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COMBINATION STEERABLE CATHETER
AND SYSTEMS

CROSS-REFERENCE TO RELATED
APPLICATIONS

[0001] This application claims priority to U.S. Provisional
Patent Application No. 62/368,702, filed Jul. 29, 2016, the
entire contents of which are incorporated by reference
herein.

BACKGROUND OF THE DISCLOSURE

[0002] Intravascular medical procedures allow the perfor-
mance of therapeutic treatments in a variety of locations
within a patient’s body while requiring only relatively small
access incisions. An intravascular procedure may, for
example, eliminate the need for open-heart surgery, thereby
reducing the risks, costs, and time associated with an open-
heart procedure. The intravascular procedure also enables
faster recovery times with lower associated costs and risks
of complication. An example of an intravascular procedure
which significantly reduces procedure and recovery time and
cost over conventional open surgery is a heart valve replace-
ment or repair procedure. An artificial valve is guided to the
heart through the patient’s vasculature. For example, a
catheter is inserted into the patient’s vasculature and
directed to the inferior vena cava. The catheter is then urged
through the inferior vena cava toward the heart by applying
force longitudinally to the catheter. Upon entering the heart
from the inferior vena cava, the catheter enters the right
atrium. The distal end of the catheter may be deflected by
one or more wires positioned inside the catheter. Precise
control of the distal end of the catheter allows for more
reliable and faster positioning of a medical device and/or
implant and other improvements in the procedures.

[0003] The devices can also be directed through the valve
chordae or papillary muscles, for example, for interventional
therapy to the mitral valve. When such procedures require
the use of more than one instrument, each instrument would
be dependent upon proper positioning in relation to the
valve. Therefore, positioning or steering mechanisms need
to be built into each instrument. This adds further cost,
complexity, and time to the procedures.

[0004] Other procedures may include tracking a catheter
and/or access sheath from a puncture in the femoral vein
through the intra-atrial septum to the left atrium. This
pathway may be used to access the left atrium for ablation
of the atrium wall or ablation around the pulmonary veins.
Such interventional therapies would require precise align-
ment with target areas for proper ablation placement. Addi-
tionally, alternative access routes and/or access routes to
other cavities may be desired.

[0005] To overcome some of these challenges, steerable
catheter systems include one or more wires that allow
manual flexion of the catheter system by an operator at a
proximal end of the catheter system. The catheter system
may thereby have a distal portion or other portion with an
operator-adjustable curvature to allow navigation of the
catheter system to the target location. A wire or wires in the
catheter system, however, may shift in position within the
catheter system. Further, torqueing the catheter system dur-
ing navigation of the vasculature may cause changes in the
position of contents in such catheter systems. Movements of
the wires within the guide catheter or delivery catheter may
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compromise the precision with which the catheter may be
oriented in the patient’s body or the precision with which the
operation and/or deployment of a medical device attached to
the distal end thereof may be controlled.

[0006] Individual compartmentalization of the wires of the
steering system increases the thickness of the catheter wall,
and limits the utility of the central lumen. For example, a
steerable catheter with one or more channels in the wall of
the catheter for wires has a smaller inner diameter relative to
the outer diameter than a catheter without channels in the
wall. Many procedures utilize a plurality of steerable cath-
eters, and the increased wall thickness compounds, increas-
ing the necessary diameter of the delivery system.

BRIEF SUMMARY OF THE DISCLOSURE

[0007] Inanembodiment, a multi-lumen catheter includes
a body, a central lumen, at least one steering lumen, and at
least one control lumen. The body has an outer surface and
an inner surface defining a wall therebetween. The inner
surface defines the central lumen, which extends in a lon-
gitudinal direction. The at least one steering lumen is defined
by a steering lumen surface located in the wall. The steering
lumen surface has a steering lumen lining, which defines a
steering lumen diameter. The at least one control lumen is
defined by a control lumen surface located in the wall. The
control lumen surface has a control lumen lining, which
defines a control lumen diameter.

[0008] In another embodiment, an intravascular device
delivery system includes an elongated member, a steering
wire, a control wire, and a handle. The elongate member
includes a body, a central lumen, a steering lumen, and a
control lumen. The body has an outer surface and an inner
surface defining a wall therebetween. The inner surface
defines the central lumen, which extends in a longitudinal
direction. The steering lumen is defined by a steering lumen
surface located in the wall. The steering lumen surface has
a steering lumen lining, which defines a steering lumen
diameter. The control lumen is defined by a control lumen
surface located in the wall. The control lumen surface has a
control lumen lining, which defines a control lumen diam-
eter. The steering wire is located in the steering lumen and
the control wire is located in the control lumen. The steering
wire has a distal end piece located at a distal end of the
steering wire and distally of the distal end of the steering
lumen. The handle is connected to the proximal end of the
body and operably connected to the steering wire and
control wire.

[0009] Inyet another embodiment, an intravascular device
delivery system includes an elongated member, a steering
wire, a control wire, a distal end cap, and a handle. The
elongate member includes a body, a central lumen, a steering
lumen, and a control lumen. The body has a proximal end
and a distal end at opposing ends of the body, and an outer
surface and an inner surface defining a wall therebetween.
The inner surface defines the central lumen, which extends
in a longitudinal direction. The steering lumen is defined by
a steering lumen surface located in the wall. The steering
lumen surface has a steering lumen lining, which defines a
steering lumen diameter. The control lumen is defined by a
control lumen surface located in the wall. The control lumen
surface has a control lumen lining, which defines a control
lumen diameter. The steering wire is located in the steering
lumen and the control wire is located in the control lumen.
The distal end cap is positioned at the distal end of the body.
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The distal end cap has a steering aperture and a control
aperture. The steering aperture is rotationally aligned with
the steering lumen and the control aperture is rotationally
aligned with the control lumen. The steering wire has a distal
end piece located at a distal end of the steering wire and
distally of the distal end of the steering lumen. The handle
is connected to the proximal end of the body and operably
connected to the steering wire and control wire.

[0010] This summary is provided to introduce a selection
of concepts that are further described below in the detailed
description. This summary is not intended to identify spe-
cific features of the claimed subject matter, nor is it intended
to be used as an aid in limiting the scope of the claimed
subject matter.

[0011] Additional features of embodiments of the disclo-
sure will be set forth in the description which follows. The
features of such embodiments may be realized by means of
the instruments and combinations particularly pointed out in
the appended claims. These and other features will become
more fully apparent from the following description and
appended claims, or may be learned by the practice of such
exemplary embodiments as set forth hereinafter.

BRIEF DESCRIPTION OF THE DRAWINGS

[0012] In order to describe the manner in which the
above-recited and other features of the disclosure can be
obtained, a more particular description will be rendered by
reference to specific embodiments thereof which are illus-
trated in the appended drawings. For better understanding,
the like elements have been designated by like reference
numbers throughout the various accompanying figures.
While some of the drawings may be schematic or exagger-
ated representations of concepts, at least some of the draw-
ings may be drawn to scale. Understanding that the drawings
depict some example embodiments, the embodiments will
be described and explained with additional specificity and
detail through the use of the accompanying drawings in
which:

[0013] FIG. 1is a schematic representation of an embodi-
ment of an intravascular device delivery system, according
to the present disclosure;

[0014] FIG. 2is a side partial cutaway view illustrating an
embodiment of the steering cables of the intravascular
device delivery system of FIG. 1, according to the present
disclosure;

[0015] FIG. 3 is a side partial cutaway view illustrating an
embodiment of the control wires and the intravascular
device of FIG. 1, according to the present disclosure;

[0016] FIG. 4 is a transverse cross-sectional view of a
multi-lumen catheter of the intravascular device delivery
system of FIG. 1, according to the present disclosure;

[0017] FIG. 5 is a perspective view of a distal end cap of
intravascular device delivery system of FIG. 1, according to
the present disclosure;

[0018] FIG. 6 is a side view of the distal end cap of FIG.
5 with steering cable and control wires therethrough, accord-
ing to the present disclosure; and

[0019] FIG. 7 is a partial cut away side view of another
embodiment of a distal end cap for an intravascular device
delivery system according to the present disclosure.
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DETAILED DESCRIPTION

[0020] One or more specific embodiments of the present
disclosure will be described below. In an effort to provide a
concise description of these embodiments, some features of
an actual embodiment may be described in the specification.
It should be appreciated that in the development of any such
actual embodiment, as in any engineering or design project,
numerous embodiment-specific decisions will be made to
achieve the developers’ specific goals, such as compliance
with system-related and business-related constraints, which
may vary from one embodiment to another. It should further
be appreciated that such a development effort might be
complex and time consuming, but would nevertheless be a
routine undertaking of design, fabrication, and manufacture
for those of ordinary skill having the benefit of this disclo-
sure.

[0021] One or more embodiments of the present disclosure
may generally relate to manufacturing and using intravas-
cular device delivery systems or other steerable intravascu-
lar system. An intravascular device delivery system may
allow a medical professional to deliver an intravascular or
other medical device to a target location in a patient’s body.
While the present disclosure will describe intravascular
device delivery systems and applications thereof in relation
to intravascular procedures in the heart, it should be under-
stood that the devices, systems, and methods described
herein may be applicable to other bodily lumens and/or
cavities. Additionally, elements described in relation to any
embodiment depicted and/or described herein may be com-
binable with elements described in relation to any other
embodiment depicted and/or described herein. For example,
any element described in relation to an embodiment depicted
in FIG. 2 may be combinable with any element of an
embodiment described in FIG. 4, and any element described
in relation to an embodiment described in FIG. 6 may be
combinable with any element of an embodiment depicted in
FIG. 3.

[0022] An intravascular device delivery system may
include a flexible elongated member that has a distal end and
a proximal end. A handle may be connected to a proximal
end of the elongated member to allow a user, such as a
medical professional and/or clinician, to control one or more
movements of the elongated member. An intravascular
device may be positioned at and/or connected to the distal
end of the elongated member.

[0023] In some embodiments, the elongated member may
include a plurality of elements. For example, the elongated
member may include a plurality of elements that extend
from the proximal end to the distal end. In some embodi-
ments, at least one of the elements of the elongated member
may include a plurality of lumens therethrough to allow
steerability of the element. In at least one embodiment, at
least one element of the elongated member may be steerable
in at least two planes.

[0024] In some embodiments, the handle may include one
or more controls (e.g., a knob, a button, a lever, or other
controls) that may move at least one part of the intravascular
device delivery system relative to another. For example, the
handle may include one or more controls for moving at least
one element of the elongated member relative to another
element of the elongated member. The handle may move an
inner element relative to an outer element of the elongated
member in a proximal direction, in a distal direction, in a
rotational direction, or combinations thereof.
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[0025] FIG. 1 illustrates a schematic representation of an
intravascular device delivery system 100. The system 100
may include an elongated member 102 having a proximal
end 104 and a distal end 106. A handle body 108 may be
connected to the proximal end 104 of the elongated member
102. An intravascular device 110 may be positioned at
and/or connected to the distal end 106.

[0026] The elongated member 102 may be flexible, allow-
ing the elongated member 102 to traverse a patient’s tortu-
ous vasculature or other anatomy. In some embodiments, the
elongated member 102 may deliver the intravascular device
110 (not visible) to a target location in the patient’s body,
such as delivering a heart valve repair device to the heart. In
other embodiments, the system 100 and elongated member
102 may be provided without an intravascular device 110 at
the distal end 106 such that the system may recapture,
reposition, or otherwise move an intravascular device pre-
viously positioned in the patient’s body.

[0027] The elongated member 102 of the system 100 may
include one or more elements therein. An element of the
elongated member 102 may include a catheter, a guidewire,
a sheath, a drive cable, other tubular and/or solid elements,
or combinations thereof. In some embodiments an element
of the elongated member 102 may extend the entire length
of the elongated member 102 from a proximal end 104 o a
distal end 106 of the elongated member 102. In other
embodiments, an element of the elongated member 102 may
have a length less than the entire length of the elongated
member 102. For example, an element may provide support
to the elongated member 102 from the proximal end 104
toward the distal end 106 without continuing the entire
length to the distal end 106.

[0028] FIG. 2 is a side partial cutaway view of part of an
embodiment of the elongated member 102 of the intravas-
cular device delivery system 100 of FIG. 1. FIG. 2 illustrates
the elongated member 102 connected to the handle body
108. In some embodiments, the elongated member 102 may
include an outer sheath 112, a delivery catheter 114, and an
inner catheter 116. In the depicted embodiment, the delivery
catheter 114 is a steerable catheter having one or more
steering wires or cables 118 extending through at least a
portion of the length of the delivery catheter 114 to a distal
end cap 120 of the elongated member 102. While the
delivery catheter 114 illustrated in FIG. 2 is a steerable
catheter, one or more of the other elements of the elongated
member 102 may be steerable in addition to or in alternative
to the delivery catheter 114. For example, the inner catheter
116 may be steerable in at least one plane and the delivery
catheter 114 may be steerable in at least one plane. In other
examples, the inner catheter 116 may be steerable and the
delivery catheter 114 may not be steerable.

[0029] The one or more steering cables 118 may be
connected to the handle body 108. The handle body 108 may
include one or more controls to move, tension, or otherwise
actuate at least one of the steering cables 118. In one
embodiment steering cable 118 may be a single wire.
Alternatively, in order to have increased flexibility but still
have sufficient strength, steering cable 118 is a cable com-
prising multiple single wires. It will be appreciated that
steering cable 118 may comprise various numbers of single
wires. In one embodiment, steering cable 118 comprise 133
single wires (7x19). In another embodiment, the multiple
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single wires in steering cable 118 may be wound together in
various patterns know in the art to provide additional
strength.

[0030] Insome embodiments, the steering cables 118 may
be a wire or plurality of wires including or made of tungsten,
steel, titanium alloy, aluminum alloy, nickel alloy, other
metals, a shape memory material (such as a shape memory
alloy or shape memory polymer), inorganic polymer,
organic polymer, glasses, ceramics, carbon materials, or
other flexible material with sufficient tensile strength. For
example, at least one of the steering cables 118 may be a
braided steel cable. In another example, at least one of the
steering wires may be an extruded polymer strand. In yet
another example, at least one of the steering wires may be
a polymer core with metal wires braided around the core.
[0031] In some embodiments, a steering cable 118 may
have a tensile strength in a range having an upper value, a
lower value, or an upper and lower value including any of
12 pounds, 15 pounds, 20 pounds, 25 pounds, 30 pounds, 40
pounds, 50 pounds, 60 pounds, 70 pounds, 80 pounds, 90
pounds, 100 pounds, or any values therebetween. For
example, a steering cable 118 may have a tensile strength
greater than 12 pounds. In other examples, a steering cable
118 may have a tensile strength less than 100 pounds. In yet
other examples, a steering cable 118 may have a tensile
strength in a range of 12 pounds to 100 pounds. In further
examples, a steering cable 118 may have a tensile strength
in a range of 20 pounds to 80 pounds. In at least one
example, a steering cable 118 may have a tensile strength
greater than 40 pounds.

[0032] At least one of the steering cables 118 may be
connected to a distal end cap 120 located at or near the distal
end (such as distal end 110 shown in FIG. 1) of the elongated
member 102. The distal end cap 120 may abut the delivery
catheter 114 (or other steerable element of the elongated
member 102). In some embodiments, at least a part of the
one of the steering cables 118 is longitudinally fixed relative
to the distal end cap 120. The distal end cap 120 may have
one or more apertures in a longitudinal direction there-
through to receive the steering cables 118.

[0033] In some embodiments, the elongated member 102
may be steerable by applying a tension force to a steering
cable 118 of the delivery catheter 114. The tension force may
be transmitted through the steering cable 118 from a proxi-
mal end to a distal end. For example, the tension force may
be applied by or at the handle body 108 and transmitted
through the steering cable 118 to the distal end cap 120 at the
distal end of the delivery catheter 114. In other embodi-
ments, the tension force may be applied at a location
intermediate of the proximal end and the distal end of the
elongated member 102. The tension force of along the
steering cable 118 may be radially displaced from a longi-
tudinal axis of the delivery catheter 114, and the radial
displacement may result in a torque being applied to the
delivery catheter 114 by the tension force. The torque may
deflect at least a portion of the delivery catheter 114.
[0034] In some embodiments, the deflected portion of the
delivery catheter 114 may be selected by varying one or
more properties of the delivery catheter 114 at the desired
deflection location. For example, the delivery catheter 114
may have one or more relief cuts made in the in the delivery
catheter 114 to increase the flexibility of the delivery cath-
eter 114 in the region of the relief cuts. The weakened
portion of the delivery catheter 114 may preferentially flex
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(e.g., flex prior to and/or flex more than other, non-weakened
portions of the delivery catheter 114 when tension is applied
to the steering cable 118). In other examples, the delivery
catheter 114 may include a material with a varying durom-
eter along a length thereof. The varying durometer may
provide a delivery catheter 114 with one or more regions that
are less rigid than other portions of the delivery catheter 114.
A region of the delivery catheter 114 with a lower durometer
may preferentially flex relative to a region with higher
durometer. In yet other embodiments, a stiffness of the
delivery catheter 114 may vary along a length thereof due at
least partially to variations in a reinforcement layer, as will
be described more in relation to FIG. 4.

[0035] FIG. 3 illustrates an embodiment of the intravas-
cular device delivery system 100 with one or more control
wires 124 located in the delivery catheter 114. In some
embodiments, a control member 122 may be located distally
of the handle body 108. In other embodiments, the control
member 122 may be part of the handle body 108. The
control member 122 may be operably connected to the one
or more control wires 124 and may allow a user to apply a
tension force to the control wires 124. In some examples,
control wire 124 comprises a suture. In some embodiments,
one or more of the control wires 124 may be tensioned while
a portion of the elongated member 102 is deflected, such as
by tension applied to a steering cable 118 described in
relation to FIG. 2. The tension force or forces applied to the
control wires 124 may alter the position of at least part of the
elongated member 102. In one embodiment control wire 124
may extend through the delivery catheter 114 from the
control member 122 to the intravascular device 110. In this
embodiment, control wire 124 is used to control at least a
portion of the intravascular device 110.

[0036] Insome embodiments, tension force may be selec-
tively applied to one or more of the control wires 124 at a
time. In other embodiments, various tension forces may be
applied to all of the control wires 124 simultaneously. In yet
other embodiments, a uniform amount of tension force may
be applied to all of the control wires 124 simultaneously.
[0037] At least one of the control wires 124 may extend
through the delivery catheter 114 from the control member
122 to the intravascular device 110. In other embodiments,
at least one of the control wires 124 may extend through the
delivery catheter 114 from the handle body 108 to the
intravascular device 110. For example, the control wire 124
may be connected to the intravascular device 110. In some
embodiments, the control wire 124 may be connected to a
movable portion of the intravascular device 110 and con-
figured to move the movable portion when a tension force is
applied to the control wire 124. In other embodiments, the
control wires 124 may move at least a portion of the
intravascular device 110 proximally toward the handle body
108. In at least one embodiment, the control wires 124 may
be used to load at least part of the intravascular device 110
within the elongated member 102.

[0038] While control wires 124 are described herein, it
should be understood that the control wires 124 may be a
wire or plurality of wires including or made of steel,
titanium alloy, aluminum alloy, nickel alloy, other metals, a
shape memory material (such as a shape memory alloy or
shape memory polymer), inorganic polymer, organic poly-
met, ceramic, carbon materials, or other flexible material
with sufficient tensile strength. For example, a control wire
124 may be a steel cable. In another example, a control wire
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124 may be a monofilament suture. In another example, a
control wire 124 may be a multifilament suture. In yet
another example, a control wire 124 may be a braided suture.
[0039] FIG. 4 is a transverse cross-section of the multi-
lumen delivery catheter 114, according to the present dis-
closure. It should be understood that while the multi-lumen
catheter described herein is shown as a delivery catheter, in
other embodiments, a multi-lumen catheter according to the
present disclosure may be other elements in an intravascular
device delivery system or may be used in other applications
other than an intravascular device delivery system.

[0040] The multi-lumen delivery catheter 114 according to
the present disclosure may have a body 126 made of or
including a flexible material. The body 126 may be made of
or include a variety of flexible body materials such as
thermoplastic elastomers (TPE). In some embodiments, the
body 126 may be a polyether block amide (PEBA or
PEBAX). The body 126 may have a constant durometer or
may have varying durometer along the longitudinal length of
the body 126. For example, the body 126 may be made of
or include a body material having a durometer of 25D to
75D. In another example, the body 126 may be made of or
include a body material that has a durometer of about 45D.
In at least one embodiment, the body material may include
PEBAX 4533. In at least another embodiment, the body
material may include PEBAX 3533.

[0041] The multi-lumen delivery catheter 114 has a central
lumen 128. The central lumen 128 may allow passage of one
or more elements of the elongated member therethrough. In
other embodiments, the central lumen 128 may allow deliv-
ery of an intravascular device or implant. In yet other
embodiments, the central lumen may allow fluid communi-
cation through a portion of the multi-lumen delivery catheter
114.

[0042] The central lumen 128 may have a central lumen
lining 130 on an inner surface thereof. In some embodi-
ments, the central lumen lining 130 may be a protective
material that protects the body 126 from damage due to
another element of the elongated member moving through or
within the central lumen 128. In other embodiments, the
central lumen lining 130 may be a lubricious coating that
reduces friction between the body 126 and another element
of the elongated member moving through or within the
central lumen 128. The central lumen lining 130 may
include  PEBA,  polytetrafluoroethylene  (“PTFE”),
polyetheretherketone (“PEEK™), other polymers, thermo-
plastic polyurethane (“TPU™), polyethylene with pebble
stone surface, silicone oil stainless steel, Nitinol, other
metals, or combinations thereof. In at least one embodiment,
the central lumen lining 130 may include a plurality of
PEBA materials having different durometers.

[0043] Insome embodiments, the central lumen lining 130
may have a thickness in a range having an upper value, a
lower value, or upper and lower values including any of
0.001 inches, 0.002 inches, 0.003 inches, 0.004 inches,
0.005 inches, 0.006 inches, 0.007 inches, 0.008 inches,
0.009 inches, 0.010 inches, or any values therebetween. For
example, the central lumen lining thickness may be greater
than 0.001 inches. In another example, the central lumen
lining thickness may be less than 0.010 inches. In other
examples, the central lumen lining thickness may be
between 0.001 inches and 0.010 inches. In yet other
examples, the central lumen lining thickness may be
between 0.002 inches and 0.008 inches. In at least one
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example, the central lumen lining thickness may be between
0.003 inches and 0.005 inches.

[0044] In other embodiments, the multi-lumen delivery
catheter 114 may have an outer lining. For example, the
outer lining may be a single layer or a plurality of layers.
FIG. 4 illustrates a multi-lumen delivery catheter 114 with
an outer jacket 132 and a reinforcement layer 134.

[0045] Insome embodiments, the outer jacket 132 may be
made of or include a single material or may be made of or
include different materials to impart different handling char-
acteristics on the multi-lumen delivery catheter 114. For
example, the outer jacket 132 may be made of or include
softer materials to promote flexibility of the multi-lumen
delivery catheter 114. In other examples, the outer jacket
132 may be made of or include stiffer materials to promote
pushability and/or torqueability of the multi-lumen delivery
catheter 114. In yet other examples, the outer jacket 132 may
be made of or include lubricious materials to reduce friction
between the multi-lumen delivery catheter 114 and the body
lumen of the patient. The outer jacket 132 may include
PEBA, polytetrafluoroethylene (“PTFE”), polyetheretherke-
tone (“PEEK™), other polymers, thermoplastic polyurethane
(“TPU”), polyethylene with pebble stone surface, silicone
oil stainless steel, Nitinol, other metals, or combinations
thereof. In at least one embodiment, the outer jacket 132
may include a plurality of PEBA materials having different
durometers.

[0046] In some embodiments, the outer jacket 132 may
include a radiopaque marker to improve visualization of the
multi-lumen delivery catheter 114 during a medical proce-
dure. For example, the outer jacket 132 may include a
barium sulfate (BaSO,), gold, platinum, platinum iridium,
iodine, other radiopaque materials, or combinations thereof
in a distal portion of the outer jacket 132. In at least one
embodiment, the radiopaque marker may be longitudinally
located in a distal and/or intermediate portion of the multi-
lumen delivery catheter 114.

[0047] Insome embodiments, the reinforcement layer 134
may be made of or include a material with a higher durom-
eter than the body material, thereby providing structural
support and/or protection to the body 126 of the multi-lumen
delivery catheter 114. For example, the reinforcement layer
134 may include one or more layers of material. In other
examples, the reinforcement layer 134 may include two
layers of material containing threads that extend helically
about the body 126. In other embodiments, the reinforce-
ment layer 134 may include threads that extend about the
body 126 in the transverse plane. In yet other embodiments,
the reinforcement layer 134 may include threads that extend
parallel to the direction of the body 126.

[0048] Insome embodiments, the reinforcement layer 134
may include a plurality of threads that are woven together to
provide one or more layers. For example, a layver may
include a plurality of threads that extend at an angle to one
another and are woven together in a repeating pattern. The
plurality of threads may be woven in a diamond two wire
two-under-two, over-two pattern; a half-load single wire
over-one, one-under pattern; a full-load single wire over-
two, under-two pattern; other alternating woven patterns; or
combinations thereof. In other embodiments, the reinforce-
ment layer may include a single thread routed substantially
straight longitudinally through the plurality of threads.
[0049] The threads may be round threads, elliptical
threads, or flat threads, or threads having other geometric
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shapes, or any combination thereof. The threads may be
made of or include a variety of reinforcement materials, such
as, metals, metal alloys, thermoplastics, other polymers, or
combinations thereof. In some embodiments, the reinforce-
ment material or materials may have a greater elastic modu-
lus than the body material. For example, the reinforcement
layer 134 may include a mixture of threads with different
properties, such as stainless steel threads woven with poly-
mer threads. In at least one embodiment, the reinforcement
layer 134 may include a plurality of 304 stainless steel wires
woven in a diamond pattern. Such an embodiment of the
reinforcement layer 134 may include between 16 and 32
threads of stainless steel.

[0050] In various embodiments, the reinforcement layer
134 may reinforce different longitudinal portions of the
multi-lumen delivery catheter 114. For example, the rein-
forcement layer 134 may extend circumferentially about the
body 126 to reinforce longitudinal section(s) of the multi-
lumen delivery catheter 114 in a proximal portion of the
multi-lumen delivery catheter 114, an intermediate portion
of the multi-lumen delivery catheter 114, a distal portion of
the multi-lumen delivery catheter 114, or combinations
thereof. The reinforcement layer 134 may, thereby, provide
torsional, lateral, or longitudinal strengthening of the multi-
lumen delivery catheter 114 in different locations to control
where the multi-lumen delivery catheter 114 preferentially
bends while steering and to improve navigation of the
multi-lumen delivery catheter 114 through a patient’s vas-
culature or other body lumens.

[0051] The multi-lumen delivery catheter 114 includes at
least one steering lumen 136 and at least one control lumen
138. The steering lumen 136 may house a steering cable,
such as the steering cables 118 described in relation to FIG.
2. The control lumen 138 may house a control wire, such as
the control wires 124 described in relation to FIG. 3. In some
embodiments, the multi-lumen delivery catheter 114 may
include a plurality of steering lumens 136 to enable steering
of the multi-lumen delivery catheter 114 in one or more
planes. For example, the multi-lumen delivery catheter 114
may include 1, 2, 3, 4, 5, 6, 7, 8, or more steering lumens
136. In some embodiments, a multi-lumen delivery catheter
114 with a plurality of steering lumens 136 may have at least
two steering lumen positioned at 180° intervals about the
multi-lumen delivery catheter 114 to provide opposing steer-
ing within a plane. In another embodiment, a multi-lumen
delivery catheter 114 with a plurality of steering lumens 136
may have at least two steering lumens 136 at less than 180°
intervals, such as 90° or 120° intervals to provide steering in
multiple planes.

[0052] In one embodiment, the multi-lumen delivery cath-
eter 114 may also include at least one lumen 137 that extends
from the distal end to the proximal end of the multi-lumen
catheter 114. Lumen 137 may optionally have a sensor or
transducer 139 disposed therein to take specified measure-
ments. These measurements may be active or passive mea-
surements. In some embodiments, lumen 137 may have a
sensor, transducer or other device disposed therein capable
of taking various types of measurements while the catheter
114 is being used. Such measurements may include fluid or
air pressure, temperature, stress, strain, displacement, angu-
lar rotation, load, fluid flow or other types of characteristics
of the environment. In another embodiment, the lumen may
remain empty unless a removable sensor, transmitter or
other device is placed into the lumen such as a pressure wire
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or fractional flow reserve (FFR) wire. In another embodi-
ment, the lumen may be used to measure the pressure of the
fluid communication between the distal end and the proxi-
mal end of the multi-lumen delivery catheter 114. It will be
appreciated that various other types of measurements could
be taken.

[0053] In some embodiments, the multi-lumen delivery
catheter 114 may have a plurality of control lumens 138 to
convey control wires therethrough and allow control of an
intravascular device at or near the distal end of the multi-
lumen delivery catheter 114 from a handle at the proximal
end of the multi-lumen delivery catheter 114.

[0054] The steering cables 118 may experience up to 100
pounds of force (444.8 Newtons) during steering of some
embodiments of an intravascular device delivery system.
For example, larger guidewires, reinforced catheters, elon-
gated intravascular devices, and other variants of intravas-
cular device delivery systems may decrease lateral flexibility
of one or more components of the intravascular device
delivery system. One or more steering wires may be thicker
than a conventional steering wire and/or may apply greater
lateral force on the multi-lumen delivery catheter 114.
[0055] In some embodiments, a multi-lumen delivery
catheter 114 according to the present disclosure may include
one or more steering lumens 136. In some embodiments,
steering lumens 136 may have with an optional steering
lumen lining 140 positioned therein. A steering wire may cut
laterally into a wall of a conventional lumen upon applica-
tion of 100 pounds of force (444.8 Newtons) to the steering
wire. The steering lumen lining 140 may be made of or
include materials to protect the multi-lumen delivery cath-
eter 114 from damage from the steering wire. In yet other
examples, the steering lumen lining 140 may be made of or
include lubricious materials to reduce friction between the
steering wire and the surface of the steering lumen 136 and
the body lumen of the patient. The steering lumen lining 140
may include PEBA, polytetrafluoroethylene (“PTFE”),
polyetheretherketone (“PEEK”), other polymers, thermo-
plastic polyurethane (“TPU”™), polyethylene with pebble
stone surface, silicone oil stainless steel, Nitinol, other
metals, or combinations thereof, In at least one embodiment,
the steering lumen lining 140 may include a plurality of
PEBA materials, PEBAX materials with Proppel to reduce
friction, or other thermoplastic elastomer materials having
different durometers. In other embodiments, the multi-lu-
men delivery catheter 114 may include or be made of PEBA,
PEBAX, polytetrafluoroethylene (“PTFE”), polyetherether-
ketone (“PEEK”™), other polymers, stainless steel, Nitinol,
other metals, or combinations thereof and not include a
steering lumen lining 140 therein.

[0056] The control wires may experience up to 80 pounds
of force (355.9 Newtons) during steering of some embodi-
ments of an intravascular device delivery system. For
example, larger (i.e. increased longitudinal length and/or
radial width) intravascular devices, more complex intravas-
cular devices, or multiple intravascular device may increase
the operational load on one or more of the control wires of
the intravascular device delivery system. For example, one
or more control wires may be used to draw proximally
and/or radially collapse a self-expanding intravascular
device, placing high loads on the control wire and, hence, on
the multi-lumen delivery catheter 114.

[0057] In some embodiments, one or more of the control
lumens 138 may be lined with a control lumen lining 142
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positioned therein. A control cable may cut laterally into a
wall of a conventional lumen upon application of 80 pounds
of force (355.9 Newtons) to the control wire. The control
lumen lining 142 may be made of or include materials
selected to protect the multi-lumen delivery catheter 114
from damage from the control wire. In yet other examples,
the control lumen lining 142 may be made of or include
lubricious materials to reduce friction between the control
wire and the surface of the control lumen lining 142 and the
body lumen of the patient. The control lumen lining 142 may
include  PEBA,  polytetrafluoroethylene  (“PTFE”),
polyetheretherketone (“PEEK™), other polymers, thermo-
plastic polyurethane (“TPU™), polyethylene with pebble
stone surface, silicone oil stainless steel, Nitinol, other
metals, or combinations thereof. In at least one embodiment,
the control lumen lining 142 may include a plurality of
PEBA materials having different durometers. In other
embodiments, the multi-lumen delivery catheter 114 may
include or be made of PEBA, polytetrafluoroethylene
(“PTFE”), polyetheretherketone (“PEEK™), other polymers,
stainless steel, nitinol, other metals, or combinations thereof
and not include a control lumen lining 142 therein.

[0058] In some embodiments of the multi-lumen delivery
catheter 114, all of the steering lumens 136 are lined by
steering lumen lining 140. Alternatively, depending on the
configuration of or the materials used for multi-lumen
delivery catheter 114, it may be that none of the steering
lumens 136 have a steering lumen lining 140. Similar
various other arrangements of steering lumens 136 and
steering lumen lining 140 may be utilized such as alternating
lumens, every three lumens or various other arrangements
for steering lumen linings 140.

[0059] Likewise, in some embodiments of the multi-lu-
men delivery catheter 114, all of the control lumens 138 are
lined by control lumen lining 142 positioned therein. Alter-
natively, depending on the configuration of or the materials
used for multi-lumen delivery catheter 114, it may be that
none of the control lumens 138 have a control lumen lining
142. Similar various other arrangements of control lumens
138 and control lumen linings 142 may be utilized such as
alternating lumens, every three lumens or various other
arrangements for control lumen linings 142 in control
lumens 138.

[0060] It will also be appreciated that various combina-
tions of and arrangements of steering lumens 136, optional
steering lumen linings 140, control lumens 130, and optional
control lament linings 142 may be utilized. In one embodi-
ment, every other steering lumen 136 may be lined by
steering lumen lining 140. Alternatively, control lumens 138
may be lined in alternating fashion by control lumen lining
142. Various other numbers of alternating arrangements of
lined lumens may be used for the steering lumen and control
lumen.

[0061] The central lumen 128 has a central lumen width
144. In the depicted embodiment, the central lumen 128 has
a circular cross-sectional shape and the central lumen width
144 is the diameter of the central lumen 128. In some
embodiments, the central lumen 128 may have other trans-
verse cross-sectional shapes, such as rectangular, ellipsoid,
polygonal, irregular, or other shapes. In such embodiments,
the central lumen width 144 may be the shortest distance
between two points on opposing sides of the center of the
central lumen 128.
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[0062] Insome embodiments, the central lumen width 144
may be in a range having upper values, lower values, or
upper and lower values including any of 0.050 inches, 0.060
inches, 0.070 inches, 0.080 inches, 0.090 inches, 0.100
inches, 0.110 inches, 0.120 inches, 0.130 inches, 0.140
inches, 0.150 inches, 0.160 inches, 0.170 inches, 0.180
inches, 0.190 inches, 0.200 inches, 0.210 inches, 0.220
inches, 0.230 inches, 0.240 inches, 0.250 inches, 0.260
inches, 0.270 inches, 0.280 inches, 0.290 inches, 0.300
inches, 0.310 inches, 0.320 inches, 0.330 inches, 0.340
inches, 0.350 inches, 0.360 inches, 0.370 inches, 0.380
inches, 0.390 inches, 0.400 inches, or any values therebe-
tween. For example, the central lumen width 144 may be
greater than 0.050 inches. In other examples, the central
lumen width 144 may be less than 0.400 inches. In vet other
examples, the central lumen width 144 may be in a range of
0.050 inches to 0.400 inches. In further examples, the central
lumen width 144 may be in a range of 0.200 inches to 0.300
inches. In at least one example, the central lumen width 144
may be about 0.255 inches. In other embodiments, the
central lumen width 144 may be greater than 0.400 inches.

[0063] In the illustrated embodiment of a multi-lumen
delivery catheter 114 of FIG. 4, a plurality of steering
lumens 136 may be positioned substantially opposing one
another across the central lumen 128. In other embodiments,
a plurality of steering lumens 136 may be positioned else-
where in the body 126 of the multi-lumen delivery catheter
114. A steering lumen 136 may have a steering lumen width
146. In the depicted embodiment, the steering lumens 136
are circular in cross section and the steering lumen width
146 is the diameter of a steering lumen 136. In other
embodiments, the steering lumen 136 may have other trans-
verse cross-sectional shapes, such as rectangular, ellipsoid,
polygonal, irregular, or other shapes. In such embodiments,
the steering lumen width 146 may be the shortest distance
between two points on opposing sides of the center of the
steering lumen 136. It will be appreciated that in other
embodiments of a multi-lumen delivery catheter having a
plurality of steering lumens 136, steering lumens 136 may
have a variety of cross-sectional shapes in the same multi-
lumen delivery catheter.

[0064] In some embodiments, the steering lumen width
146 may be in a range having upper values, lower values, or
upper and lower values including any of 0.005 inches, 0.006
inches, 0.007 inches, 0.008 inches, 0.009 inches, 0.010
inches, 0.011 inches, 0.012 inches, 0.013 inches, 0.014
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[0065] In the illustrated embodiment of a multi-lumen
delivery catheter 114 of FIG. 4, a plurality of control lumens
138 may be positioned substantially opposing one another
across the central lumens 128. In other embodiments, a
plurality of control lumen 138 may be positioned elsewhere
in the body 126 of the multi-lumen delivery catheter 114. A
control lumen 138 may have a control lumen width 148. In
the depicted embodiment, the control lumen 138 are circular
in cross section and the control lumen width 148 is the
diameter of a control lumen 138. In other embodiments, the
control lumen 138 may have other transverse cross-sectional
shapes, such as rectangular, ellipsoid, polygonal, irregular,
or other shapes. In such embodiments, the control lumen
width 148 may be the shortest distance between two points
on opposing sides of the center of the control lumen 138. It
will be appreciated that in other embodiments of a multi-
lumen delivery catheter 114 having a plurality of control
lumens 138, control lumens 138 may have a variety of
cross-sectional shapes in the same multi-lumen delivery
catheter.

[0066] In some embodiments, the control lumen width 148
may be in a range having upper values, lower values, or
upper and lower values including any of 0.005 inches, 0.006
inches, 0.007 inches, 0.008 inches, 0.009 inches, 0.010
inches, 0.011 inches, 0.012 inches, 0.013 inches, 0.014

inches,
inches,
inches,
inches,

0.015
0.019
0.023
0.027

inches,
inches,
inches,
inches,

0.016
0.020
0.024
0.028

inches,
inches,
inches,
inches,

0.017
0.021
0.025
0.029

inches, 0.018
inches, 0.022
inches, 0.026
inches, 0.030

inches, 0.015
inches, 0.019
inches, 0.023
inches, 0.027

inches,
inches,
inches,
inches,

0.016
0.020
0.024
0.028

inches,
inches,
inches,
inches,

0.017
0.021
0.025
0.029

inches,
inches,
inches,
inches,

0.018
0.022
0.026
0.030

inches, 0.031 inches, 0.032 inches, 0.033 inches, 0.034
inches, 0.035 inches, 0.036 inches, 0.037 inches, 0.038
inches, 0.039 inches, 0.040 inches, or any values therebe-
tween. For example, the steering lumen width 146 may be
greater than 0.005 inches. In other examples, the steering
lumen width 146 may be less than 0.040 inches. In yet other
examples, the steering lumen width 146 may be in a range
of 0.005 inches to 0.040 inches. In further examples, the
steering lumen width 146 may be in a range of 0.010 inches
to 0.030 inches. In at least one example, the steering lumen
width 146 may be about 0.022 inches. In other embodi-
ments, depending upon the application, the steering lumen
width 146 may be in a range of 0.003 to 0.040 inches.

inches, 0.031 inches, 0.032 inches, 0.033 inches, 0.034
inches, 0.035 inches, 0.036 inches, 0.037 inches, 0.038
inches, 0.039 inches, 0.040 inches, or any values therebe-
tween. For example, the control lumen width 148 may be
greater than 0.005 inches. In other examples, the control
lumen width 148 may be less than 0.040 inches. In vet other
examples, the control lumen width 148 may be in a range of
0.005 inches to 0.040 inches. In further examples, the
control lumen width 148 may be in a range of 0.010 inches
to 0.030 inches. In at least one example, the control lumen
width 148 may be about 0.022 inches. In other embodi-
ments, depending upon the application, the control lumen
width 148 may be in a range of 0.003 to 0.040 inches.
[0067] In the depicted embodiment, the steering lumens
136 each have substantially equal steering lumen widths
146. In other embodiments, at least one of the steeting
lumens 136 may have a different steering lumen width 146
than another steering lumen 136. Similarly, in the depicted
embodiment, the control lumens 138 each have substantially
equal control lumen widths 148. In other embodiments, at
least one of the control lumens 138 may have a different
control lumen width 148 than another control lumen 138.
[0068] In the depicted embodiment in FIG. 4, the steering
lumen width 146 and the control lumen width 148 are
substantially equal. In other embodiments, the steering
lumen width 146 and the control lumen width 148 may be
different. For example, at least one of the steering lumen
widths 146 may be greater than at least one of the control
lumen widths 148. In other examples, at least one of the
steering lumen widths 146 may be less than at least one of
the control lumen widths 148.

[0069] The steering lumen lining 140 has a steering lumen
lining thickness 150 and the control lumen lining 142 has a
control lumen lining thickness 152. In some embodiments,
the steering lumen lining thickness 150 may be in a range
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having an upper value, a lower value, or upper and lower
values including any of 0.001 inches, 0.002 inches, 0.003
inches, 0.004 inches, 0.005 inches, 0.006 inches, 0.007
inches, 0.008 inches, 0.009 inches, 0.010 inches, or any
values therebetween. For example, the steering lumen lining
thickness 150 may be greater than 0.001 inches. In another
example, the steering lumen lining thickness 150 may be
less than 0.010 inches. In other examples, the steering lumen
lining thickness 150 may be between 0.001 inches and 0.010
inches. In yet other examples, the steering lumen lining
thickness 150 may be between 0.002 inches and 0.008
inches. In at least one example, the steering lumen lining
thickness 150 may be between 0.003 inches and 0.005
inches.

[0070] In some embodiments, the control lumen lining
thickness 152 may be in a range having an upper value, a
lower value, or upper and lower values including any of
0.001 inches, 0.002 inches, 0.003 inches, 0.004 inches,
0.005 inches, 0.006 inches, 0.007 inches, 0.008 inches,
0.009 inches, 0.010 inches, or any values therebetween. For
example, the control lumen lining thickness 152 may be
greater than 0.001 inches. In another example, the control
lumen lining thickness 152 may be less than 0.010 inches. In
other examples, the control lumen lining thickness 152 may
be between 0.001 inches and 0.010 inches. In yet other
examples, the control lumen lining thickness 152 may be
between 0.002 inches and 0.008 inches. In at least one
example, the control lumen lining thickness 152 may be
between 0.003 inches and 0.005 inches.

[0071] The steering wires and control wires that are
directed through the multi-lumen delivery catheter may be
directed through and/or anchored to a distal end cap 120, as
shown in FIG. 5. The distal end cap 120 may be made of an
end cap material with a higher durometer and/or elastic
modulus than the body of the multi-lumen delivery catheter.
In some embodiments, the distal end cap 120 may be made
of or include a metal, a polymer, a ceramic, other material,
or combinations thereof. For example, the distal end cap 120
may include or be made of a steel alloy, a titanium alloy, an
aluminum alloy, a nickel alloy, or other metals.

[0072] In some embodiments, the distal end cap 120 may
have a ring body 154 through which a plurality of apertures
may extend in a longitudinal direction. One or more arms
156 may be connected to the ring body 154 on a proximal
side of the ring body 154. In some embodiments, one or
more arms 156 may be connected to the ring body 154 by a
mechanical fastener (e.g., a screw, a pin, a clip, a tie, a rod,
etc.), an adhesive, a friction fit, a snap fit, a compression fit,
or combinations thereof. For example, an arm 156 may be
connected to the ring body 154 by a snap fit reinforced with
a screw. In other examples, an arm 156 may be connected to
the ring body 154 by an adhesive, such as a cyanoacrylate,
and a cross-pin.

[0073] In other embodiments, one or more arms 156 may
be integrally formed with the ring body 154. For example,
an arm 156 may be welded to the ring body 154. In other
examples, an arm 156 may be monolithic with the ring body
154, such as in a distal end cap 120 in which the ring body
154 and arms 156 are cast simultaneously by such methods
as injection molding, sand casting, or other casting tech-
niques. In yet other examples, a distal end cap 120 may have
the ring body 154 and arms 156 machined from a monolithic
block of material, such as a metal alloy or a polymer.
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[0074] In some embodiments, the arms 156 extend in a
proximal direction and may be configured to fit within the
central lumen of the multi-lumen delivery catheter, such as
the central lumen 128 described in relation to FIG. 4. The
one or more arms 156 of ring body 154 inside the central
lumen 128 may provide support to the ring body 154. The
one or more arms 156 may resist rotation of the distal end
cap 120 relative to the multi-lumen delivery catheter 114
upon a distal force being applied to the distal end cap 120 by
a tension force of the one or more steering wires.

[0075] In other embodiments, the arms 156 extend in a
proximal direction and may be configured to be embedded
in the wall of the multi-lumen delivery catheter. For
example, a reinforcement braid inside the wall of the multi-
lumen delivery catheter may terminate proximally of the
distal end of the multi-lumen delivery catheter in order to
provide longitudinally and/or radial space for the arms 156.
[0076] The plurality of apertures in the ring body 154
include at least one control aperture 158 and at least one
steering aperture 160. In some embodiments, the steering
apertures 160 may be sized and positioned to align with the
steering lumen of a multi-lumen delivery catheter. For
example, the steering apertures 160 may have a width or
diameter similar to the steering lumen width 146 described
in relation to FIG. 4.

[0077] In some embodiments, the control apertures 158
may be sized and positioned to align with the steering lumen
of a multi-lumen delivery catheter. For example, the steering
apertures may have a width or diameter similar to the control
lumen width 148 described in relation to FIG. 4.

[0078] FIG. 6 illustrates the distal end cap 120 with an
embodiment of steering cables 118 and control wires 124
extending longitudinally through the ring body 154. The
arms 156 of the distal end cap 120 may be radially within the
control apertures 158 and/or the steering apertures 160. In
some embodiments, the control wires 124 extend through
the distal end cap 120 and continue distally beyond the distal
end cap 120. In other embodiments, one or more of the
control wires 124 may connected to or be otherwise opet-
ably coupled to other movable elements of an intravascular
device delivery system.

[0079] In some embodiments, the steering cable 118 may
extend through the ring body 154 of the distal end cap 120.
In other embodiments, the steering cables 118 may terminate
within the ring body 154. The steering cable 118 may have
a distal end piece 162. The distal end piece 162 may have a
transverse dimension larger than a transverse dimension of
the steering aperture 160, limiting and/or preventing the
proximal movement of the distal end piece 162 relative to
the ring body 154. For example, the distal end piece 162 may
have a diameter greater than a diameter of the steering
aperture 160. As described herein, the steering aperture 160
may have a width and/or diameter similar to the steering
lumen width. The distal end piece 162 of the steering cable
118, may have a transverse dimension greater than any of
0.010 inches, 0.011 inches, 0.012 inches, 0.013 inches,
0.014 inches, 0.015 inches, 0.016 inches, 0.017 inches,
0.018 inches, 0.019 inches, 0.020 inches, 0.021 inches,
0.022 inches, 0.023 inches, 0.024 inches, 0.025 inches,
0.026 inches, 0.027 inches, 0.028 inches, 0.029 inches,
0.030 inches, or any values therebetween.

[0080] In some embodiments, the distal end piece 162
may be connected to the steering cable by a mechanical
fastener (e.g., a screw, a pin, a clip, a tie, a rod, etc.), an
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adhesive, a friction fit, a snap fit, a compression fit, or
combinations thereof. For example, the distal end piece 162
may be connected to the steering cable 118 by a compression
fit reinforced with a collet. In other examples with a steering
cable 118 that is a multi-threaded cable, the distal end piece
162 may be connected to the steering cable 118 by com-
pressing the threads of the cable around a central plug or
shaft with a collet, such as a threaded collet. In yet other
examples, the distal end piece 162 may be connected to the
steering cable 118 by an adhesive, such as a cyanoacrylate,
and a clip. In yet other embodiments, the distal end piece
162 may be integrally formed with the steering cable 118.
For example, the distal end piece 162 may be welded to the
steering cable 118. In other examples, the distal end piece
162 may be monolithically formed with the steering cable
118, such as a compressed and widened portion of a drawn
wire.

[0081] In some embodiments, the distal end cap 120 may
abut the embodiment of a multi-lumen delivery catheter 114
described herein and shown in FIG. 3. The distal end piece
162 of the steering cable 118 may allow the steering cable
118 to be longitudinally fixed in at least the proximal
direction relative to the distal end cap 120 and/or a multi-
lumen delivery catheter 114.

[0082] In another embodiment of distal end cap 120, a
distal end piece such as distal end piece 162 shown in FIG.
6 is no longer needed. Rather, as illustrated in FIG. 7, distal
end cap 720 includes a substantially smooth and generally
“u” shaped saddle portion 750 located between a pair of
steering apertures 160. Saddle portion 750 allows at least
one steering cable 118 to be a continuous piece which
extends distally through steering aperture 160, is looped
over the saddle portion 750, and extends proximally though
as second steering aperture 160 back toward the proximal
end of elongated member 102 and handle body 108. The
shape of saddle portion 750 allows significant tension be
applied to steering cable 118 without the distal end cap 120
cutting into or deforming steering cable 118. It also allows
for the force to be evenly applied while steering the multi-
lumen delivery catheter 114.

[0083] In one embodiment illustrated in FIG. 7, distal end
cap 720 has four saddle portions 750 and four pairs of
steering apertures 160 which are symmetrically located
around distal end cap 120. In other embodiments, various
other numbers of and locations of saddle portions 750 and
pairs of steering apertures 160 may be used. In another
embodiment, saddle portions 750 and pairs of steering
apertures 160 may not be symmetrically located around
distal end cap 720.

[0084] As previously discussed, in some embodiments,
the steering apertures 160 may be sized and positioned to
align with the steering lumens 138 of a multi-lumen delivery
catheter. In another embodiment, the distal end cap may
include some combination of numbers (whether in pairs or
not) of steering apertures 160, saddle portions 750 and distal
end pieces 162 for the steering cables 118. It one embodi-
ment, one of the steering cables 118 may be connected to the
distal end of the distal end cap by distal end piece 162 as
shown in FIG. 6 but other of the steering cables 118 may be
continuous pieces that are looped over a saddle portion and
back to the proximal end of the multi-lumen delivery
catheter 114.

[0085] In at least one embodiment, an intravascular device
delivery system 100, such as that described in relation to
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FIG. 1, including a multi-lumen delivery catheter 114 may
be capable of transmitting increased steering and/or control
forces relative to conventional delivery systems with an
elongated member having a thinner wall than conventional
delivery systems. An intravascular device delivery system
100 according to the present disclosure may, therefore,
enable the use of an increased variety of intravascular
devices in an increased variety of applications.

[0086] The articles “a,” “an,” and “the” are intended to
mean that there are one or more of the elements in the
preceding descriptions. The terms “comprising,” “includ-
ing,” and “having” are intended to be inclusive and mean
that there may be additional elements other than the listed
elements. Additionally, it should be understood that refer-
ences to “one embodiment” or “an embodiment” of the
present disclosure are not intended to be interpreted as
excluding the existence of additional embodiments that also
incorporate the recited features. Numbers, percentages,
ratios, or other values stated herein are intended to include
that value, and also other values that are “about” or
“approximately” the stated value, as would be appreciated
by one of ordinary skill in the art encompassed by embodi-
ments of the present disclosure. A stated value should
therefore be interpreted broadly enough to encompass values
that are at least close enough to the stated value to perform
a desired function or achieve a desired result. The stated
values include at least the variation to be expected in a
suitable manufacturing or production process, and may
include values that are within 5%, within 1%, within 0.1%,
or within 0.01% of a stated value.

[0087] A person having ordinary skill in the art should
realize in view of the present disclosure that equivalent
constructions do not depart from the spirit and scope of the
present disclosure, and that various changes, substitutions,
and alterations may be made to embodiments disclosed
herein without departing from the spirit and scope of the
present disclosure, Equivalent constructions, including func-
tional “means-plus-function” clauses are intended to cover
the structures described herein as performing the recited
function, including both structural equivalents that operate
in the same manner, and equivalent structures that provide
the same function. It is the express intention of the applicant
not to invoke means-plus-function or other functional claim-
ing for any claim except for those in which the words ‘means
for’ appear together with an associated function. Each
addition, deletion, and modification to the embodiments that
falls within the meaning and scope of the claims is to be
embraced by the claims.

[0088] The terms “approximately,” “about.” and “substan-
tially” as used herein represent an amount close to the stated
amount that still performs a desired function or achieves a
desired result. For example, the terms “approximately,”
“about,” and “substantially” may refer to an amount that is
within less than 5% of, within less than 1% of, within less
than 0.1% of, and within less than 0.01% of a stated amount.
Further, it should be understood that any directions or
reference frames in the preceding description are merely
relative directions or movements. For example, any refer-
ences to “up” and “down” or “above” or “below” are merely
descriptive of the relative position or movement of the
related elements.

[0089] The present disclosure may be embodied in other
specific forms without departing from its spirit or charac-
teristics. The described embodiments are to be considered as

LLRY]
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illustrative and not restrictive. The scope of the disclosure is,
therefore, indicated by the appended claims rather than by
the foregoing description. Changes that come within the
meaning and range of equivalency of the claims are to be
embraced within their scope.

What is claimed is:

1. A multi-lumen catheter, the catheter comprising:

a body having an outer surface and an inner surface
defining a wall therebetween, the inner surface defining
a central lumen along a longitudinal direction;

a steering lumen defined by a steering lumen surface
positioned in the wall of the body, the steering lumen
surface having a steering lumen lining affixed thereto,
an inner surface of the steering lumen lining defining a
steering lumen width; and

a control lumen defined by a control lumen surface
positioned in the wall of the body, the control lumen
surface having a control lumen lining affixed thereto, an
inner surface of the control lumen lining defining a
control lumen width.

2. The catheter of claim 1, the catheter having a plurality

of steering lumen and at least one control lumen.

3. The catheter of claim 1, the steering lumen lining

having a higher durometer than the body.

4. The catheter of claim 1, the steering lumen lining

having a different durometer than the control lumen lining.

5. The catheter of claim 1, the steering lumen width being

greater than the control lumen width.
6. The catheter of claim 1, wherein the catheter includes
a greater number of control lumen than steering lumen.

7. The catheter of claim 1, wherein the central lumen has
a central lumen width between 0.200 inches and 0.300
inches.

8. The catheter of claim 7, wherein the steering lumen has

a steering lumen width between 0.020 inches and 0.030
inches.

9. An intravascular device delivery system, the system

comprising:

an elongate member including:

a body having a proximal end and a distal end, the body
having an outer surface and an inner surface defining
a wall therebetween, the inner surface defining a
central lumen along a longitudinal direction,

a steering lumen defined by a steering lumen surface
positioned in the wall of the body, the steering lumen
surface having a steering lining affixed thereto, an
inner surface of the steering lining defining a steering
Iumen width, and

a control lumen defined by a control lumen surface
positioned in the wall of the body, the control lumen
surface having a control lining affixed thereto, an
inner surface of the control lining defining a control
lumen width;

a steering cable located in the steering lumen, the steering
cable having a distal end piece located at a distal end of
the steering cable and distally of the distal end of the
steering lumen;

a control wire located in the control lumen; and

a handle with one or more controls connected to the
proximal end of the body and operably connected to the
steering cable and control wire.

10. The system of claim 9, wherein the distal end piece of

the steering cable has a transverse dimension greater than
the steering lumen width.
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11. The system of claim 9, wherein the control wire
extends distally of the steering cable.

12. The system of claim 9, further comprising a lubricious
coating on the inner surface of the body.

13. The system of claim 9, wherein the steering cable has
a tensile strength of greater than 40 pounds (177.9 New-
tons).

14. The system of claim 9, wherein the control wire has
a tensile strength of greater than 40 pounds (177.9 New-
tons).

15. The system of claim 9, further comprising a second
steering lumen and a second steering cable, the second
steering lumen positioned in the wall of the body opposite
the steering lumen across the central lumen and the second
steering cable located in the second steering lumen.

16. An intravascular device delivery system, the system
comprising:

an elongate member including:

a body having a proximal end and a distal end and
including a body material, the body having an outer
surface and an inner surface defining a wall therebe-
tween, the inner surface defining a central lumen
along a longitudinal direction,

a steering lumen defined by a steering lumen surface
positioned in the wall of the body, the steering lumen
surface having a steering lining affixed thereto, an
inner surface of the steering lining defining a steering
lumen diameter, and

a control lumen defined by a control lumen surface
positioned in the wall of the body, the control lumen
surface having a control lining affixed thereto, an
inner surface of the control lining defining a control
lumen diameter;

a distal end cap positioned at the distal end of the body,
the distal end cap having a steering aperture and a
control aperture, the steering aperture rotationally
aligned with the steering lumen and the control aperture
rotationally aligned with the control lumen;

a steering cable located in the steering lumen and steering
aperture, the steering cable having a distal end piece
located at a distal end of the steering cable and distally
of the distal end of the steering lumen;

a control wire located in the control lumen and steering
aperture; and

a handle with one or more controls connected to the
proximal end of the body and operably connected to the
steering cable and control wire.

17. The system of claim 16, wherein the body includes a
body material and the distal end cap includes an end cap
material having a higher durometer than the body material.

18. The system of claim 16, wherein the distal end piece
of the steering cable has a transverse dimension greater than
a transverse dimension of the steering aperture.

19. The system of claim 16, wherein the distal end cap
further comprises at least one arm extending proximally into
the central lumen.

20. The system of claim 16, wherein the distal end piece
of the steering cable is integrally formed with the steering
cable.

21. The system of claim 16, further comprising a lumen
formed in the wall of the body, the lumen extending from the
proximal end of the body to the distal end of the body, the
lumen being configured to take active or passive measure-
ments of the environment of the system.
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22. The system of claim 21, wherein the lumen in the wall
of the body has a sensor or transducer disposed therein to
measure pressure, temperature, stress, strain, displacement,
angular rotation, load, or fluid flow.

N I I
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