue.

The apparatus according to claim 1, comprising a
cap, adapted to be placed on an end of the hollow
casing following filling of the casing with the pres-
sure-transducing substance.

The apparatus according to claim 1, wherein the
pressure-transducing substance comprises a gel.

The apparatus according to any one of claims 1 to
9, wherein the pressure-transducing substance
comprises a fluid.

The apparatus according to claim 10, wherein the
fluid is selected from the list consisting of: water, sa-
line solution, and an oil.

The apparatus according to any one of claims 1 to
9, comprising a silicon glue cap, adapted to be placed
on an end of the hollow casing before filling the cas-
ing with the pressure-transducing substance, be
penetrated by a needle used for filling the casing with
the pressure-transducing substance, and self-seal
when the needle is removed.

The apparatus according to claim 12, comprising a
drop of silicon glue, adapted to be applied to the sil-
icon glue cap at the site of the penetration, after the
needle has been removed.

The apparatus according to any one of claims 1 to
9, and comprising a flexible covering, adapted to fit
around at least a portion of the hollow casing.

The apparatus according to claim 14, wherein the
flexible covering comprises a material selected from
the list consisting of: flexible silicon and flexible poly-
urethane.

The apparatus according to any one of claims 1 to
9, wherein the hollow casing comprises a rigid ma-
terial.

The apparatus according to claim 16, wherein the
rigid material comprises stainless steel.
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18. The apparatus according to any one of claims 1 to

19.

20.

9, wherein the electronic device comprises a pres-
sure sensor, disposed within the casing such that
pressure changes at a patient site where the appa-
ratus is placed are transmitted to the pressure trans-
ducer via the pressure-transducing substance.

The apparatus according to claim 18, wherein the
hollow casing defines a sensing hole therein, adapt-
ed to transmit therethrough the pressure changes to
the pressure- transducing substance.

The apparatus according to claim 19, comprising a
substantially non-metallic flexible covering, dis-
posed outside the casing, so as to cover the sensing
hole and to transmit the pressure changes through
the sensing hole to the pressure-transducing sub-
stance.



EP 2 997 890 A1

FIG. 1

02
S

CONTROL UNIT

SIGNAL 110

GENERATOR

04

POWER
SOURCE | 118

[

SIGNAL
ANALYSIS [ o

VAN

/

100

13



EP 2 997 890 A1

FIG. 2A
F
YOLTS
95 -
1/32  2/32 3/32 TIME (SECONDS)
FIG. 2B
STABILIZATION
SAMPLING
YOLTS

(¢
17

11 10 TIME (MICRO SECONDS)

14



EP 2 997 890 A1

LINM TO¥INDD OL i

9¢1

ctl

G\ ||| 1] jpzzzzzzzidiic:

J -

1741

AL LT ELE ANV LI LIS nu\
il — .l‘\
LLSTSELLILLIEE 3 isiv i ST ETI S0
e T

2y IR S
w. LALLM LTS i3 S PS4 5

z

22222

TV SR

ve 'Ol

Amm.ﬁ

15



EP 2 997 890 A1

FIG. 3B

136
S T0 CONTROL
RO UNTT

16



EP 2 997 890 A1

R AR
gy 'Old 21

wan TN 06— || N s
ot qpp) P 42

vy Ol erl

17



EP 2 997 890 A1

adl

¢

Y, iz
?///////////////////////////////////////////////////////////////
okl cal
) b

Awmmﬂ
T

¥aT1

W

cmw\\\\\
174

114!

ctﬁ ctﬂ 897 N

I R N NN A NN mmmmmmmmmmmmmmw

ﬂ\\\\\\\\\\\\\\\\\\\\\\\\w\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\

77

2

S 'Ol 0ot

18



10

15

20

25

30

35

40

45

50

55

EP 2 997 890 A1

des

Européisches
Patentamt

European

Patent Office

ce européen
brevets

[

EPO FORM 1503 03.82 (P04C01)

EUROPEAN SEARCH REPORT

DOCUMENTS CONSIDERED TO BE RELEVANT

Application Number

EP 15 18 2309

Categor Citation of document with indication, where appropriate, Relevant CLASSIFICATION OF THE
gory of relevant passages to claim APPLICATION (IPC)

X US 5 042 495 A (SPOTTS EDWARD L [US] ET 1-3, INV.

AL) 27 August 1991 (1991-08-27) 9-11,16,] A61B5/0215

18,19 A61B5/20

Y * column 1, Tines 5-7 * 4-8,

* column 3, Tine 55 - column 4, line 8; 12-15, | ADD.

figures 1-3 * 17,20 A61B5/145
Y,D [US 5 564 434 A (HALPERIN LOUIS E [US] ET |[4-6,8,

AL) 15 October 1996 (1996-10-15) 12-15,20

* column 6, Tines 6-15 *

* column 9, Tine 57 - column 10, line 5 *

* column 10, Tines 6-14 *
Y US 6 019 729 A (ITOIGAWA KOUICHI [JP] ET (7,17

AL) 1 February 2000 (2000-02-01)

* column 6, Tines 11-15, 45-50 *

* column 15, lines 23-30 *
L US 2003/100839 Al (COHEN EHUD [IL] ET AL) |1-9,12,

29 May 2003 (2003-05-29) 14-20

* paragraphs [0117] - [0120] *

The present search report has been drawn up for all claims

TECHNICAL FIELDS
SEARCHED (IPC)

A61B

Place of search

Munich

Date of completion of the search

14 January 2016

Examiner

Aronsson, Fredrik

CATEGORY OF CITED DOCUMENTS

X : particularly relevant if taken alone

Y : particularly relevant if combined with another
document of the same category

A : technological background

O : non-written disclosure

P : intermediate document

T : theory or principle underlying the invention

E : earlier patent document, but published on, or
after the filing date

D : document cited in the application

L : document cited for other reasons

& : member of the same patent family, corresponding
document

19




10

15

20

25

30

35

40

45

50

55

EPO FORM P0459

EP 2 997 890 A1

ANNEX TO THE EUROPEAN SEARCH REPORT
ON EUROPEAN PATENT APPLICATION NO. EP 15 18 2309

This annex lists the patent family members relating to the patent documents cited in the above-mentioned European search report.
The members are as contained in the European Patent Office EDP file on
The European Patent Office is in no way liable for these particulars which are merely given for the purpose of information.

14-01-2016
Patent document Publication Patent family Publication

cited in search report date member(s) date

US 5042495 A 27-08-1991  NONE

US 5564434 A 15-10-1996 AU 4902496 A 18-09-1996
CA 2188926 Al 06-09-1996
DE 69624875 D1 02-01-2003
DE 69624875 T2 17-07-2003
EP 0757541 Al 12-02-1997
JP 3149957 B2 26-03-2001
JP HO9512470 A 16-12-1997
usS 5564434 A 15-10-1996
WO 9626670 Al 06-09-1996

US 6019729 A 01-02-2000  NONE

US 2003100839 Al 29-05-2003 US 2003100839 Al 29-05-2003
US 2004152999 Al 05-08-2004

For more details about this annex : see Official Journal of the European Patent Office, No. 12/82

20



REFERENCES CITED IN THE DESCRIPTION

EP 2 997 890 A1

This list of references cited by the applicant is for the reader’s convenience only. It does not form part of the European
patent document. Even though great care has been taken in compiling the references, errors or omissions cannot be

excluded and the EPO disclaims all liability in this regard.

Patent documents cited in the description

«  US 10076869 B [0001]
.+ US 09996668 B [0001]

«  US 60378725 B [0001]

US 6248083 B, Smith [0004]

.« US 5969591 B, Fung [0004]

«  US 5566680 B, Urion [0004]

«  US 5522266 B, Nicholson [0004]
.«  US 5184619 B, Austin [0004]

. US 4873986 B, Wallace [0004]

«  US 4825876 B, Beard [0004]

«  US 4407296 A, Anderson [0005]

«  US 4846191 A, Brockeway [0006]

21

US 4023562 A, Hynecek [0007] [0009]
US 4432372 A, Monroe [0008] [0089]
US 6221024 B, Miesel [0009]

US 5564434 A, Halperin [0010]

US 5330505 A, Cohen [0011]

US 6238423 B, Bardy [0012]

US 6240316 B, Richmond [0013]

US 6135945 A, Sultan [0014]

US 4571749 A, Fischell [0014]

US 5562717 A, Tippey [0014]

WO 0019939 A, Gross [0015]

WO 0019940 A, Gross [0016]



patsnap

TRBR(F) RIhFEMEARE D12 Re
DF(RE)F EP2997890A1 DF(E)A 2016-03-23
HiFs EP2015182309 RiFH 2002-11-28

FRIRB(EFR)AGE) AMSHELF
RIB(ERR)AGE) AMSHIZE L B

HARE(EFR)A(E) AMSHRLF

[ﬁx]?yiﬁﬁk COHEN EHUD

VAINGAST SHAI MOSHE

BETSER NIR

GROSS YOSSI
EZBAA COHEN, EHUD

VAINGAST, SHAI, MOSHE

BETSER, NIR

GROSS, YOSSI
IPCH3ES A61B5/0215 A61B5/20 A61B5/145 A61B A61B5/00 A61B5/02 A61B5/03
CPCH k5 A61B5/0215 A61B5/0031 A61B5/145 A61B5/205 A61B5/6874
L&A 60/378725 2002-05-07 US
SAEREESE Espacenet
BEGR) 160 FIG. 5
—MATHEEREANNES G  BF 8% EHESYR. 05 \ 16z
*, aEE BH—DoRESTEFN—IAREAA , EHRBEE
BIRBNEDERYR , SHENERET —LEHES W HSHE

FHRENESYRE

—NEEMAHFNIR.

184



https://share-analytics.zhihuiya.com/view/8dd803c4-3d32-443d-9684-ffa6b7326934
https://worldwide.espacenet.com/patent/search/family/034134969/publication/EP2997890A1?q=EP2997890A1

