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Description
BACKGROUND
a. Technical Field

[0001] The instant disclosure relates to elongate medical devices, including the electrical infrastructure of elongate
medical devices.

b. Background Art

[0002] US 2005/0065508 A1 discloses a medical device having integral traces and formed electrodes. WO
2007/139479 A1 discloses a tubular catheter for invasive use. US 5,840,031 discloses catheters for imaging, sensing
electrical potentials and ablating tissue.

[0003] Catheters are used for an ever-growing number of procedures. For example, catheters are used for diagnostic,
therapeutic, and ablative procedures, to name just a few examples. Typically, the catheter is manipulated through the
patient’s vasculature and to the intended site, for example, a site within the patient’s heart. The catheter typically carries
one or more electrodes, which may be used for ablation, diagnosis, or the like, and/or other sensors.

[0004] Catheters with electrodes and other sensors requiring electrical connections generally include one or more
wires for at least a portion of the electrical infrastructure between the sensor and the handle of the catheter (e.g., for
connection to one or more external systems). For example, in some processes, one or more electrical wires are soldered
to each sensor at the distal end of the catheter and are later coupled with a connector in the handle at the proximal end
of the catheter. Assembling such a catheter shaft may be complicated. First, the numerous soldering operations may
require a high degree of manual skill. Second, a bundle of electrical wires must be managed throughout the assembly
process without damaging the wires, the sensors, and/or the solder joints, and without confusing which wire or wires
connects with which sensor. Finally, the wire bundle must be routed through the final shaft, occupying space within the
shaft and requiring intricate handling of the wire bundle.

[0005] Including a wire bundle in the electrical infrastructure of a catheter may additionally cause operational issues
with the catheter, which may lead to the catheter being scrapped during manufacture. For example, one or more wires
in the bundle may become displaced (e.g., as a result of the bending and twisting inherent in operation of a catheter),
which may lead to an open circuit, lumen obstruction, and/or an open circuit within the catheter.

[0006] The foregoing discussion is intended only to illustrate the present field and should not be taken as a disavowal
of claim scope.

BRIEF SUMMARY

[0007] Manufacturing and assembly methods thatimprove on known catheter manufacturing and assembly techniques
may generally include printing electrical traces on an interior surface of the shaft of the catheter, rather than using
separate wires, and electrically coupling sensors to respective trace through a bore in each sensor.

[0008] Forexample, one exemplary embodiment of a method of manufacturing a shaft for an elongate medical device,
the shaft defining a longitudinal axis, may include depositing an electrically-conductive trace on an interior structure and
placing a sensor radially-outward of the interior structure. The method may further include forming a bore in the sensor
and electrically coupling the sensor with the electrically-conductive trace through the bore.

[0009] An exemplary method of providing an electrical infrastructure for a sensor on an elongate medical device may
include depositing an electrically-conductive trace on a surface of a shaft of the elongate medical device and physically
coupling the sensor with the shaft. The method may further include forming a bore in the sensor and electrically coupling
the sensor with the trace through the bore.

[0010] An exemplary elongate medical device shaft may comprise an inner tube defining a longitudinal axis, an elec-
trically-conductive trace disposed on an outer surface of the inner tube, and an outer, electrically-insulative tube. The
elongate medical device shaft may further include a sensor disposed radially outward of a portion of the electrically-
conductive trace, the sensor defining a bore, and an electrically conductive element disposed in the bore, the electrically-
conductive element electrically coupling the sensor with the electrically-conductive trace.

[0011] The present invention relates to an elongate medical device shaft as claimed in claim 10 as well as a method
of manufacture of said shaft as claimed in claim 1.

BRIEF DESCRIPTION OF THE DRAWINGS

[0012]



10

15

20

25

30

35

40

45

50

55

EP 3 079 575 B1
Figure 1 is a plan view of an exemplary elongate medical device.
Figure 2 is an isometric view of an exemplary embodiment of a distal end portion of an elongate medical device.

Figures 3A-9 are isometric views of an inner tube that may form a part of an elongate medical device shaftillustrating
various stages in a first exemplary embodiment of a method of depositing electrically-conductive traces on the inner
tube.

Figures 10A-14 are isometric views of an elongate medical device shaft assembly illustrating various stages in a
method of assembling the elongate medical device shaft.

Figure 15 is a schematic and diagrammatic view of an embodiment of a medical device mapping and navigation
system.

Figures 16A-16D are diagrammatic views of exemplary dipoles created using the mapping and navigation system
of Figure 15.

Figures 17-20B are various views of an inner tube that may form a part of an elongate medical device shaftillustrating
various stages in a second exemplary embodiment of a method of depositing electrically-conductive traces on the
inner tube.

Figures 21-24 are isometric views of an inner tube that may form a part of an elongate medical device shaftillustrating
various stages in a third exemplary embodiment of a method of depositing electrically-conductive traces on the inner
tube.

DETAILED DESCRIPTION

[0013] Various embodiments are described herein to various apparatuses, systems, and/or methods. Numerous spe-
cific details are set forth to provide a thorough understanding of the overall structure, function, manufacture, and use of
the embodiments as described in the specification and illustrated in the accompanying drawings. It will be understood
by those skilled in the art, however, that the embodiments may be practiced without such specific details. In other
instances, well-known operations, components, and elements have not been described in detail so as not to obscure
the embodiments described in the specification. Those of ordinary skill in the art will understand that the embodiments
described and illustrated herein are non-limiting examples, and thus it can be appreciated that the specific structural
and functional details disclosed herein may be representative and do not necessarily limit the scope of the embodiments,
the scope of which is defined solely by the appended claims.

[0014] Reference throughout the specification to "various embodiments," "some embodiments," "one embodiment,"
or "an embodiment”, or the like, means that a particular feature, structure, or characteristic described in connection with
the embodiment is included in at least one embodiment. Thus, appearances of the phrases "in various embodiments,"
"in some embodiments," "in one embodiment," or "in an embodiment", or the like, in places throughout the specification
are not necessarily all referring to the same embodiment. Furthermore, the particular features, structures, or character-
istics may be combined in any suitable manner in one or more embodiments. Thus, the particular features, structures,
or characteristics illustrated or described in connection with one embodiment may be combined, in whole or in part, with
the features structures, or characteristics of one or more other embodiments without limitation given that such combination
is not illogical or non-functional.

[0015] It will be appreciated that the terms "proximal" and "distal" may be used throughout the specification with
reference to a clinician manipulating one end of an instrument used to treat a patient. The term "proximal" refers to the
portion of the instrument closest to the clinician and the term "distal" refers to the portion located furthest from the
clinician. It will be further appreciated that for conciseness and clarity, spatial terms such as "vertical," "horizontal," "up,"
and "down" may be used herein with respect to the illustrated embodiments. However, surgical instruments may be
used in many orientations and positions, and these terms are not intended to be limiting and absolute.

[0016] Referring now to the figures, in which like numerals indicate the same or similar elements in the various views,
Figure 1 is a plan view of an exemplary elongate medical device 10. The elongate medical device 10 may be a catheter,
introducer, or other elongate medical device type. The elongate medical device 10 will be referred to herein as a catheter
for ease of description (i.e., catheter 10). It should be understood, though, that the elongate medical device is not limited
to a catheter.

[0017] The catheter 10 may include an elongate tubular shaft 12 defining a longitudinal axis A and having a distal end
portion 14 and a proximal end portion 16, a tip electrode 18, a number of ring electrodes 20a, 20b, 20c (which may be
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referred to collectively as the ring electrodes 20 or individually as a ring electrode 20), and a handle 22 coupled with the
catheter shaft 12. The handle 22 may include one or more electromechanical connectors 24 configured to allow the
catheter 10, and the electrodes 18, 20 thereof, in particular, to be coupled with components or subsystems of, for example,
an electrophysiology (EP) laboratory system. Such components or subsystems may comprise, for example and without
limitation, a visualization, navigation, and/or mapping system, an EP monitoring and recording system (e.g., for monitoring
and/or recording electrocardiograms (EGM), cardiac signals, etc.), a tissue contact sensing system, an ablation system,
a cardiac stimulation system (i.e., EP stimulator), and the like. An exemplary system is shown in U.S. patent application
publication no. 2012/0029504.

[0018] The catheter 10 may further comprise one or more fluid connectors 25 configured to provide the catheter 10,
and particularly the shaft 12, with connectivity between one or more fluid lumen(s) in the shaft 12 and external systems.
The fluid connector 25 may thus be fluidly coupled with one or more fluid lumens in the shaft 12 and/or handle 22 and
may be configured for connection with a source or destination of such fluids such as, for example only, a gravity feed
or pump for irrigation fluids.

[0019] In addition to and/or instead of one or more electrodes 18, 20, the catheter 10 may be equipped with one or
more additional types of sensors. For example, the catheter 10 may be equipped with one or more coil sensors, tem-
perature sensors, pressure sensors, and/or other sensors. Additionally, some or all of the steps, methods, and procedures
described and/or illustrated herein related to the manufacturing, assembly, and use of electrodes 18, 20 on the catheter
10 may also apply to other types of sensors disposed on or in the catheter 10.

[0020] The handle 22 may be disposed at the proximal end portion 16 of the shaft 12. The handle 22 may provide a
location for a clinician to hold the catheter 10 and may further provide means for steering or guiding the shaft 12 within
the body of a patient.

[0021] The handle 22 may comprise a housing 26. The housing 26mmay be of a unitary construction or may be
constructed of a plurality of pieces that are configured to be assembled together. In a multi-piece embodiment, the
housing 26 may be coupled together in any number of ways known in the art, such as, for example, by press fit or
interference coupling techniques, by complementary interlocking members, by conventional fasteners or adhesives, or
any other techniques known in the art.

[0022] Within the housing 26, one or more wires may be provided to electrically couple the electromechanical connector
24 with the electrical infrastructure of the shaft 12. For example, in an embodiment, one wire may be provided for each
electrical trace on a surface of the shaft, as shown and described in detail below. A wire in the housing 26 may be
soldered to an electrical trace on one end, for example, and soldered or otherwise electrically coupled to the electrome-
chanical connector 24 within the housing 26 on the other end.

[0023] In an exemplary embodiment, the catheter 10 may further comprise a deflection mechanism 28 associated
with the handle 22 of the catheter 10. The deflection mechanism 28 may be coupled with a pull assembly (not shown)
disposed at or in the distal end portion 14 of the shaft 12. The combination of the deflection mechanism 28 and the pull
assembly provides a means by which a user or physician can effect movement (e.g., deflection) of the distal end portion
14 in one or more directions, and therefore, allows the physician to steer the catheter shaft 12.

[0024] Figure 2 is an isometric view of an embodiment of the distal end portion 14 of the catheter 10, with a portion
of an outer tube 30 of the shaft 12 cut away to expose an inner tube 32. The inner tube 32 extends within the outer tube
30, and a first electrically-conductive trace 34a is disposed and a second electrically-conductive trace 34b may be
disposed on an outer surface 36 of the inner tube 32. The distal end portion 14 may include, as noted above, a tip
electrode 18 or one or more ring electrodes 20 (one such ring electrode 20a is shown in Figure 2). The tip electrode 18
defines a first bore 38a (i.e., via), and/or the ring electrode defines a second bore 38b (i.e., via). Bores 38a and 38b and
other bores shown and/or described herein may be referred to collectively as the bores 38 or individually as the bore
38. Each bore 38 may extend, substantially orthogonal to the axis A of the shaft 12, from an exterior surface of the
electrode 18, 20 to a portion of a respective one of the traces 34. Thus, the first bore 38a may extend from an exterior
surface of the tip electrode 18, through a portion of the body of the electrode 18 to a portion of a first trace 34a, and the
second bore 38b may extend from the exterior surface of the ring electrode 20a to a portion of a second trace 34b. Thus,
the first bore 38a may be axially coincident with a portion of the first trace 34a, and the second bore 38b may be axially
coincident with a portion of the second trace 34b.

[0025] The first bore 38a is filled with an element (e.g., a material) that electrically couples the tip electrode 18 with
the first trace 34a, and/or the second bore 38b is also filled with an element (e.g., a material) that electrically couples
the band electrode 20a with the second trace 34b. For example, in an embodiment, each bore 38 may be filled with an
electrically-conductive adhesive. Such an electrically-conductive adhesive may include, for example only, silver-filled
polyurethane, epoxy, and/or silicone adhesive.

[0026] The tip electrode 18 may further include one or more irrigation ports 39, in an embodiment. Irrigation fluid may
be provided from a system disposed at the proximal end of the catheter (e.g., a gravity feed or pump, as noted above)
and may flow through the irrigation ports 39 in order to, for example only, cool the tip electrode. Additional details
regarding irrigated electrodes may be found, for example, in U.S. Patent Nos. 8,517,999 and 8,187,267.
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[0027] In an embodiment, the inner tube 32 may comprise some or all of a fluid lumen for the catheter 10. The fluid
lumen may be configured to carry one or more fluids (e.g., irrigation fluid) between the handle of the finished device and
the distal tip of the finished device. Fluid may flow through the inner tube 32 to the irrigation ports 39, in an embodiment.
[0028] Referring to Figures 1 and 2, each of the electrically-conductive traces 34 may extend from the distal end portion
14 of the shaft 12 (e.g., from a point axially-coincident with a respective one of the electrodes 18, 20) to the proximal
end portion 16 of the shaft 12, in an embodiment. Each trace 34 may extend over substantially the entire length of the
shaft 12, in an embodiment. For example, each trace 34 may extend over 90% or more of the length of the catheter
shaft 12. In an embodiment, one or more of the traces 34 may include one or more interruptions and/or discontinuities.
For example but without limitation, a distal portion of a trace 34 may extend from the distal end portion 14 of the shaft
12, be electrically coupled with a distal end of a flex circuit, such as a flex circuit as illustrated and described in U.S.
patent application publication no. 2012/0172842

, and a proximal portion of the trace 34 may be electrically coupled with a proximal end of the flex circuit and may continue
extending proximally to the proximal end portion 16 of the shaft 12.

[0029] Figures 3A-14 illustrate several stages of buildup in a method of manufacturing and assembling an embodiment
of the catheter shaft 12 illustrated in Figures 1 and 2. More particularly, Figures 3A-9 illustrate an exemplary method of
depositing one or more electrically-conductive traces 34 on an inner tube 32 of a catheter shaft 12, and Figures 10A-14
illustrate further steps in an exemplary method of manufacturing and assembling a catheter shaft 12 that may include
the inner tube 32 with electrically-conductive traces 34. It should be understood that the steps and methods shown and
described herein are exemplary in nature only. Steps may be added, altered, and/or omitted without departing from the
scope of the instant disclosure.

[0030] Referring to Figures 3A-9, a method of depositing one or more electrically-conductive traces 34 on an inner
tube 32 begins with providing an inner tube 32. Figure 3A is an isometric view of an intermediate portion 40 of the inner
tube 32, and Figure 3B includes a side view of the intermediate portion 40 and an end view of the inner tube 32. The
inner tube 32 may have an inner diameter and an outer diameter defining a wall 42, and may define an inner lumen 44.
[0031] In an embodiment, the inner tube 32 may have an inner diameter of about 0,8128 mm (0.032 inches), an outer
diameter of about 0,9271 mm (0.0365 inches), a wall thickness of about 0,1143 mm (0.0045 inches), and a length of
about 152,4 cm (60 inches). The inner tube 32 may be an extruded polymer, in an embodiment. Alternatively, the inner
tube may be formed from a flat substrate, which is rolled and bonded to form a tube. The rolling and bonding may happen
before or after other process steps of the various methods illustrated and/or described herein.

[0032] The inner tube 32 may comprise, for example but without limitation, a polymer, such as polyimide. Additionally
or alternatively, the inner tube 32 may be or may include polyethylene-naphthalate (PEN), such as a PEN film. For
example, the inner tube 32 may be or may include a PEN film commercially available under the trade name Teonex®,
such as Teonex® Q65FA or Teonex® Q83. Additionally or alternatively, the inner tube 32 may be or may include
polyethylene terephthalate (PET), such as a PET film. For example, the inner tube 32 may be or may include a PET film
commercially available under the trade name Melinex®, such as Melinex® ST506 or Melinex® ST504.

[0033] Additionally or alternatively, the inner tube 32 may comprise another material having material characteristics
suitable for one or more of heightened processing temperatures temperatures (e.g., capable of withstanding temperatures
involved in melt processing further layers of a catheter shaft), for the materials deposition methods and steps described
or referenced herein, and for a minimum thickness.

[0034] Additionally, the materials comprising the inner tube 32 may be appropriate for safely transmitting fluid (i.e., in
a biologically-compatible manner) through the lumen 44 of the inner tube 32. Thus, the lumen 44 may act as a fluid
lumen in the finished device for, e.g., the flow of irrigation fluid to the tip of the device.

[0035] Referring to Figure 4, one or more masks 46 may be placed on the exterior surface 36 of the inner tube 32.
The masks 46 may comprise materials and processes known in the art such as, for example, those offered commercially
by Enthone, Inc. of West Haven, Connecticut.

[0036] The masks 46 may be placed on the exterior surface 36 of the inner tube 32 to define the line width (i.e., width
of a given trace 34), spacing between traces 34, and pattern requirements of a particular application. In an embodiment,
the line width of an individual trace 34 may be between about 25 um and about 100 um. The masks 46 may be placed
on every portion of the outer surface 36 of the inner tube 32 where an electrically-conductive trace 34 is not desired (i.e.,
negative masking), in an embodiment. Alternatively, the masks 46 may be placed on the portions of the outer surface
36 of the inner tube 32 where an electrically-conductive trace 34 is desired (i.e., positive masking), in an embodiment.
The remainder of the description herein will be with respect to an embodiment employing negative masking, but it should
be understood that this is for ease of description only, and is not limiting.

[0037] Referring to Figure 5, a seed layer 48 may then be deposited on the exposed (i.e., non-masked) portions of
the outer surface 36 of the inner tube 32. The seed layer 48 may comprise, for example and without limitation, copper
or another suitable metal. The seed layer 48 may be deposited through, for example, chemical vapor deposition (CVD),
physical vapor deposition (PVD), electrografting, and/or known "wet" methods of deposition. Electrografting may be
performed, for example, according to a technique described in Frederic Raynal (2012), "Integration of Electrografted
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Layers for the Metallization of Deep Through Silicon Vias," Electroplating, Prof. Darwin Sebayang (Ed.), ISBN:
978-953-51-0471-1.

[0038] Inadditiontoaseedlayer48, atiecoatlayermay be deposited. The tiecoatlayer may be deposited in substantially
the same manner as the seed layer 48, in an embodiment (e.g., according to chemical vapor deposition (CVD), physical
vapor deposition (PVD), etc.). The tiecoat layer may be deposited before the seed layer 48. The tiecoat material may
comprise a chromium-based or nickel-based alloy, in an embodiment. The tiecoat layer may improve the adhesion of
electrically-conductive materials to the inner tube 32.

[0039] A conductive layer 50 may then be deposited on top of the seed layer 48, as shown in Figures 6 (illustrating
partial conductive layer 50 deposition) and 7 (illustrating completed conductive layer 50 deposition). The conductive
layer 50 may comprise a conductive metal such as, for example and without limitation, copper, nickel, and/or gold. The
conductive layer may be deposited through electroplating, electroless deposition, CVD, and/or PVD, for example.
[0040] Themasklayer46 mayberemoved, asillustrated in Figures 8 (illustrating partial mask removal) and 9 (illustrating
complete mask removal). The masks 46 may be removed using conventional mask removal materials (e.g., solvents)
and processes, which materials and processes may be selected according to the materials used for the masks 46.
[0041] In some embodiments, the mask layer 46 may be left intact on the inner tube 32. For example, the mask layer
46 may be leftintact where positive masking is employed. The mask layer 46 may also be leftintact (i.e., in an embodiment
employing negative masking) to serve as a dielectric between adjacent traces 34. In particular, the mask layer 46 may
be left intact as a dielectric layer in embodiments in which the space between traces 34 in relatively small.

[0042] Inan additional process step, a coating layer may be deposited over the traces 34, remaining masks 46, and/or
exposed portions of the outer surface 36 of the inner tube 32. For example, a coating layer comprising polymer, such
as, for example only, that sold under the trade name PARYLENE HT, available from Specialty Coating Systems, Inc. of
Indianapolis, Indiana may be deposited. The coating layer may be deposited through CVD and/or PVD, in an embodiment.
The coating layer may be provided, for example, as a dielectric and/or to prevent physical damage to the traces 34
during further manufacturing and assembly steps of a catheter shaft 12 including the inner tube 32, as well as during
use of the finished catheter shaft 12.

[0043] After the mask layer 46 is removed (or with the mask layer 46 still intact), the result may be an inner tube 32
on which one or more electrically-conductive traces 34 are disposed. The steps illustrated in Figures 3A-9 may be used
to deposit electrically conductive traces 34 in a desired pattern. Deposited traces 34 may include, for example and
without limitation, longitudinal straight lines, circumferential contact pads, serpentine patterns, spiral patterns, etc. Such
patterns may be deposited to provide an electrical infrastructure through which one or more sensors (such as the
electrodes 18, 20, see Figures 1 and 2) may be electrically connected to external systems (e.g., through an electrome-
chanical connector in the handle disposed at the proximal end of the shaft).

[0044] Deposited traces 34 may also be used to form sensors themselves. For example, deposited traces 34 may be
used to form sensors such as, for example only, GPS antennas, coils for use in electromagnetic positioning systems, etc.
[0045] As an alternative to the process steps illustrated in Figures 4-9, electrically-conductive traces 34 may be de-
posited on the inner tube 32 by printing. Printed ink traces 34 may comprise copper or silver ink, in an example. Traces
34 may be printed with equipment and processes known in the art such as, for example, equipment available from
Optomec, Inc. of Albuquerque, New Mexico.

[0046] In an alternative process, electrically-conductive traces 34 may be printed on a non-cylindrical inner structure,
substantially according to the steps illustrated and described herein. The non-cylindrical inner structure may then, in an
example, be formed into a tube or other shape with adhesive and/or other fastening means. If formed into a tube or tube-
like structure, such inner layer may thereafter serve as an inner tube 32 for later manufacturing steps, assembly steps,
and uses described herein. For example, traces 34 may be printed as illustrated and/or described in co-pending U.S.
provisional patent application no. 61/932,386, filed January 28, 2014.

[0047] In an exemplary embodiment in which the inner tube 32 is formed from polyimide, the polyimide may be
pretreated in a plasma pretreatment process before deposition of electrically-conductive and other materials. The plasma
pretreatment may improve adhesion of the deposited materials relative to a non-pretreated polyimide.

[0048] Figures 10A-14 illustrate further steps in a method of manufacturing and assembling a catheter shaft 12 that
includes the inner tube 32 with electrically-conductive traces 34. Various embodiments of a distal end portion 52a, 52b,
52c of various embodiments 32a, 32b, 32c of the inner tube 32 are shown in Figures 10A-12.

[0049] Asshown in Figures 10A and 10B, a tip electrode 18 may be provided. As shown in Figure 10A, the tip electrode
18a is configured to be electrically coupled with the distal tip of a longitudinal trace 34a, in an embodiment. Additionally
or alternatively, as shown in Figure 10B, the inner tube distal end portion 52b includes, and the tip electrode 18b is
configured to be electrically coupled with, a circumferential bonding pad 54a. The circumferential bonding pad 54a may
be deposited according to the steps and methods described above in conjunction with Figures 3A-9. The circumferential
bonding pad 54a may include a circumferential dimension that is larger than the longitudinal dimension of the bonding
pad 54a. In an embodiment, the bonding pad 54a may extend around the entire circumference of the inner tube distal
end portion 52b. Alternatively, a bonding pad 54 may extend around less than the entire circumference of the inner tube
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distal end portion 52a, 52b, 52c. For example, as shown in both Figures 10A and 10B, a bonding pad 54b may be
provided that does not extend around the entire circumference of the inner tube distal end portion 52a, 52b. It should
be noted that the bonding pads 54a, 54b, and similar structures may be described herein collectively as the bonding
pads 54, or individually as a bonding pad 54.

[0050] The tip electrode 18a, 18b may include a neck portion 56 and a body portion 58, in an embodiment. The neck
portion 56 includes a bore 38c, in an embodiment. The bore 38c may be formed by laser drilling, mechanical drilling,
and/or another bore-formation technique. The bore 38c may extend into the body portion 58 of the tip electrode 18,
substantially orthogonal to the longitudinal axis of the final catheter shaft. In other embodiments, the neck portion 56 of
the tip electrode 18 may lack a bore 38c.

[0051] The inner tube distal end portion 52a, 52b, 52c is inserted into a cavity in the proximal end of the tip electrode
18, in an embodiment, as shown in Figures 11A and 11B. The cavity may extend through the neck portion 56 and at
least partially into the body portion 58, in an embodiment. The inner tube distal end portion 52a, 52b, 52c is inserted
such that a portion of an electrically-conductive trace 34 is circumferentially coincident with the bore 38c in the neck
portion 56.

[0052] The inner tube 32 may be rigidly coupled (e.g., bonded) with the tip electrode 18 using an adhesive, in an
embodiment. For example, the inner tube 32 may be rigidly coupled with the tip electrode 18 with an electrically-insulative
adhesive. Alternatively, the inner tube 32 may be rigidly coupled with the tip electrode 18 with an electrically-conductive
adhesive. In an embodiment, such adhesive may provide an electrical coupling between one or more traces 34 on the
inner tube 32 and the tip electrode 18.

[0053] Following coupling of the tip electrode 18 with the inner tube 32, the bore 38c in the neck portion 56 of the tip
electrode 18 may be cleaned out (e.g., to remove electrically non-conductive adhesive and/or other debris). In an
embodiment, the bore 38c may be cleaned out through laser drilling. In particular, the bore 38c may be cleaned out if
an electrically-insulative adhesive is used to couple the tip electrode 18 with the inner tube 32.

[0054] The bore in the neck portion of the tip electrode 18, if provided, is filled with an element that electrically couples
the electrically-conductive trace 34a with the tip electrode 18. For example, in an embodiment, the bore 38c may be
filled with an electrically-conductive adhesive.

[0055] As shown in Figure 11B, and as noted above, in an embodiment, electrically-conductive traces 34 may be
deposited on the inner tube 32 so as to form a sensor. For example only, electrically-conductive traces may be deposited
in a spiral formation to form an antenna 60 that may be used, for example only, to receive GPS signals.

[0056] Referring to Figure 12, an outer tube 30 is provided (Figures 12-14 show a distal end portion 62 of the outer
tube 30). The outer tube 30 may comprise a polymer such as, for example and without limitation, polyether block amide
(PEBA). The outer tube 30 may be pre-formed (e.g., before being placed over the inner tube 32) to a desired shape and
dimensions (e.g., desired inner diameter, outer diameter, and length). The outer tube 30 may be pre-formed by extrusion
or melt processing on a separate mandrel, for example. Alternatively, the outer tube 30 may be melt-processed on the
inner tube 32 (and/or on another layer of the catheter shaft 12) to obtain desired dimensions. The outer tube 30 may
have an outer diameter that is substantially the same as the outer diameter of the tip electrode 18, in an embodiment.
[0057] Referring to Figure 13, the outer tube 30 is placed over the inner tube 32 and the neck portion 56 of the tip
electrode 18. The outer tube 30 may be rigidly coupled (e.g., bonded) to the tip electrode 18, in an embodiment. For
example, the inner surface of the outer tube 30 may be rigidly coupled to the outer surface of the neck portion 56 of the
tip electrode 18 with electrically-insulative adhesive or electrically-conductive adhesive.

[0058] Referring to Figure 14, one or more ring electrodes 20 may be placed over the outer tube 30 (one such ring
electrode 20ais shownin Figure 14). Eachring electrode 20 is placed to be axially-coincident with a portion of a respective
electrically-conductive trace 34 on the inner tube 32. For example, each ring electrode 20 may be placed such that a
portion of each ring electrode 20 is axially coincident with a bonding pad 54. Each ring electrode 20 may be rigidly
coupled with the outer tube 30 such as, for example only, with adhesive.

[0059] One or more bores 38 may be made in each electrode 18, 20, in an embodiment. Each bore 38 may be made
by, for example only, laser drilling and/or mechanical drilling. Each bore 38 may be substantially orthogonal to the
longitudinal axis A of the shaft, and extends from an outer surface of the electrode 18, 20, through the electrode 18, 20,
and, for the ring electrodes 20, through any portion of the outer tube 30 that is radially inward of the electrode 20. Each
bore 38 may thus provide a hole from the outer surface of the electrode 18, 20 to a portion of an electrically-conductive
trace 34. A bore 38 may be circular, in an embodiment, or may have some other shape, in another embodiment.
[0060] Through a respective bore 38, an element is provided to electrically couple each electrode 18, 20 with a
respective electrically-conductive trace 34. In an embodiment, for example, each bore 38 may be filled with electrically-
conductive adhesive 64.

[0061] In an embodiment, one or more of the bores 38 may be formed in the electrodes 18, 20 and/or the outer tube
30 before assembly of the inner tube 32, tip electrode 18, outer tube 30, and ring electrodes 20. Accordingly, in an
embodiment, a part of the assembly process may involve placing the inner tube 32, tip electrode 18, outer tube 30,
and/or ring electrodes 20 to line up bores 38 and traces 34 with each other.
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[0062] The catheter 10 may operate with a variety of catheter systems such as visualization systems, mapping systems,
and navigation support and positioning systems (i.e., for determining a position and orientation (P&O) of a flexible
elongate member or other medical device). One such system is illustrated in Figure 15.

[0063] Figure 15 is a schematic and diagrammatic view of an embodiment of a medical device mapping and navigation
system 70. The system 70 is coupled with a catheter 10 that can be guided to and disposed in a portion of a body 72,
such as a heart 74. The catheter 10 can include one or more sensors (which may be one or more of the electrodes 18,
20, see Figures 1,2 and 10A-14) for, e.g., collecting electrophysiology data, applying ablation energy, and/or determining
a location of the catheter 10 within the body 72. The system 70 may include, at least in part, an electronic control unit
(ECU) 78, a signal generator 80, a switch 82, a low-pass filter 84, an analog-to-digital (A-to-D) converter 86, a plurality
of body surface electrode patches 88g, 88y, 88x,, 88y4, 88y, 8874, 8825, and electrocardiogram (ECG) patches 90.
[0064] The system 70 is provided for visualization, mapping, and/or navigation of internal body structures and may
be referred to herein as "the navigation system." The navigation system 70 may comprise an electric field-based system,
such as, for example, an EnSite™ Velocity™ cardiac electro-anatomic mapping system running a version of EnSite™
NavX™ navigation and visualization technology software commercially available from St. Jude Medical, Inc., of St. Paul,
Minnesota and as also seen generally by reference to U.S. Patent Nos. 7,263,397 and 7,885,707.

[0065] In other exemplary embodiments, the navigation system 70 may comprise systems other than electric field-
based systems. For example, the navigation system 70 may comprise a magnetic field-based system such as the Carto™
system commercially available from Biosense Webster, and as generally shown with reference to one or more of U.S.
Patent Nos. 6,498,944; 6,788,967; and 6,690,963.

[0066] In another exemplary embodiment, the navigation system 70 may comprise a magnetic field-based system
based on the MediGuide™ technology available from St. Jude Medical, Inc., and as generally shown with reference to
one or more of U.S. Patent Nos. 6,233,476; 7,197,354; and 7,386,339.

[0067] In yet another embodiment, the navigation system 70 may comprise a combination electric field-based and
magnetic field-based system, such as, for example and without limitation, the system described in pending U.S. Patent
Application No. 13/231,284, or the Carto™ 3 system commercially available from Biosense Webster, and as generally
shown with reference to U.S. Patent No. 7,536,218.

[0068] In yet still other exemplary embodiments, the navigation system 70 may comprise or be used in conjunction
with other commonly available systems, such as, for example and without limitation, fluoroscopic, computed tomography
(CT), and magnetic resonance imaging (MRI)-based systems. For purposes of clarity and illustration only, the navigation
system 70 will be described hereinafter as comprising an electric field-based system, such as, for example, the EnSite™
NavX™ system identified above.

[0069] The catheter 10 and sensors may be provided for a variety of diagnostic and therapeutic purposes including,
for example, electrophysiological studies, pacing, cardiac mapping, and ablation. In an embodiment, the catheter 10
can be an ablation catheter, mapping catheter, or other elongate medical device. The number, shape, orientation, and
purpose of the sensors may vary in accordance with the purpose of the catheter 10. In an embodiment, at least one
sensor can be an electrode 18, 20. For purposes of illustration, the description below will be with respect to an embodiment
in which the sensors comprise one or more electrodes 18, 20, but the disclosure is not limited to such an embodiment.
[0070] With the exception of the patch electrode 885 called a "belly patch," the patch electrodes 88 are provided to
generate electrical signals used, for example, in determining the position and orientation of the catheter 10 and in the
guidance thereof. In one embodiment, the patch electrodes 88 are placed generally orthogonally on the surface of the
body and are used to create axes-specific electric fields within the body. For instance, in one exemplary embodiment,
patch electrodes 88y, 88y, may be placed along a first (x) axis. Patch electrodes 88y, 88y, may be placed along a
second (y) axis, and patch electrodes 885, 88, may be placed along a third (z) axis. Each of the patch electrodes 88
may be coupled to the multiplex switch 82. In an exemplary embodiment, the ECU 78 may be configured, through
appropriate software, to provide control signals to the multiplex switch 82 to thereby sequentially couple pairs of electrodes
88 to the signal generator 80. Excitation of each pair of electrodes 88 (e.g., in either orthogonal or non-orthogonal pairs)
generates an electrical field within the patient's body 72 and within an area of interest such as the heart 74. Voltage
levels at non-excited electrodes 88, which are referenced to the belly patch 88g, are filtered by the low-pass filter 84
and converted by the A-to-D converter 86 and provided to the ECU 78 for use as reference values.

[0071] As noted above, one or more electrodes 18, 20 may be mounted in or on the catheter 10. In an exemplary
embodiment, at least one of the electrodes 18, 20 comprises a positioning electrode 92 and is configured to be electrically
coupled to the ECU 78. With a positioning electrode 92 electrically coupled to the ECU 78, the positioning electrode 92
may be placed within electrical fields created in the body 72 (e.g., within the heart 74) by exciting the patch electrodes
88. The positioning electrode 92 experiences voltages that are dependent on the position of the positioning electrode
92 relative to the locations of the patch electrodes 88. Voltage measurement comparisons made between the positioning
electrode 92 and the patch electrodes 88 may be used to determine the position of the positioning electrode 92 relative
to the heart 74 or other tissue. Movement of the positioning electrode 92 proximate a tissue (e.g., within a chamber of
the heart 74) may produce information regarding the geometry of the tissue. This information may be used, for example,
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to generate models and maps of anatomical structures. Such maps and models may reflect a particular state of the
anatomical structure such as, for example, the shape of the heart at a particular point in the cardiac cycle. Position
information determined according to measurements made with the positioning electrode 92 may thus be associated with
a particular portion of the cardiac cycle based on readings from the ECG patches 90. Information received from the
positioning electrode 92 can also be used to display on a display device, the location and orientation of the positioning
electrode 92 and/or a portion of the catheter 10 relative to the heart 74 or other tissue. Accordingly, among other things,
the ECU 78 of the navigation system 70 may provide a means for generating display signals used to control a display
and the creation of a graphical user interface (GUI) on the display.

[0072] The ECU 78 may comprise a programmable microprocessor or microcontroller, or may comprise an application
specific integrated circuit (ASIC). The ECU 78 may include a an input/output (I/O) interface through which the ECU 78
may receive a plurality ofinput signals including, for example, signals generated by patch electrodes 88 and the positioning
electrode 92 (among others), and generate a plurality of output signals including, for example, those used to control a
display and other userinterface components. The ECU 78 may be configured to perform various functions with appropriate
programming instructions or code (i.e., software). Accordingly, the ECU 78 can be programmed with one or more
computer programs encoded on a computer-readable storage medium for performing functionality described herein.
[0073] Figures 16A-16D show a plurality of exemplary non-orthogonal dipoles, designated D, D4, D, and D3. Referring
to Figures 15 and 16A-16D, for any desired axis, the potentials measured across an intra-cardiac positioning electrode
92 resulting from a predetermined set of drive (source-sink) configurations may be combined algebraically to yield the
same effective potential as would be obtained by simply driving a uniform current along the orthogonal axes. Any two
of the patch electrodes 88 may be selected as a dipole source and drain with respect to a ground reference, e.g., belly
patch 88g, while the unexcited body surface electrodes 88 measure voltage with respect to the ground reference 88g.
The positioning electrode 92 placed in the heart 74 is also exposed to the field from a current pulse and is measured
with respect to ground, e.g., the belly patch 88g. In practice, a catheter 10 or multiple catheters 10 within the heart 74
may contain multiple positioning electrodes 92 and each positioning electrode potential may be measured separately.
[0074] Data sets from each of the patch electrodes 88 and the positioning electrode 92 may be used to determine the
location of the positioning electrode 92 within the heart 74. After the voltage measurements are made, a different pair
of surface electrodes 88 is excited by the signal generator 80 and the voltage measurement process of the remaining
patch electrodes 88 and positioning electrode 92 takes place. The sequence occurs rapidly, e.g., on the order of 100
times per second, in an embodiment. To a first approximation, the voltage on the positioning electrode 92 within the
heart 74 bears a linear relationship with position between the patch electrodes 88 that establish the field within the heart
74, as more fully described in U.S. Pat. No. 7,263,397 referred to above.

[0075] In summary, Figure 15 shows an exemplary navigation system 70 that employs seven body surface electrodes
(patches) 88, which may be used for injecting current and sensing resultant voltages. Current may be driven between
two patches 88 at any time; some of those driven currents are illustrated in Figures 16A-16D. Measurements may be
performed between a non-driven patch 88 and, for example, the belly patch 885 as a ground reference. A patch bio-
impedance, also referred to as a "patch impedance" may be computed according to the following equation:

BioZ[c — d][e] = ]Ve (1)

c—>d

where V, is the voltage measured on patch e and /,_, 4 is a known constant current driven between patches ¢ and d,
where patches c, d, and e may be any of the patch electrodes 88. The position of a positioning electrode 92 may be
determined by driving current between different sets of body patches 88 and measuring one or more patch impedances
along with the voltage on the positioning electrode 92. In one embodiment, time division multiplexing may be used to
drive and measure all quantities of interest. Position determining procedures are described in more detail in U.S. Patent
Nos. 7,263,397 and 7,885,707 referred to above, as well as other references.

[0076] Figures 17-20B are various views of an inner tube that may form a part of an elongate medical device shaft
illustrating various stages in a second exemplary embodiment of a method of depositing electrically-conductive traces
34 on the inner tube 32. The second method illustrated in Figures 17-20B may be an alternative to the process illustrated
in and described with respect to Figures 3A-9, in an embodiment. As noted below, however, the second method may
incorporate one or more steps of the first method, in an embodiment.

[0077] The second method may generally involve applying electrically-conductive traces 34 on a stretched substrate,
then releasing the tension on the substrate, resulting in a larger surface area for the traces 34 in the direction of tension
application than the underlying substrate. As a result, the traces 34 may be better able to withstand stress resulting from
bending of a device in which the substrate and traces 34 are incorporated, such as an elongate medical device. The
second method will be described below with respect to an embodiment in which the substrate is the inner tube 32. It
should be understood, however, that the second method may also find use with embodiments in which the substrate is
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a structure other than the inner tube 32. And, as noted above, in an embodiment, the inner tube 32 may be formed from
a flat substrate rolled and bonded so as to form a tube; in a version of the second method, the steps illustrated and
described herein may be performed with such a substrate in flat or rolled form.

[0078] Figure 17 is an isometric view of an intermediate portion 40 of the inner tube 32. Referring to Figures 17 and
18, the inner tube 32 may be stretched. For example, in an embodiment, the inner tube 32 may be stretched along the
axis A. In an embodiment, the inner tube 32 may be stretched along multiple axes. The ratio of the amount of stretching
along multiple axes may be determined according to Poisson’s ratio, in an embodiment, and may therefore address the
multi-axial stresses on the inner tube 32 resulting from deflection along a single axis that are described by Poisson’s
ratio. The inner tube 32, or a portion thereof (e.g., the intermediate portion 40), may be stretched from its static length
Iy (illustrated in Figure 17) to a stretched length /; (illustrated in Figure 18). The inner tube 32 may be stretched, for
example, by securing the ends of the inner tube 32 with clamps and moving the clamps relative to each other.

[0079] Theinnertube 32, oraportion thereof, may be stretched to atleast 140% of its static (i.e., steady, non-stretched)
length and less than 200% of its steady, non-stretched length, in an embodiment. That is, /; may be between 40% and
100% greater than [y, in an embodiment. The amount of stretching (i.e., the difference between /; and /) may depend
on, for example, the materials comprising the inner tube 32 and the desired deflection tolerance of the inner tube 32.
For example, the greater the amount of intended deflection of the inner tube 32 (and, thus, the greater the amount of
bending over the length of the inner tube 32), the more the inner tube 32 may be stretched (i.e., the greater the difference
between /; and /y). Further, the greater the elasticity of the inner tube 32, the more the inner tube 32 may be stretched.
[0080] Figure 19 is an isometric view of the inner tube intermediate portion 40 having electrically-conductive traces
34 disposed on the outer surface 36 of the inner tube 32. Two such traces 34a, 34b are illustrated in Figure 19, but any
number of traces 34 may be provided. The electrically-conductive traces 34 may be applied to the inner tube 32 while
the inner tube is stretched (i.e., while axial tension is applied to the inner tube 32). The electrically conductive traces 34
may be applied to the inner tube 32 according to any of a number of methodologies. For example, in an example, the
electrically-conductive traces 34 may be printed on the inner tube 32 by using a print head under control of a processing
device.

[0081] Following application of the electrically-conductive traces 34 to the inner tube 32, the tension may be released
from the inner tube 32 to allow the inner tube 32 to return to its original, non-stretched length /,. Figure 20A is an isometric
view of the inner tube intermediate portion 40 returned to its original, non-stretched length /y, and Figure 20B is an up-
close side view of a portion of the inner tube intermediate portion returned to its original, non-stretched length /.
[0082] As illustrated in Figure 20B, when the tension is released from the inner tube 32, the electrically-conductive
traces 34 (one trace 34a is illustrated in Figure 20B) may have axially-compressive tension applied by virtue of the
attachment of the electrically-conductive traces 34 to the inner tube 32 as the inner tube 32 shortens in length. The
compressive tension may cause the electrically-conductive traces 34 to "bunch," to partially separate from the inner
tube, or to otherwise form a structure other than a flat trace as it would under a lack of tension, in an embodiment. An
exemplary "bunching" of the trace 34a is illustrated in an exaggerated fashion in Figure 20B. As a result, the electrically-
conductive traces 34 may be better able to absorb axial stresses from bending of the inner tube 32 during operation of
a device in which the inner tube 32 is used, such as an elongate medical device.

[0083] Figures 21-24 are isometric views of an inner tube 32 that may form a part of an elongate medical device shaft
illustrating various stages in a third exemplary embodiment of a method of depositing electrically-conductive traces 34
on the inner tube 32. The steps illustrated in Figures 21-24 may be an alternative to the first method illustrated in and
described with respect to Figures 3A-9 or the second method illustrated in and described with respect to Figures 17-20B,
in an embodiment.

[0084] Referring to Figure 21, the method may begin with providing the inner tube 32 with the outer surface 36 exposed.
Figure 21 and subsequent figures illustrate an intermediate portion 40 of the inner tube 32.

[0085] As shown in Figure 22, a portion of the outer surface 36 of the inner tube 32 may be coated with a layer of
electrically-conductive material 94. The electrically-conductive material 94 may be or may include, for example, copper,
gold, silver, or some other material. The entire circumference of a given longitudinal section of the inner tube 32 may
be coated, in an embodiment. Further, the entire circumference of the entire length of the inner tube may be coated, in
an embodiment. The inner tube 32 may be coated with the layer of electrically-conductive material 94 according to any
appropriate methodology. For example, chemical vapor deposition (CVD), physical vapor deposition (PVD), electro-
chemical deposition (ECD), or some other technique normally associate with semiconductor fabrication may be used.
[0086] Referring to Figure 23, portions of the layer of electrically-conductive material may be patterned (e.g., masked,
exposed, developed, and etched, as generally known in semiconductor fabrication) to remove portions of the electrically-
conductive material. As part of this procedure, as illustrated in Figure 23, one or more masks 46 may be applied over
the electrically-conductive layer 94. Portions of the layer of electrically-conductive material 94 may be removed to leave
a desired pattern of electrically-conductive material. For example, one or more traces 34 may remain following patterning.
Figure 24 illustrates the inner tube 32 following patterning, with a two electrically-conductive traces 34a, 34b remaining.
[0087] Although a number of embodiments have been described above with a certain degree of particularity, those
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skilled in the art could make numerous alterations to the disclosed embodiments without departing from the scope of
this disclosure. For example, all joinder references (e.g., attached, coupled, connected, and the like) are to be construed
broadly and may include intermediate members between a connection of elements and relative movement between
elements. As such, joinder references do not necessarily infer that two elements are directly connected and in fixed
relation to each other. It is intended that all matter contained in the above description or shown in the accompanying
drawings shall be interpreted as illustrative only and not limiting. Changes in detail or structure may be made without
departing from the scope of the disclosure as defined in the appended claims.

Claims

1. A method of manufacturing a shaft (12) for an elongate medical device, the shaft (12) defining a longitudinal axis,
the method comprising:

depositing an electrically-conductive trace (34a, 34b) on an inner tube;

placing a sensor radially-outward of the inner tube;

forming a bore (38a, 38b) in the sensor;

placing an electrically-insulative tube (30) over the inner tube, and

electrically coupling the sensor with the electrically-conductive trace through the bore (38b),

(i) wherein the sensor comprises a band electrode (20a, 20b, 20c), wherein said placing the sensor comprises
placing the sensor radially-outward on said electrically-insulative tube (30), and forming the bore (38b) in
the sensor and in the electrically-insulative tube (30),

or

(i) wherein the sensor comprises a rounded tip electrode (18), further comprising physically coupling the
tip electrode with the inner tube.

2. The method of claim 1, wherein electrically coupling the sensor with the electrically-conductive trace comprises
filling the bore (38a, 38b) with an electrically-conductive adhesive.

3. The method of claim 1 or 2, wherein said depositing comprises depositing the trace along 90% or more of a length
of the inner tube.

4. The method of claim 1, 2 or 3, in case of alternative (ii), wherein the sensor comprises a band electrode (20a, 20b,
20c), wherein said placing the sensor comprises placing the sensor radially-outward on said electrically-insulative
tube (30), further comprising forming the bore (38b) in the sensor and in the electrically-insulative tube (30).

5. The method of claim 1, 2 or 3,
in case of alternative (i)
wherein the sensor comprises a rounded tip electrode (18), further comprising physically coupling the tip electrode
with the inner tube, and
preferably wherein physically coupling the tip electrode (18) with the inner tube comprises physically coupling the
tip electrode (18) with the inner tube with an electrically-conductive adhesive, or
preferably wherein physically coupling the tip electrode (18) with the inner tube comprises physically coupling the
tip electrode with the inner tube with an electrically-insulative adhesive,
and in case of alternative (ii)
wherein physically coupling the tip electrode (18) with the inner tube comprises physically coupling the tip electrode
(18) with the inner tube with an electrically-conductive adhesive, or
wherein physically coupling the tip electrode (18) with the inner tube comprises physically coupling the tip electrode
with the inner tube with an electrically-insulative adhesive.

6. The method of any one of claims 1 to 5, further comprising depositing a circumferential contact pad (54a) on the
inner tube, wherein a portion of the bore (38b) is longitudinally coincident with the contact pad (54a).

7. The method of any one of claims 1 to 6, wherein depositing the electrically-conductive trace (34a, 34b) comprises
one or more of electroplating, electrografting, chemical-vapor deposition, and printing electrically-conductive ink,
or
wherein depositing the electrically-conductive trace (34a, 34b) comprises:

1"



10

15

20

25

30

35

40

45

50

55

EP 3 079 575 B1

coating an entire circumference of a longitudinal section of said inner tube with a layer of electrically-conductive
material; and
patterning the layer of electrically-conductive material to remove material not included in the trace (34a, 34b).

8. The method of any one of claims 1 to 7, further comprising:
applying axial tension to the inner tube before depositing the electrically-conductive trace (34a, 34b); and
releasing said axial tension after depositing the electrically-conductive trace (34a, 34b).

9. The method of any one of claims 1 to 8, wherein said forming a bore comprises laser drilling said bore (38a, 38b).

10. An elongate medical device shaft (12) comprising:

an inner tube (32) defining a longitudinal axis;
an electrically-conductive trace (34a, 34b) disposed on an outer surface of said inner tube (32);
an outer, electrically-insulative tube (30);
a sensor disposed radially outward of a portion of said electrically-conductive trace (34a, 34b), said sensor
having a bore (38a, 38b);
an electrically conductive element disposed in said bore (38a, 38b), said electrically-conductive element elec-
trically coupling said sensor with said electrically-conductive trace (34a, 34b), and
wherein said sensor comprises a band electrode disposed on an outer surface of said outer tube (30), wherein said
bore is formed in said sensor and said outer tube,
or
wherein said sensor comprises a tip electrode physically coupled to the inner tube.

11. The elongate medical device shaft (12) of claim 10, wherein said electrically-conductive element comprises electri-
cally-conductive adhesive.

12. The elongate medical device shaft (13) of claim 10 or 11, in case of the second alternative, wherein said sensor
comprises a band electrode disposed on an outer surface of said outer tube (30), and
preferably wherein said bore is formed in said sensor and said outer tube.

13. The elongate medical device shaft (12) of any one of claims 10 to 12, wherein a portion of said trace (34a, 34b) has
a longitudinal dimension and a circumferential dimension, wherein said longitudinal dimension is smaller than said
circumferential dimension, and
preferably wherein said bore (38a, 38b) is axially coincident with said portion of said trace (34a, 34b).

14. The elongate medical device shaft (12) of any one of claims 10 to 13, wherein:

said inner tube (32) comprises an irrigation lumen;
said sensor comprises a tip electrode (18) including an irrigation port (39); and
said irrigation lumen is configured to deliver fluid therethrough to the irrigation port (39).
Patentanspriiche
1. Verfahren zur Herstellung eines Schaftes (12) fiir eine langliche medizinische Vorrichtung, welcher Schaft (12) eine

Langsachse definiert, und welches Verfahren aufweist:

Anordnen einer elektrisch leitfahigen Leiterbahn (34a, 34b) auf einem Innenrohr,

Platzieren eines Sensors radial auBenseitig des Innenrohrs,

Ausbilden einer Bohrung (38a, 38b) in dem Sensor,

Platzieren eines elektrisch isolierenden Rohrs (30) Gber dem Innenrohr, und

elektrisches Koppeln des Sensors mit der elektrisch leitfahigen Leiterbahn durch die Bohrung (38b),

(i) bei dem der Sensor eine Bandelektrode (20a, 20b, 20c) aufweist, bei dem das Platzieren des Sensors
das Platzieren des Sensors radial auflenseitig des elektrisch isolierenden Rohrs (30) aufweist und die
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Bohrung (38) in dem Sensor und in dem elektrisch isolierenden Rohr (30) ausgebildet wird,

oder

(i) bei dem der Sensor eine abgerundete Spitzenelektrode (18) aufweist und ferner physikalisches Koppeln
der Spitzenelektrode mit dem Innenrohr aufweist.

Verfahren nach Anspruch 1, bei dem elekirisches Koppeln des Sensors mit der elektrisch leitfahigen Leiterbahn
das Fillen der Bohrung (38a, 38b) mit einem elektrisch leitfahigen Klebemittel aufweist.

Verfahren nach Anspruch 1 oder 2, bei dem das Anordnen das Anordnen der Leiterbahn entlang 90% oder mehr
einer Lange des Innenrohrs aufweist.

Verfahren nach Anspruch 1, 2 oder 3, in dem Fall der Alternative (ii), bei dem der Sensor eine Bandelektrode (20a,
20b, 20c) aufweist, bei dem das Platzieren des Sensors das Platzieren des Sensors radial auBenseitig an dem
elektrisch isolierenden Rohr (30) aufweist und ferner das Ausbilden der Bohrung (38b) in dem Sensor und in dem
elektrisch isolierenden Rohr (30) aufweist.

Verfahren nach Anspruch 1, 2 oder 3,

im Fall der Alternative (i),

bei dem der Sensor eine abgerundete Spitzenelektrode (18) aufweist, und ferner physikalisches Koppeln der Spit-
zenelektrode mit dem Innenrohr aufweist, und

bei dem physikalisches Koppeln der Spitzenelektrode (18) mit dem Innenrohr bevorzugt das physikalische Koppeln
der Spitzenelektrode (18) mit dem Innenrohr mit einem elektrisch leitfahigen Klebemittel aufweist, oder

bei dem physikalisches Koppeln der Spitzenelektrode (18) mit dem Innenrohr bevorzugt das physikalische Koppeln
der Spitzenelektrode mit dem Innenrohr mit einem elektrisch isolierenden Klebemittel aufweist,

und im Fall von Alternative (ii)

bei dem physikalisches Koppeln der Spitzenelektrode (18) mit dem Innenrohr das physikalische Koppeln der Spit-
zenelektrode (18) mit dem Innenrohr mit einem elektrisch leitfahigen Klebemittel aufweist, oder

bei dem physikalisches Koppeln der Spitzenelektrode (18) mit dem Innenrohr das physikalische Koppeln der Spit-
zenelektrode mit dem Innenrohr mit einem elektrisch isolierenden Klebemittel aufweist.

Verfahren nach einem der Anspriiche 1 bis 5, das ferner Anordnen eines umfanglichen Kontaktplattchens (54a) an
dem Innenrohr aufweist, bei dem ein Bereich der Bohrung (38b) in der Langsrichtung mit dem Kontaktplattchen
(54a) zusammenfallt.

Verfahren nach einem der Anspriiche 1 bis 6, bei dem Anordnen der elektrisch leitfahigen Leiterbahn (34a, 34b)
eines oder mehrere der folgenden Verfahren aufweist: Galvanisieren, Elektrografizieren, chemische Dampfabschei-
dung und Drucken von elektrisch leitfahiger Tinte,

bei dem Anordnen der elektrisch leitfahigen Leiterbahn (34a, 34b) aufweist:

Beschichten eines gesamten Umfangs eines Langsabschnitts des Innenrohrs mit einer Schicht von elektrisch
leitfahigem Material, und

Strukturieren der Schicht des elektrisch leitfahigen Materials zum Entfernen von Material, das nicht in der
Leiterbahn (34a, 34b) enthalten ist.

Verfahren nach einem der Anspriiche 1 bis 7, das ferner aufweist:

Aufbringen axialer Spannung auf das Innenrohr vor dem Anordnen der elektrisch leitfahigen Leiterbahn (34a,
34b), und
Lésen der axialen Spannung nach Anordnen der elektrisch leitfahigen Leiterbahn (34a, 34b).

Verfahren nach einem der Anspriiche 1 bis 8, bei dem Ausbilden einer Bohrung Laserbohren der Bohrung (38a,
38b) aufweist.

Langlicher Schaft (12) einer medizinischen Vorrichtung, mit

einem Innenrohr (32), das eine Langsachse definiert,

einer elektrisch leitfahigen Leiterbahn (34a, 34b), die an einer AuBenoberflache des Innenrohrs (32) angeordnet ist,
einem elektrisch isolierenden Au3enrohr (30),

einem Sensor, der radial aulRenseitig eines Bereichs der elektrisch leitfahigen Leiterbahn (34a, 34b) angeordnet
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ist, welcher Sensor eine Bohrung (38a, 38b) aufweist,

einem elektrisch leitfahigen Element, das in der Bohrung (38a, 38b) angeordnet ist, welches elektrisch leitfahige
Element den Sensor mit der elektrisch leitfahigen Leiterbahn (34a, 34b) koppelt, und

bei dem der Sensor eine Bandelektrode aufweist, die an einer duf3eren Oberflache des AuRenrohrs (30) angeordnet
ist, bei dem die Bohrung in dem Sensor und dem Auf3enrohr ausgebildet ist,

oder

bei dem der Sensor eine Spitzenelektrode aufweist, die physikalisch mit dem Innenrohr gekoppelt ist.

Langlicher Schaft (12) einer medizinischen Vorrichtung nach Anspruch 10, bei dem das elektrisch leitfahige Element
elektrisch leitfahiges Klebemittel aufweist.

Langlicher Schaft (12) einer medizinischen Vorrichtung nach Anspruch 10 oder 11, im Fall der zweiten Alternative,
bei dem der Sensor eine Bandelektrode aufweist, die an einer Au-Benoberflache des AuRenrohrs (30) angeordnet
ist, und

bei dem bevorzugt die Bohrung in dem Sensor und dem AuRenrohr ausgebildet ist..

Langlicher Schaft (12) einer medizinischen Vorrichtung nach einem der Anspriiche 10 bis 12, bei dem ein Bereich
der Leiterbahn (34a, 34b) ein Ldngsausmal und ein Umfangsausmafl aufweist, bei dem das Ladngsausmal kleiner
als das Umfangsausmal ist, und

bei dem bevorzugt die Bohrung (38a, 38b) axial iibereinanderfallend mit dem Bereich der Leiterbahn (34a, 34b) ist.

Langlicher Schaft (12) einer medizinischen Vorrichtung nach einem der Anspriiche 10 bis 13, bei dem
das Innenrohr (32) ein Irrigationslumen aufweist,

der Sensor eine Spitzenelekirode (18) aufweist, die eine Irrigations6ffnung (39) aufweist, und

das Irrigationslumen zum Zufuhren von Fluid dort hindurch zu der Irrigations6ffung (39) konfiguriert ist.

Revendications

1.

Procédé de fabrication d’un arbre (12) pour un dispositif médical allongé, I'arbre (12) définissant un axe longitudinal,
le procédé comprenant :

le dép6t d’une trace électroconductrice (34a, 34b) sur un tube intérieur ;

le positionnement d’un capteur radialement vers I'extérieur du tube intérieur ;

la formation d’un alésage (38a, 38b) dans le capteur ;

le positionnement d’un tube électriquement isolant (30) sur le tube intérieur, et

le couplage électrique du capteur avec la trace électroconductrice a travers I'alésage (38b),

(i) dans lequel le capteur comprend une électrode en bande (20a, 20b, 20c), dans lequel ledit positionnement
du capteur comprend le positionnement du capteur radialement vers I'extérieur sur ledit tube électriquement
isolant (30), et la formation de I'alésage (38b) dans le capteur et dans le tube électriquement isolant (30),
ou

(i) dans lequel le capteur comprend une électrode a pointe arrondie (18), comprenant en outre le couplage
physique de I'électrode a pointe au tube intérieur.

Procédeé selon la revendication 1, dans lequel le couplage électrique du capteur a la trace électroconductrice com-
prend le remplissage de I'alésage (38a, 38b) avec un adhésif électroconducteur.

Procédeé selon la revendication 1 ou 2, dans lequel ledit dép6t comprend le dépbt de la trace sur 90 % ou plus d’une
longueur du tube intérieur.

Procédé selon la revendication 1, 2 ou 3, dans le cas de la variante (ii), dans lequel le capteur comprend une
électrode en bande (20a, 20b, 20c), dans lequel ledit positionnement du capteur comprend le positionnement du
capteur radialement vers I'extérieur sur ledit tube électriquement isolant (30), comprenant en outre la formation de
l'alésage (38b) dans le capteur et dans le tube électriquement isolant (30).

Procédé selon la revendication 1, 2 ou 3,
dans le cas de la variante (i)
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dans lequel le capteur comprend une électrode a pointe arrondie (18), comprenant en outre le couplage physique
de I'électrode a pointe a l'intérieur du tube, et

de préférence dans lequel le couplage physique de I'électrode a pointe (18) avec le tube intérieur comprend le
couplage physique de I'électrode a pointe (18) avec le tube intérieur avec un adhésif électroconducteur, ou

de préférence dans lequel le couplage physique de I'électrode a pointe (18) avec le tube intérieur comprend le
couplage physique de I'électrode a pointe avec le tube intérieur avec un adhésif électriquement isolant,

et dans le cas de la variante (ii)

dans lequel le couplage de I'électrode a pointe (18) avec le tube intérieur comprend le couplage physique de
I'électrode a pointe (18) avec le tube intérieur avec un adhésif électroconducteur, ou

dans lequel le couplage physique de I'électrode a pointe (18) avec le tube intérieur comprend le coulage physique
de I'électrode a pointe avec le tube intérieur avec un adhésif électriquement isolant.

Procédé selon 'une quelconque des revendications 1 a 5, comprenant en outre le dépdt d’'un tampon de contact
circonférentiel (54a) sur le tube intérieur, dans lequel une partie de I'alésage (38b) est longitudinalement coincidente
avec le tampon de contact (54a).

Procédé selon 'une quelconque des revendications 1 a 6, dans lequel le dépét de la trace électroconductrice (34a,
34b) comprend un ou plus du placage par électrodéposition, de I'électrogreffage, du dépét chimique en phase
vapeur, et de I'impression d’'une encre électroconductrice,

ou

dans lequel le dépbt de la trace électroconductrice (34a, 34b) comprend :

le revétement d’une circonférence entiére d’une section longitudinale dudit tube intérieur avec une couche de
matériau électroconducteur ; et

la structuration de la couche de matériau électroconducteur pour éliminer le matériau non inclus dans la trace
(34a, 34b).

Procédé selon I'une quelconque des revendications 1 a 7, comprenant en outre :

I'application d’'une tension axiale au tube intérieur avant le dépdt de la trace électroconductrice (34a, 34b) ; et
la libération de ladite tension axiale aprés le dépdt de la trace électroconductrice (34a, 34b).

Procédé selon 'une quelconque des revendications 1 a 8, dans lequel ladite formation d’'un alésage comprend le
forage laser dudit alésage (38a, 38b).

Arbre (12) de dispositif médical allongé comprenant :

un tube intérieur (32) définissant un axe longitudinal ;

une trace électroconductrice (34a, 34b) disposée sur une surface extérieure dudit tube intérieur (32) ;

un tube extérieur électriquement isolant (30) ;

un capteur disposé radialement vers I'extérieur d’une partie de ladite trace électroconductrice (34a, 34b), ledit
capteur ayant un alésage (38a, 38b) ;

un élément électroconducteur disposé dans ledit alésage (38a, 38b), ledit élément électroconducteur couplant
électriquement ledit capteur a ladite trace électroconductrice (34a, 34b), et

dans lequel ledit capteur comprend une électrode en bande disposée sur une surface extérieure dudit tube
extérieur (30),

dans lequel ledit alésage est formé dans ledit capteur et ledit tube extérieur,

ou

dans lequel ledit capteur comprend une électrode a pointe physiquement couplée au tube intérieur.

Arbre (12) de dispositif médical allongé selon la revendication 10, dans lequel ledit élément électroconducteur
comprend un adhésif électroconducteur.

Arbre (13) de dispositif médical allongé selon la revendication 10 ou 11, dans le cas de la deuxieme variante, dans
lequelledit capteur comprend une électrode en bande disposée sur une surface extérieure dudit tube extérieur (30), et

de préférence dans lequel ledit alésage est formé dans ledit capteur et ledit tube extérieur.

Arbre (12) de dispositif médical allongé selon I'une quelconque des revendications 10 a 12, dans lequel une partie
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de ladite trace (34a, 34b) a une dimension longitudinale et une dimension circonférentielle, dans laquelle ladite
dimension longitudinale est plus petite que ladite dimension circonférentielle, et

de préférence dans lequel ledit alésage (38a, 38b) est axialement coincident avec ladite partie de ladite trace (34a,
34b).

14. Arbre (12) de dispositif médical allongé selon I'une quelconque des revendications 10 a 13, dans lequel :
ledit tube intérieur (32) comprend une irrigation de lumiere ;

ledit capteur comprend une électrode a pointe (18) comprenant un orifice d’irrigation (39) ; et
ladite irrigation de lumiere est configurée pour délivrer le fluide a travers celle-ci a l'orifice d’irrigation (39).
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