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Description

FIELD

[0001] This application relates to methods, systems,
and apparatus for safely replacing native heart valves
with prosthetic heart valves.

BACKGROUND

[0002] Prosthetic heart valves have been used for
many years to treat cardiac valvular disorders. The native
heart valves (such as the aortic, pulmonary, and mitral
valves) serve critical functions in assuring the forward
flow of an adequate supply of blood through the cardio-
vascular system. These heart valves can be rendered
less effective by congenital, inflammatory, or infectious
conditions. Such conditions can eventually lead to seri-
ous cardiovascular compromise or death. For many
years the definitive treatment for such disorders was the
surgical repair or replacement of the valve during open
heart surgery, but such surgeries are dangerous and
prone to complication.
[0003] More recently a transvascular technique has
been developed for introducing and implanting a pros-
thetic heart valve using a flexible catheter in a manner
that is less invasive than open heart surgery. In this tech-
nique, a prosthetic valve is mounted in a crimped state
on the end portion of a flexible catheter and advanced
through a blood vessel of the patient until the valve reach-
es the implantation site. The valve at the catheter tip is
then expanded to its functional size at the site of the de-
fective native valve, such as by inflating a balloon on
which the valve is mounted. Alternatively, the valve can
have a resilient, self-expanding stent or frame that ex-
pands the valve to its functional size when it is advanced
from a delivery sheath at the distal end of the catheter.
[0004] Balloon-expandable valves are commonly used
for treating heart valve stenosis, a condition in which the
leaflets of a valve (e.g., an aortic valve) become hardened
with calcium. The hardened leaflets provide a good sup-
port structure on which the valve can be anchored within
the valve annulus. Further, the catheter balloon can apply
sufficient expanding force to anchor the frame of the pros-
thetic valve to the surrounding calcified tissue. There are
several heart conditions, however, that do not involve
hardened valve leaflets but which are still desirably treat-
ed by valve replacement. For example, aortic insufficien-
cy (or aortic regurgitation) occurs when an aortic valve
does not close properly, allowing blood to flow back into
the left ventricle. One cause for aortic insufficiency is a
dilated aortic annulus, which prevents the aortic valve
from closing tightly. In such cases, the leaflets are usually
too soft to provide sufficient support for a balloon-expand-
able prosthetic valve. Additionally, the diameter of the
aortic annulus may continue to vary over time, making it
dangerous to install a prosthetic valve that is not reliably
secured in the valve annulus. Mitral insufficiency (or mi-

tral regurgitation) involves these same conditions but af-
fects the mitral valve.
[0005] Self-expanding prosthetic valves are some-
times used for replacing defective native valves with non-
calcified leaflets. Self-expanding prosthetic valves, how-
ever, suffer from a number of significant drawbacks. For
example, once a self-expanding prosthetic valve is
placed within the patient’s defective heart valve (e.g., the
aorta or mitral valve), it continues to exert an outward
force on the valve annulus. This continuous outward
pressure can cause the valve annulus to dilate further,
exacerbating the condition the valve was intended to
treat. Additionally, when implanting a self-expanding
valve, the outward biasing force of the valve’s frame
tends to cause the valve to be ejected very quickly from
the distal end of a delivery sheath. This makes delivery
of the valve very difficult and dangerous to the patient.
[0006] The size of the prosthetic valve to be implanted
into a patient can also be problematic when treating aortic
or mitral insufficiency. Specifically, the size of a prosthetic
valve used to treat aortic or mitral insufficiency is typically
larger than a prosthetic valve used to treat aortic or mitral
stenosis. This larger valve size makes the delivery pro-
cedure much more difficult and dangerous to the patient.
[0007] US 2008/0071361 A1 shows a prosthesis which
provided for implantation at a native semilunar valve of
a native valve complex. The prosthesis includes a distal
fixation member, configured to be positioned in a down-
stream artery, and to apply a first axial force directed
toward a ventricle. The prosthesis further includes a prox-
imal fixation member coupled to the distal fixation mem-
ber, the proximal fixation member configured to be posi-
tioned at least partially on a ventricular side of the native
valve complex, and to apply a second axial force directed
toward the downstream artery, such that application of
the first and second forces couples the prosthesis to the
native valve complex by axially sandwiching the native
valve complex from a downstream side and the ventricu-
lar side thereof. The prosthesis is configured, upon im-
plantation thereof, to embrace, without squeezing, leaf-
lets of the native semilunar valve.
[0008] US 2005/0137691 A1 and WO 2005/062980
A2, respectively, show a method for endovascularly re-
placing a heart valve of a patient. The method includes
the steps of endovascularly delivering a replacement
valve and an expandable anchor to a vicinity of the heart
valve in an unexpanded configuration; expanding the an-
chor to a deployed configuration in which the anchor con-
tacts tissue at an anchor site; optionally repositioning the
anchor in the anchor site; and deploying the anchor at
the anchor site. The deploying step may include the steps
of actively foreshortening the anchor via an actuation
force delivered by a deployment tool and thereafter re-
leasing the anchor from the deployment tool. The deliv-
ering step may include the step of delivering the replace-
ment heart valve coupled to the anchor or, alternatively,
separate from the anchor, in which case the method fur-
ther includes the step of attaching the replacement valve
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to the anchor. The anchor may be made from an expand-
able braid. The apparatus may comprise one or more
locks configured to maintain expansion of the braid.
[0009] Accordingly, there exists a need for improved
methods, systems, and apparatus for delivering expand-
able prosthetic heart valves (e.g., balloon-expandable
prosthetic valves). Embodiments of the methods, sys-
tems, and apparatus desirably can be used to replace
native heart valves that do not have calcified leaflets (e.g.,
aortic valves suffering from aortic insufficiency). Further-
more, embodiments of the methods, systems, and ap-
paratus desirably enable precise and controlled delivery
of the prosthetic valves.

SUMMARY

[0010] Disclosed below are representative embodi-
ments and examples of methods, systems, and appara-
tus used to replace deficient native heart valves with pros-
thetic heart valves. Embodiments and examples of the
disclosed methods, systems, and apparatus can be
used, for example, to replace an aortic valve suffering
from aortic insufficiency. The invention provides a pros-
thetic heart valve system as defined in independent claim
1. The dependent claims refer to further developments
of the system of claim 1.
[0011] In certain embodiments, for example, a support
structure is delivered to a position on or adjacent to the
surface of the outflow side of a native heart valve of a
patient, the support structure defining a support-structure
interior. An expandable prosthetic heart valve is delivered
into the native heart valve and into the support-structure
interior. The expandable prosthetic heart valve is ex-
panded while the expandable prosthetic heart valve is in
the support-structure interior and while the support struc-
ture is at the position on or adjacent to the surface of the
outflow side of the native heart valve, thereby causing
one or more native leaflets of the native heart valve to
be frictionally secured between the support structure and
the expanded prosthetic heart valve. The expandable
prosthetic heart valve can be delivered from the inflow
or the outflow side of the native heart valve. In certain
examples, the native heart valve is an aortic valve, and
the act of delivering the expandable prosthetic heart
valve comprises delivering the prosthetic heart valve
through the left ventricle of the patient’s heart. In other
examples, the native heart valve is an aortic valve, and
the act of delivering the expandable prosthetic heart
valve comprises delivering the prosthetic heart valve
through the patient’s aorta. In particular examples, the
native heart valve is an aortic valve, the support structure
is a support stent, and the act of delivering the support
structure comprises advancing a first catheter through
the aortic arch of the patient so that a distal end of the
first catheter is near the aortic valve of the patient (the
first catheter at least partially enclosing a stent-delivery
catheter, an inner catheter, and the support stent in a
compressed state) and advancing the stent-delivery

catheter and the inner catheter through the first catheter,
thereby causing the support stent to be deployed from
the distal end of the first catheter and to expand into a
decompressed state. In other particular examples, the
native heart valve is a mitral valve, the support structure
is a support band, and the act of delivering the support
structure comprises advancing a first loop delivery cath-
eter into the left ventricle of the patient so that a first distal
end of the first loop delivery catheter extends around a
first portion of the chordae tendineae, advancing a sec-
ond loop delivery catheter into the left ventricle of the
patient so that a second distal end of the second loop
delivery catheter extends around a second portion of the
chordae tendineae and so that the second distal end of
the second loop delivery is adjacent to the first distal end
of the first loop delivery catheter, advancing a support
band material through an interior of the first loop delivery
catheter and an interior of the second loop delivery cath-
eter, attaching a locking member to portions of the sup-
port band material, and advancing the locking member
along the portions of the support band material and into
the left ventricle of the patient, thereby forming the sup-
port band around the chordae tendineae. In certain ex-
amples, the act of delivering the support structure com-
prises guiding the support structure to the position on or
adjacent to the surface of the outflow side of the native
heart valve and into a desired orientation, wherein the
desired orientation aligns peaks of the support structure
with either the tips or the commissures of the one or more
native leaflets. In further examples, the support structure
is disconnected from at least a delivery catheter once the
one or more native leaflets of the native heart valve are
frictionally secured between the support structure and
the expanded prosthetic heart valve. The disconnecting
can be performed by retracting an inner catheter relative
to a stent-delivery catheter, thereby retracting inner
prongs coupled to the inner catheter from corresponding
apertures in retaining arms of the support stent. Alterna-
tively, the disconnecting can be performed by cutting
through material used to form the support structure,
thereby releasing the support structure from a catheter.
In certain examples, the act of expanding the expandable
prosthetic heart valve comprises inflating a balloon of a
balloon catheter, the expandable prosthetic heart valve
being disposed around the balloon of the balloon cathe-
ter.
[0012] In other exemplary methods disclosed herein,
a guide catheter is advanced through the aortic arch of
a patient so that a distal end of the guide catheter is near
the aortic valve of the patient. In these examples, the
guide catheter at least partially encloses a stent-delivery
catheter and a compressed support stent releasably con-
nected to the stent-delivery catheter. The stent-delivery
catheter is advanced through the guide catheter, thereby
causing the support stent to be deployed from the distal
end of the guide catheter and to become uncompressed.
The uncompressed support stent is positioned adjacent
to or on a surface of the aortic side of the aortic valve
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such that the leaflets of the aortic valve are circumscribed
by the uncompressed support stent. The uncompressed
support stent can then be disconnected from the stent-
delivery catheter. In certain examples, to disconnect the
support stent from the stent-delivery catheter, an inner
catheter positioned in the interior of the stent-delivery
catheter can be retracted, causing an inner prong at-
tached to the inner catheter to withdraw from an aperture
associated with the support stent, and/or at least one
prong attached to the stent-delivery catheter can be dis-
connected from the support stent.
[0013] Embodiments disclosed herein include an ap-
paratus for securing a prosthetic valve to a native heart
valve. The embodiments comprise a support stent having
an annular body that defines one or more peaks and one
or more valleys along its circumference. The support
stent is radially compressible and self expandable. The
support stent is sized such that it can be positioned within
the aorta of a patient at a location adjacent to the aortic
valve and thereby circumscribe the aortic valve. The sup-
port stent further comprises at least one retaining arm
which comprises an aperture at or near a respective one
of the peaks. In particular embodiments, the support stent
is formed from a single annular member. In some em-
bodiments, the support stent consists of three peaks and
three valleys. The shape formed by the three peaks and
the three valleys can approximate the shape of the leaf-
lets of the aortic valve when the aortic valve is fully
opened. In certain embodiments, a projection of the an-
nular body onto a first plane is ring shaped or starfish
shaped, and the annular body defines the one or more
peaks and the one or more valleys in a direction perpen-
dicular to the first plane. For example, the annular body
can be sinusoidal or saw-tooth shaped along its circum-
ference. Certain embodiments further comprise a stent
delivery catheter having an outer fork that includes one
or more outer prongs. At least one of the outer prongs
can comprise an aperture that is sized to receive at least
a portion of one of the retaining arms of the support stent.
An inner catheter can be positioned in an interior of the
stent-delivery catheter and have an inner fork. The inner
fork can comprise one or more inner prongs, and at least
one of the inner prongs can be insertable through the
aperture of the one of the retaining arms when the one
of the retaining arms has been at least partially inserted
through the aperture of a respective one of the outer
prongs.
[0014] Other exemplary embodiments disclosed here-
in are systems for delivering a support frame for securing
a prosthetic valve in a patient’s native heart valve. Ex-
emplary embodiments of the system comprise a guide
catheter, a frame-delivery catheter positioned in the in-
terior of the guide catheter, an inner catheter positioned
in the interior of the frame-delivery catheter, and an ex-
pandable support frame positioned in the interior of the
guide catheter in a radially compressed state. A distal
end of the frame-delivery catheter can have an outer fork
portion that comprises a plurality of flexible outer prongs.

A distal end of the inner catheter can have an inner fork
portion that comprises a plurality of flexible inner prongs.
The expandable support frame can comprise a plurality
of retaining arms, which can be releasably connected to
corresponding ones of the outer prongs of the outer fork
portion and corresponding ones of the inner prongs of
the inner fork portion. The expandable support frame can
be generally annular and comprise shaped portions con-
figured to frictionally secure native leaflets of a patient’s
heart valve against an exterior surface of a prosthetic
valve when the patient’s heart valve has been replaced
by the prosthetic valve. Alternatively, the expandable
support frame can comprise a main body and a U-shaped
lip that surrounds a bottom region of the support frame,
the U-shaped lip having a diameter that is greater than
a diameter of the main body. In particular embodiments,
the guide catheter, frame-delivery catheter, and the inner
catheter are axially slidable relative to one another. In
some embodiments, the retaining arms of the expanda-
ble support frame comprise respective retaining arm ap-
ertures through which the corresponding ones of the in-
ner prongs are inserted. The corresponding ones of the
outer prongs can comprise, for example, respective outer
prong apertures through which the respective retaining
arms are inserted. In certain embodiments, the corre-
sponding ones of the outer prongs and the corresponding
ones of the inner prongs of the inner fork portion are
configured such that relative retraction of either the cor-
responding ones of the inner prongs or the corresponding
ones of the outer prongs causes release of the respective
retaining arms.
[0015] Another disclosed embodiment is an apparatus
comprising a support stent having an annular main body
portion and a generally U-shaped rim portion at one end
of the main body portion. The support stent of this em-
bodiment is radially compressible into a compressed
state and self expandable into an uncompressed state.
Furthermore, the rim portion has a diameter that is great-
er than a diameter of the annular main body portion and
that is sized so that an outer perimeter of the rim portion
will engage the walls surrounding the aortic valve of a
patient when the support stent is positioned within the
aorta of the patient at a location adjacent to the aortic
valve. In some embodiments, the support stent is made
of a shape-memory alloy. In certain embodiments, the
annular main body portion is sinusoidal or saw-tooth
shaped along its circumference. In some embodiments,
the rim portion is located around a bottom region of the
main body portion. In certain embodiments, the support
stent is made of multiple elements forming a criss-cross
pattern. In particular embodiments, the apparatus further
comprises at least one retaining arm at or near a top
region of the main body portion.
[0016] In another disclosed example, a distal end of a
first delivery catheter is advanced into the left ventricle
of a patient so that a distal portion of the first delivery
catheter substantially circumscribes a first half of the pa-
tient’s chordae tendineae. A distal end of a second de-
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livery catheter is advanced into the left ventricle of the
patient so that a distal portion of the second delivery cath-
eter substantially circumscribes a second half of the pa-
tient’s chordae tendineae and so that a distal end of the
second delivery catheter contacts a distal end of the first
delivery catheter, thereby forming a delivery catheter
junction. A support band material is advanced through
one of the first delivery catheter or the second delivery
catheter, across the delivery catheter junction, and into
the other one of the first delivery catheter or the second
delivery catheter. The first delivery catheter and the sec-
ond delivery catheter are retracted from the left ventricle
of the patient. In certain embodiments, the distal end of
the first delivery catheter and the distal end of the second
delivery catheter are advanced through a puncture in the
left ventricle. In other examples, the distal end of the first
delivery catheter and the distal end of the second delivery
catheter are advanced through the aorta of the patient.
In some examples, the distal end of the first delivery cath-
eter magnetically engages the distal end of the second
delivery catheter. In some examples, a first steerable
sheath and a second steerable sheath are advanced into
the left ventricle. In these examples, the act of advancing
the distal end of the first delivery catheter into the left
ventricle comprises advancing the distal end of the first
delivery catheter through an interior of the first steerable
sheath, and the act of advancing the distal end of the
second delivery catheter into the left ventricle comprises
advancing the distal end of the second delivery catheter
through an interior of the second steerable sheath. In
certain examples, an introducer sheath is advanced into
the left ventricle through a puncture in the left ventricle.
In these examples, the act of advancing the first steerable
sheath and the second steerable sheath into the left ven-
tricle comprises advancing the first steerable sheath and
the second steerable sheath through the introducer
sheath. In some examples, a locking member is attached
to portions of the support band material and advanced
over the portions of the support band material, thereby
adjusting a diameter of a loop formed by the support band
material and the locking member and surrounding the
chordae tendineae. The act of advancing the locking
member over the portions of the support band material
can be performed using a pusher tube. In some exam-
ples, the loop formed by the support band material and
the locking member can be positioned around the outflow
side of the mitral valve. An expandable prosthetic heart
valve can be advanced into the mitral valve and the in-
terior of the loop formed by the support band material
and the locking member while the prosthetic heart valve
is in a compressed state. The expandable prosthetic
heart valve can be expanded into an uncompressed
state, thereby causing one or more native leaflets of the
mitral valve to be frictionally secured between the loop
and the expandable prosthetic heart valve. Portions of
the support band material that do not form part of the
loop can be severed, thereby releasing the loop.
[0017] In another disclosed example, a partial loop is

formed around the chordae tendineae of a patient’s heart
with a cord of biocompatible material. A locking member
is attached to portions of the cord of biocompatible ma-
terial. The locking member is advanced toward the chor-
dae tendineae along the portions of the cord of biocom-
patible material, thereby decreasing a diameter of a loop
formed by the cord of biocompatible material and the
locking member. In certain examples, an expandable
prosthetic heart valve is positioned into the interior of the
patient’s mitral valve, the loop formed by the cord of bio-
compatible material and the locking member is posi-
tioned around an outflow side of the patient’s mitral valve
so that the native leaflets of the mitral valve open into the
interior of the loop, and the expandable prosthetic heart
valve is expanded, thereby causing an exterior surface
of the expandable prosthetic heart valve to urge the na-
tive leaflets of the mitral valve against an interior surface
of the loop and to frictionally secure the expandable pros-
thetic heart valve to the native leaflets of the mitral valve.
In some examples, portions of the cord of biocompatible
material are cut in order to release the loop formed by
the cord of biocompatible material and the locking mem-
ber. In certain examples, an expandable prosthetic heart
valve is advanced into the interior of the patient’s mitral
valve and expanded. The exterior of the expandable
prosthetic heart valve can comprise one or more fasten-
ing mechanisms configured to engage the native leaflets
of the mitral valve and at least temporarily secure the
expandable prosthetic heart to the native leaflets. In cer-
tain implementations of these examples, the loop formed
by the cord of biocompatible material and the locking
member is positioned around an outflow side of the pa-
tient’s mitral valve so that the loop circumscribes the na-
tive leaflets of the mitral valve and the expanded pros-
thetic heart valve. In these examples, the act of advanc-
ing the locking member can decrease the diameter of the
loop formed by the cord of biocompatible material and
the locking member to a diameter that causes the ex-
panded prosthetic heart valve to be frictionally secured
to the native leaflets of the mitral valve. In certain partic-
ular examples, the locking member is locked at a desired
position along the portions of the support band material,
thereby forming a support band having a substantially
fixed diameter. In some examples, the locking member
can be unlocked, and the location of the locking member
adjusted along the portions of the support band material.
In certain examples, the act of forming the partial loop
around the chordae tendineae of the patient’s heart is
performed using one or more delivery catheters inserted
through the aortic arch of the patient. In other examples,
the act of forming the partial loop around the chordae
tendineae of the patient’s heart is performed using one
or more delivery catheters inserted through a puncture
in the left ventricle of the patient.
[0018] Another disclosed embodiment is a system that
comprises a first delivery catheter having a first distal end
region and a first distal end, a second delivery catheter
having a second distal end region and a second distal
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end, and an introducer sheath defining an interior that is
configured to receive the first delivery catheter and the
second delivery catheter. In these embodiments, the first
distal end region is steerable into a first semi-circular
shape, the second distal end region is steerable into a
second semi-circular shape, the first distal end has a first
magnetic polarity, and the second distal end has a sec-
ond magnetic polarity opposite the first magnetic polarity.
In certain embodiments, the introducer sheath is rigid
and is sized for insertion through a puncture in the left
ventricle of a patient. In other embodiments, the intro-
ducer sheath is bendable and is sized for insertion into
the aortic arch of a patient. In some embodiments, the
system further comprises a first catheter delivery sheath
and a second catheter delivery sheath. In these embod-
iments, the first catheter delivery sheath defines a first
interior configured to receive the first delivery catheter
and has a first distal sheath region that naturally assumes
a first arced shape. Further, the second catheter delivery
sheath defines a second interior configured to receive
the second delivery catheter and has a second distal
sheath region that naturally assumes a second arced
shape. In these embodiments, the interior of the intro-
ducer sheath is further configured to receive the first cath-
eter delivery sheath, the second catheter delivery sheath,
the first delivery catheter, and the second delivery cath-
eter. In certain embodiments, the first catheter delivery
sheath and the second catheter delivery sheath are man-
ufactured at least in part from a shape-memory alloy.
[0019] Another disclosed example is a system com-
prising a pusher tube defining a first pusher tube lumen
and a second pusher tube lumen and a locking member
defining a first locking member lumen and a second lock-
ing member lumen. In these examples, the first and sec-
ond pusher tube lumens are sized to receive respective
portions of a cord of material, and the first and second
locking member lumens are also sized to receive the re-
spective portions of the cord and are further configured
to allow movement of the locking member in a first direc-
tion along the respective portions of the cord when
pushed by the pusher tube but prevent movement of the
locking member in a second direction opposite the first
direction along the respective portions of the cord. In cer-
tain examples, the pusher tube further comprises a ro-
tatable cutting element located at a distal end of the push-
er tube, the rotatable cutting element being controllable
from a proximal region of the pusher tube. In some ex-
amples, the first locking member lumen and the second
locking member lumen each comprise one or more an-
gled collars or teeth. In certain embodiments, the system
further comprises an introducer sheath having an intro-
ducer sheath interior through which the pusher tube and
the locking member are advanceable. In some examples,
the system further comprises a prosthetic-heart-valve-
delivery catheter. In these examples, the introducer
sheath interior is further configured to simultaneously re-
ceive the pusher tube and the prosthetic-heart-valve-de-
livery catheter.

[0020] Another disclosed example is a system com-
prising a locking member configured to receive two por-
tions of a cord of biocompatible material and to secure
the two portions in a desired position relative to one an-
other, an adjustment tool configured to position the lock-
ing member into the desired position and to engage a
locking mechanism in the locking member that secures
the locking member to the two portions at the desired
position, a balloon catheter on which an expandable
prosthetic heart valve is disposed, and an introducer
sheath defining an interior in which the adjustment tool
and the balloon catheter can be simultaneously located.
In certain examples, the adjustment tool is further con-
figured to disengage the locking mechanism in the lock-
ing member, thereby unlocking the locking member from
the two portions of the cord. In particular examples, the
locking member comprises a pin member and a ring
member. The pin member can have a first end, a second
end, and openings for receiving the two portions of the
cord, and the ring member can have openings for receiv-
ing the two portions of the cord and be configured to
receive at least a portion of the first end of the pin mem-
ber. In some examples, the adjustment tool comprises a
fork member positioned at a distal end of the adjustment
tool, an inner push member, and an outer push member.
In these examples, the inner push member can be con-
tained within a lumen of the adjustment tool and the outer
push member can have a greater diameter than the inner
push member and surround at least a portion of the inner
push member.
[0021] Another disclosed example comprises a sup-
port band having an annular body that defines a support
band interior. The support band of this example is formed
from a biocompatible material having a first end that is
secured to an opposite second end via a locking mech-
anism. The support band of this example is sized such
that it can be positioned adjacent to the outflow side of
the mitral valve of a patient and thereby circumscribe the
native leaflets of the mitral valve. Moreover, the support
band interior has a fixed diameter when the first end is
secured to the second end such that when an expandable
prosthetic heart valve is expanded within the mitral valve
and within the support band interior, the native leaflets
of the mitral valve become pinched between the expand-
able prosthetic heart valve and the support band, thereby
frictionally securing the expandable prosthetic heart
valve to the mitral valve. In certain examples, the first
end of the support band has a larger diameter than the
second end, and the first end of the support band defines
an interior into which the second end can be inserted and
secured by the locking mechanism. In some examples,
the locking mechanism comprises a snap-fit connection
formed between the first end and the second end of the
support band. In certain examples, the locking mecha-
nism comprises a locking member having a first lumen
configured to receive the first end of the support band
and a second lumen configured to receive the second
end of the support band, the first lumen and the second
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lumen each comprising one or more angled teeth or col-
lars that allow movement of the locking mechanism along
the support band in only a single direction. In some ex-
amples, the locking mechanism comprises a multiele-
ment mechanism that can be selectively locked to and
unlocked from the first end and the second end of the
support band. In certain embodiments, one or more
clamps are positioned on the support band.
[0022] In another disclosed example, a prosthetic
heart valve is delivered into an interior of a native heart
valve and expanded. A support band is delivered to a
position on or adjacent to the surface of the outflow side
of the native heart valve such that an interior of the sup-
port band surrounds at least a portion of the prosthetic
heart valve and at least a portion of one or more native
leaflets of the native heart valve. The diameter of the
support band is adjusted until the one or more native
leaflets of the native heart valve are frictionally secured
between the support band and the prosthetic heart valve.
The prosthetic heart valve can be an expandable pros-
thetic heart valve and expanded once it is delivered into
the interior of the native heart valve. The support band
can be formed from a shape-memory metal or cord of
support band material and an adjustable locking member
through which portions of the cord extend. During deliv-
ery of the support band, the support band can be discon-
nected from at least a delivery catheter once the one or
more native leaflets of the native heart valve are friction-
ally secured between the support band and the prosthetic
heart valve (e.g., by cutting through material used to form
the support band).
[0023] The foregoing and other objects, features, and
advantages of the disclosed technology will become
more apparent from the following detailed description,
which proceeds with reference to the accompanying fig-
ures.

BRIEF DESCRIPTION OF THE DRAWINGS

[0024]

FIG. 1 is a perspective view of an exemplary embod-
iment of a support structure according to the dis-
closed technology.

FIG. 2 is a cross-sectional view of a native aortic
valve with the support structure of FIG. 1 positioned
therein.

FIGS. 3 and 4 are perspective views of an exemplary
delivery system for the support structure of FIG. 1.
In particular, FIG. 3 shows the delivery system before
the support structure is deployed, and FIG. 4 shows
the delivery system after the support structure is de-
ployed.

FIG. 5 is an exploded view of the components of the
exemplary delivery system shown in FIGS. 3 and 4.

FIG. 6 is a zoomed-in perspective view showing the
mechanism for releasably connecting the support
structure to the exemplary delivery system of FIGS.
3 and 4.

FIGS. 7 and 8 are cross-sectional views of a patient’s
heart illustrating how the delivery system of FIGS. 3
and 4 can operate to deploy the support structure of
FIG. 1 to a desired position on the patient’s aortic
valve.

FIGS. 9-13 are cross-sectional views of a patient’s
heart illustrating how an exemplary transcatheter
heart valve ("THV") can be deployed to the patient’s
aortic valve and frictionally secured to the native leaf-
lets using the support structure of FIG. 1.

FIG. 14 is a perspective view of another exemplary
embodiment of a support structure according to the
disclosed technology.

FIG. 15 is a top view of the support structure embod-
iment shown in FIG. 14

FIG. 16 is a side view of the support structure em-
bodiment shown in FIG. 14.

FIG. 17 is a cross-sectional view of a patient’s heart
illustrating how a delivery system can operate to de-
ploy the support structure of FIG. 14 to a desired
position on the patient’s aortic valve.

FIG. 18 is a cross-sectional view of a patient’s heart
illustrating how an exemplary THV can be deployed
through the aortic arch and into the patient’s aortic
valve, where it can be frictionally secured to the na-
tive leaflets using the support structure of FIG. 14.

FIGS. 19-27 are cross-sectional view of a patient’s
heart illustrating how an exemplary support band can
be deployed around the native leaflets of a patient’s
mitral valve and used to secure a THV to the native
leaflets of the mitral valve. In FIGS. 19-27, the sup-
port band is deployed using a transapical approach.

FIG. 28 is a cross-sectional view of a patient’s heart
illustrating how an exemplary support band as in
FIGS. 19-27 can be deployed through the aortic arch.

FIG. 29 is a top view of an exemplary locking member
that can be used to secure portions of a cord of sup-
port band material to one another and thereby form
a loop.

FIG. 30 is a top view of another exemplary locking
member that can be used to secure portions of a
cord of support band material to one another and
thereby form a loop.
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FIG. 31 is a perspective view of an exemplary ad-
justment tool (or pusher tube) that can be used in
connection with the locking member of FIG. 30.

FIG. 32 is a cross-sectional side view of the exem-
plary locking member of FIG. 30.

FIG. 33 is a cross-sectional side view of the exem-
plary adjustment tool of FIG. 31.

FIGS. 34-37 are cross-sectional views illustrating
how the exemplary adjustment tool of FIG. 31 can
be used to adjust, lock, and unlock the exemplary
locking member of FIG. 30.

FIG. 38 is a cross-sectional perspective view of an-
other exemplary locking member that can be used
to secure portions of a cord of support band material
to one another and thereby form a loop.

FIG. 39 is a cross-sectional perspective view of an
exemplary pusher tube that can be used in connec-
tion with the exemplary locking member of FIG. 38.

DETAILED DESCRIPTION

General Considerations

[0025] Disclosed below are representative embodi-
ments of a support structure (sometimes referred to as
a "support stent," "support frame," "support band," or
"support loop") that can be used to secure a prosthetic
heart valve within a native heart valve. For illustrative
purposes, embodiments of the support structure are de-
scribed as being used to secure a transcatheter heart
valve ("THV") in the aortic valve of a heart. Also disclosed
herein are exemplary methods and systems for deploying
the support structure and corresponding THV.
[0026] For illustrative purposes, certain embodiments
of the support structure are described as being used in
connection with embodiments of the balloon-expandable
THV described in U.S. Patent Application Publication No.
2007/0112422 (U.S. Application No. 11/280,063). It
should be understood, however, that this particular usage
is for illustrative purposes only and should not be con-
strued as limiting. Instead, embodiments of the disclosed
support structure can be used to secure a wide variety
of THVs delivered through a variety of mechanisms (e.g.,
self-expanding heart valves, other balloon-expanding
heart valves, and the like). For instance, any of the em-
bodiments described in U.S. Patent No. 6,730,118 can
be used with embodiments of the disclosed support struc-
ture.
[0027] The described methods, systems, and appara-
tus should not be construed as limiting in any way.
[0028] Although the operations of some of the dis-
closed methods are described in a particular, sequential
order for convenient presentation, it should be under-

stood that this manner of description encompasses re-
arrangement, unless a particular ordering is required by
specific language set forth below. For example, opera-
tions described sequentially may in some cases be re-
arranged or performed concurrently. Moreover, for the
sake of simplicity, the attached figures may not show the
various ways in which the disclosed methods, systems,
and apparatus can be used in conjunction with other sys-
tems, methods, and apparatus.

Exemplary Embodiments for Replacing Aortic Valves

[0029] FIG. 1 is a perspective view showing an exem-
plary embodiment of a support stent or frame 10. Support
stent 10 has a generally annular or torroidal body formed
from a suitable shape-memory metal or alloy, such as
spring steel, Elgiloy®, or Nitinol. Desirably, the material
from which the support stent 10 is fabricated allows the
support stent to automatically expand to its functional
size and shape when deployed but also allows the sup-
port stent to be radially compressed to a smaller profile
for delivery through the patient’s vasculature. In other
embodiments, however, the stent is not self expanding.
In these embodiments, and as more fully explained be-
low, other mechanisms for expanding the stent can be
used (e.g., a balloon catheter).
[0030] In the illustrated embodiment, the projection of
the support stent 10 onto an x-y plane has a generally
annular or torroidal shape. The illustrated support stent
10 further defines a number of peaks and valleys (or
crests and troughs) along its circumference. For exam-
ple, the support stent 10 is sinusoidally shaped in the z
direction. In other embodiments, the support stent 10 is
shaped differently in the z direction (e.g., sawtooth-
shaped, ringlet-shaped, square-wave shaped, or other-
wise shaped to include peaks and valleys).
[0031] The illustrated support stent 10 includes three
peaks 20, 22, 24 and three valleys 30, 32, 34. In the
illustrated embodiment, the peaks 20, 22, 24 are posi-
tioned above the valleys 30, 32, 34 in the z direction. In
some embodiments, the peaks have greater radii than
the valleys 30, 32, 34, or vice versa. For instance, in some
embodiments, the projection of the support stent 10 onto
an x-y plane forms a closed shape having a variable ra-
dius (e.g., a starfish shape).
[0032] The size of the support stent 10 can vary from
implementation to implementation. In particular embod-
iments, the support stent 10 is sized such that the support
stent can be positioned within the aorta of a patient at a
location adjacent to the aortic valve, thereby circumscrib-
ing the aortic valve. Furthermore, in order to frictionally
secure a prosthetic heart valve in its interior, certain em-
bodiments of the support stent 10 have a diameter that
is equal to or smaller than the diameter of the prosthetic
heart valve when fully expanded. In particular embodi-
ments, for instance, the support stent can have an inner
or outer diameter between 10 and 50 mm (e.g., between
17 and 28 mm) and a height between 5 and 35 mm (e.g.,

13 14 



EP 2 303 190 B1

9

5

10

15

20

25

30

35

40

45

50

55

between 8 and 18 mm). Furthermore, the thickness of
the annular body of the support stent 10 may vary from
embodiment to embodiment, but in certain embodiments
is between 0.3 and 1.2 mm.
[0033] FIG. 2 is a perspective view of the exemplary
support stent 10 positioned on the surface of an outflow
side of a native aortic valve and further illustrates the
shape of the support stent. In particular, it can be seen
from FIG. 2 that the valleys 30, 32, 34 of the support stent
10 are shaped so that they can be placed adjacent to
commissures 50, 52, 54 of the native leaflets 60, 62, 64
of the aortic valve. Furthermore, in the illustrated embod-
iment, the peaks 20, 22, 24 are shaped so that they gen-
erally approximate or mirror the size and shape of the
leaflets 60, 62, 64 but are slightly smaller and lower than
the height of the leaflets 60, 62, 64 at their tips when the
aortic valve is fully opened. In other embodiments, the
peaks 20, 22, 24 are oriented so that they are adjacent
to the commissures 50, 52, 54 of the native leaflets 60,
62, 64 and the valleys are opposite the apexes of the
leaflets 60, 62, 64. The support stent 10 can be positioned
in any other orientation within the aortic valve as well.
[0034] It should be understood that the shape of the
support stent or frame 10 can vary from implementation
to implementation. For example, in some embodiments,
the support stent is not sinusoidal or otherwise shaped
in the z-plane. In other embodiments, the support stent
is shaped as a cylindrical band or sleeve. In general, the
support stent or frame can be any shape that defines an
interior through which a THV can be inserted, thereby
causing the native leaflets of the aortic valve (or other
heart valve) to be pinched or securely held between the
support stent and the THV. Furthermore, the support
stent can have a more complex structure. For example,
although the support stent illustrated in FIGS. 1 and 2 is
formed from a single annular member (or strut), the sup-
port stent can comprise multiple annular elements that
interlock or are otherwise connected to one another (e.g.,
via multiple longitudinal members).
[0035] Returning to FIG. 1, the illustrated support stent
10 also include retaining arms 21, 23, 25 that can be
used to help position and deploy the support stent 10 into
its proper location relative to the native aortic valve. The
retaining arms 21, 23, 25 can have respective apertures
26, 27, 28. An exemplary deployment system and pro-
cedure for deploying the support stent 10 using the re-
taining arms 21, 23, 25 are described in more detail be-
low. The support stent 10 can also have one or more
barbs located on its surface. Such barbs allow the support
stent 10 to be more securely affixed to the tissue sur-
rounding the stent or the leaflets of the aorta.
[0036] FIGS. 3 and 4 are side views of the distal end
portion of an exemplary delivery apparatus 100 for de-
livering the support stent 10 to its location adjacent the
native aortic valve through a patient’s vasculature. In par-
ticular, FIG. 3 shows the delivery apparatus when the
support stent 10 is in a compressed, predeployed state,
whereas FIG. 4 shows the delivery apparatus when the

support stent 10 is in a decompressed, deployed state.
The delivery apparatus 100 comprises a guide catheter
102 having an elongated shaft 104, whose distal end 105
is open in the illustrated embodiment. In other embodi-
ments, the distal end 105 of the guide catheter 102 can
be tapered into a conical shape comprising multiple
"flaps" forming a protective nose cone that can be urged
apart when the support stent 10 and any interior catheters
are advanced therethrough. Furthermore, for illustrative
purposes, the guide catheter 102 is shown as being par-
tially cut away, thus revealing the catheters in its interior.
[0037] A proximal end (not shown) of the guide cath-
eter 102 is connected to a handle of the delivery appa-
ratus 100. During delivery of a support stent, the handle
can be used by a surgeon to advance and retract the
delivery apparatus through the patient’s vasculature. In
a particular use, the delivery apparatus 100 is advanced
through the aortic arch of a patient’s heart in the retro-
grade direction after having been percutaneously insert-
ed through the femoral artery. The guide catheter can be
configured to be selectively steerable or bendable to fa-
cilitate advancement of the delivery system 100 through
the patient’s vasculature. An exemplary steerable guide
catheter as can be used in embodiments of the disclosed
technology is described in detail in U.S. Patent Applica-
tion Publication No. 2007/0005131 (U.S. Patent Applica-
tion No. 11/152,288).
[0038] The delivery apparatus 100 also includes a
stent delivery catheter 108 positioned in the interior of
the guide catheter 102. The stent delivery catheter 108
has an elongated shaft 110 and an outer fork 140 con-
nected to a distal end portion of the shaft 110. The shaft
110 of the stent delivery catheter 108 can be configured
to be moveable axially relative to the shaft 104 of the
guide catheter 102. Furthermore, the shaft 110 of the
stent delivery catheter 108 can be sized so that its exterior
wall is adjacent to or in contact with the inner wall of the
shaft 104 of the guide catheter 102.
[0039] The delivery apparatus 100 can also include an
inner catheter 118 positioned in the interior of the stent
deliver catheter 108. The inner catheter 118 can have an
elongated shaft 120 and an inner fork 138 secured to the
distal end portion of the shaft 120. The shaft 120 of the
inner catheter 118 can be configured to be moveable
axially relative to the shaft 104 of the guide catheter 102
and relative to the shaft 110 of the stent delivery catheter
108. Furthermore, the shaft 120 of the inner catheter 118
can be sized so that its exterior wall is adjacent to or in
contact with the inner wall of the shaft 110 of the stent
delivery catheter 108. A guide wire (not shown) can be
inserted into the interior of the inner catheter 118. The
guide wire can be used, for example, to help ensure prop-
er advancement of the guide catheter 102 and its interior
catheters through the vasculature of a patient.
[0040] As best shown in FIG. 5, a stent retaining mech-
anism is formed from the inner fork 138 attached to the
distal end portion of the shaft 120 of the inner catheter
118 and the outer fork 140 attached to the distal end
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portion of the shaft 110 of the stent delivery catheter 108.
The inner fork 138 includes a plurality of flexible inner
prongs 141, 142, 143 (three in the illustrated embodi-
ment) at is distal end corresponding to the retaining arms
21, 23, 25 of the support stent 10, and a head portion
144 at its proximal end. The outer fork 140 includes a
plurality of flexible outer prongs 145, 146, 147 (three in
the illustrated embodiment) at its distal end correspond-
ing to the retaining arms 21, 23, 25 of the stent 10, and
a head portion 148 at its proximal end. The distal end
portions of the outer prongs 145, 146, 147 are formed
with respective apertures 155, 156, 157 sized to receive
the retaining arms 21, 23, 25.
[0041] FIG. 6 is a zoomed-in view of one of the retaining
arms 21, 23, 25 as it interfaces with corresponding prongs
of the outer fork 140 and the inner fork 138. In this ex-
ample, retaining arm 21 is shown, though it should be
understood that the retaining mechanism is similarly
formed for the retaining arms 23, 25. The distal end por-
tion of the outer prong 145 is formed with the aperture
155. When assembled, the retaining arm 21 of the stent
is inserted through the aperture 155 of the prong 145 of
the outer fork and the prong 141 of the inner fork is in-
serted through the aperture 26 of the retaining arm 21
so as to retain the retaining arm 21 in the aperture 155.
[0042] Retracting the inner prong 141 proximally (in
the direction of arrow 152) to remove the prong from the
aperture 26 allows the retaining arm 21 to be removed
from the aperture 155, effectively releasing the retaining
arm from the retaining mechanism. For instance, the out-
er prong 145 and the retaining arm 21 can be formed
such that when the inner prong 141 is withdrawn from
the aperture 26, the outer prong 145 flexes radially inward
(downward in FIG. 7) and/or the retaining arm 21 of the
support stent flexes radially outward (upward in FIG. 7),
thereby causing the retaining arm 21 to be removed from
the aperture 155. In this manner, the retaining mecha-
nism formed by the inner fork 138 and the outer fork 140
create a releasable connection with the support stent 10
that is secure enough to retain the support stent to the
stent delivery catheter 108 and to allow the user to adjust
the position of the support stent after it is deployed. When
the support stent 10 is positioned at the desired location
adjacent to the leaflets of the aortic valve, the connection
between the support stent and the retaining mechanism
can be released by retracting the inner fork 138 relative
to the outer fork 140, as further described below. In other
embodiments, the function of the inner fork and the outer
fork can be reversed. For example, the prongs of the
inner fork can be formed with apertures sized to receive
the corresponding retaining arms of the support stent and
the prongs of the outer fork can be inserted through the
apertures of the retaining arms when the retaining arms
are placed through the apertures of the prongs of the
inner fork.
[0043] As best shown in the exploded view in FIG. 5,
the head portion 144 of the inner fork can be connected
to the distal end portion of the shaft 120 of the inner cath-

eter 118. In the illustrated embodiment, for example, the
head portion 144 of the inner fork is formed with a plurality
of angularly spaced, inwardly biased retaining flanges
154. An end piece of the shaft 120 can be formed as a
cylindrical shaft having an annular groove 121. On the
distal side of the annular groove 121, the shaft 120 can
have a collar 122 with an outer diameter that is slightly
greater than the diameter defined by the inner free ends
of the flanges 154. Thus, the inner fork 138 can be se-
cured to the end piece by inserting head portion 144 of
the inner fork onto the end piece of the shaft 120 until
the flanges 154 flex inwardly into the annular groove 121
adjacent the collar 122, thereby forming a snap-fit con-
nection between the head portion 144 and the shaft 120.
The head portion 144 can have a proximal end that en-
gages an annular shoulder 123 of the shaft 120 that is
slightly larger in diameter so as to prevent the head por-
tion from sliding longitudinally along the shaft 120 in the
proximal direction.
[0044] The head portion 148 of the outer fork can be
secured to a distal end portion of the shaft 110 of the
stent delivery catheter 108 in a similar manner. As shown
in FIG. 5, the head portion 148 can be formed with a
plurality of angularly spaced, inwardly biased retaining
flanges 155. An end piece of the shaft 110 can be formed
as a cylindrical shaft having an annular groove 111. On
the distal side of the annular groove 111, the shaft 110
can have a collar 112 with an outer diameter that is slightly
greater than the diameter defined by the free ends of the
flanges 155. Thus, the outer fork 140 can be secured to
the end piece of the shaft 110 by inserting the shaft 110
onto the head portion 148 until the flanges flex inwardly
into the groove 111, thereby forming a snap-fit connec-
tion between the head portion 148 and the shaft 110. The
head portion 148 can have a proximal end that engages
an annular shoulder 123 of the shaft 110 that is slightly
larger so as to prevent the head portion from sliding lon-
gitudinally along the shaft 110 in the proximal direction.
[0045] In FIG. 3, the support stent 10 is shown in a
radially compressed state in the interior of the elongated
shaft 104 of the guide catheter 102. In the radially com-
pressed state, the distance along the z axis between a
peak and an adjacent valley of the support stent is greater
than the distance along the z axis between the peak and
the adjacent valley when the support stent is in it uncom-
pressed state. The distal end portion of the shaft 104 can
also be referred to as a delivery sheath for the stent 10.
In this undeployed and compressed state, the prongs of
the outer fork 140 and the inner fork 138 of the stent
delivery catheter 108 and the inner catheter 118 engage
the retaining arms 21, 23, 25 of the support stent 10 in
the manner described above with respect to FIGS. 5 and
6. To deploy the support stent 10 in the illustrated em-
bodiment (advance the stent from the delivery system),
the stent delivery catheter 108 and the inner catheter 118
are advanced toward the distal end 105 of the guide cath-
eter 102 using one or more control handles or mecha-
nisms (not shown) located at the proximal end of the
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guide catheter 102. This action causes the support stent
10 to be advanced outwardly through the distal end 105
of the guide catheter 102 and expand into its relaxed,
uncompressed state (shown, for example, in FIGS. 1 and
2).
[0046] FIG. 4 is a perspective view showing the support
stent 10 after it has been advanced from the distal end
of the guide catheter 102. As seen in FIG. 4, the support
stent 10 now assumes its relaxed, uncompressed shape
but remains connected to the outer fork 140 and the inner
fork 138 at its retaining arms 21, 23, 25. In this configu-
ration, the support stent 10 can be rotated (in the clock-
wise or counter-clockwise directions) or repositioned (in
the proximal and distal directions and/or into a different
position in the x-y plane) into a proper orientation adja-
cent to its intended target area. For example, the support
stent 10 can be positioned against the upper surfaces of
leaflets of the aortic valve in the manner illustrated in FIG.
2 while the support stent 10 remains connected to the
delivery system 100 via the retaining arms 21, 23, 25. As
more fully illustrated below in FIGS. 7-12, a prosthetic
valve (e.g., a THV) can be delivered to the aortic valve
through a transapical approach (e.g., through the apex
of the heart and through the left ventricle) and deployed
within the native valve such that the prosthetic valve is
secured in place by frictional engagement between the
support stent, the native leaflets, and the prosthetic valve.
[0047] In particular embodiments, the support stent 10
is shaped so that the THV can be positioned in the interior
of the support stent along with the native leaflets of the
aortic valve. More specifically, the support stent 10 can
be shaped such that the native leaflets become trapped
or pinched between the support stent 10 and the exterior
of the THV when the THV is installed. For instance, the
diameter of the support stent 10 can be equal to or smaller
than the maximum diameter of the THV when fully ex-
panded, thus causing the THV to be frictionally fit to the
leaflets of the aortic valve and the support stent 10. This
friction fit creates a solid foundation for the THV that is
independent of the state or condition of the leaflets in the
aortic valve. For example, THVs are most commonly
used for treating aortic stenosis, a condition in which the
leaflets of the aortic valve become hardened with calci-
um. The hardened leaflets typically provide a good sup-
port structure for anchoring the THV within the aortic an-
nulus. Other conditions may exist, however, in which it
is desirable to implant a THV into the aortic valve and
which do not result in a hardening of the leaflets of the
aortic valve. For instance, the support stent 10 can be
used as a foundation for a THV when treating patients
with aortic insufficiency. Aortic insufficiency results when
the aortic annulus dilates such that the aortic valve does
not close tightly. With this condition, the aortic annulus
is larger than normal and would otherwise require a large
THV. Using a support stent or frame (such as the support
stent or frame 10), however, a smaller THV can be used,
thereby making the THV delivery process easier and saf-
er. Furthermore, the use of a support stent protects

against displacement of the THV if there is any further
dilation of the aortic valve.
[0048] A support stent can be used to secure a THV
in any situation in which the aorta or aortic valve may not
be in condition to help support the THV and is not limited
to cases of aortic insufficiency. For example, a support
stent 10 can be used in cases in which the aortic annulus
is too dilated or in which the leaflets of the aorta are too
weak or soft. The support stent can be used to create an
anchor for the THV, for instance, in cases in which the
native leaflet tissue is too soft because of excess collagen
in the aorta.
[0049] FIGS. 7-13 illustrate one exemplary procedure
for deploying the support stent and securing a THV to
the support stent. In particular, FIGS. 7-8 are cross-sec-
tional views through the left side of a patient’s heart show-
ing the acts performed in delivering the support stent 10
through the aortic arch to the aortic valve. FIGS. 9-13 are
cross-sectional views through the left side of a patient’s
heart showing the acts performed in deploying a THV
250 and having it engage the support stent 10. In order
to better illustrate the components of the delivery system
100, the guide catheter 102 is shown partially cut away
in FIGS. 7-13. For the sake of brevity, certain details con-
cerning the delivery system of the THV 250 are omitted.
Additional details and alternative embodiments of the de-
livery system for the THV 250 that may be used with the
support stent described herein are discussed in U.S. Pat-
ent Application Publication No. 2007/0112422 (U.S. Ap-
plication No. 11/280,063).
[0050] FIG. 7 shows the guide catheter 102 of the de-
livery system 100 as it is advanced through the aortic
arch 202 into a position near the surface of the outflow
side of the aortic valve 210. The delivery system 100 can
be inserted through the femoral artery of the patient and
advanced into the aorta in the retrograde direction. FIG.
7 also shows the stent delivery catheter 108, the inner
catheter 118, and the support stent 10. In FIG. 7, the
support stent 10 is in its radially compressed, predeploy-
ment state. Also seen in FIG. 7 are the outer fork 140
and the inner fork 138, which couple the radially com-
pressed support stent 10 to the distal ends of the stent
delivery catheter 108 and the inner catheter 118, respec-
tively.
[0051] FIG. 8 shows the support stent 10 after it has
been advanced through the distal end of the guide cath-
eter 102 and assumes its final, uncompressed shape in
a position above and adjacent to the aortic valve 210.
The support stent 10 can also be placed directly on the
surface of the outflow side of the aortic valve. FIG. 8
shows that the stent delivery catheter 108 and the inner
catheter 118 have been advanced though the distal end
of the guide catheter 102, thereby pushing the support
stent 10 out of the guide catheter and allowing it to expand
into its natural shape. In particular embodiments, the sup-
port stent 10 is rotated and positioned as necessary so
that the support stent generally circumscribes the aortic
valve and so that the peaks of the support stent are

19 20 



EP 2 303 190 B1

12

5

10

15

20

25

30

35

40

45

50

55

aligned with the tips of the natural leaflets of the aortic
valve 210. Therefore, when the THV is inserted and ex-
panded within the aortic valve 210, the leaflets of the
aortic valve will engage at least the majority of the surface
in the interior of the support stent 10. This alignment will
create an overall tighter fit between the support stent 10
and the THV. In other embodiments, the support stent
10 is rotated and positioned as necessary so that the
peaks of the support stent 10 are aligned with the com-
missures or other portions of the aortic valve. The position
of the guide catheter 102 and the support stent 10 relative
to the aortic valve 210, as well as the position of other
elements of the system, can be monitored using radio-
paque markers and fluoroscopy, or using other imaging
systems such as transesophageal echo, transthoracic
echo, intravascular ultrasound imaging ("IVUS"), or an
injectable dye that is radiopaque.
[0052] Also seen in FIG. 8 are the prongs of the outer
fork 140 and the prongs of the inner fork 138. In the ex-
emplary procedure, the prongs of the outer fork 140 and
the inner fork 138 remain secured to the support stent
10 until the THV is deployed and frictionally engaged to
the support stent. The inner and outer forks desirably
form a connection between the stent 10 and the delivery
system that is secure and rigid enough to allow the sur-
geon to hold the stent 10 at the desired implanted position
against the flow of blood while the THV is being implant-
ed.
[0053] In FIG. 8, the support stent 10 is self-expanding.
In other embodiments, however, the support stent may
not be self-expanding. In such embodiments, the support
stent can be made of a suitable ductile material, such as
stainless steel. In addition, a mechanism for expanding
the support stent can be included as part of the delivery
system 100. For example, the support stent can be dis-
posed around a balloon of a balloon catheter in a com-
pressed state. The balloon catheter can have a shaft that
is interior to the inner catheter 118. Because the stent 10
is not self-expanding, the distal end portion of the guide
catheter 102 need not extend over the compressed sup-
port stent. During delivery of the support stent, the sup-
port stent, balloon catheter, inner catheter 118, and stent
delivery catheter 108 can be advanced from the distal
end of the guide catheter 102. The balloon portion of the
balloon catheter can be inflated, causing the support
stent to expand. The balloon portion can subsequently
be deflated and the balloon catheter withdrawn into the
delivery system 100 to remove the balloon from the in-
terior of the support stent while the support stent remains
connected to the inner catheter for positioning of the sup-
port stent. The delivery of the support stent otherwise
proceeds as in the illustrated embodiment using the self-
expanding support stent 10.
[0054] FIG. 9 shows an introducer sheath 220 passing
into the left ventricle through a puncture 222 and over a
guidewire 224 that extends upward through the aortic
valve 210. The surgeon locates a distal tip 221 of the
introducer sheath 220 just to the inflow side of the aortic

valve 210. The position of the introducer sheath 220 rel-
ative to the aortic valve 210, as well as the position of
other elements of the system, can be monitored using
radiopaque markers and fluoroscopy, or using other im-
aging systems.
[0055] FIG. 10 shows the advancement of the balloon
catheter 230 over the guidewire 224 and through the in-
troducer sheath 220. Ultimately, as seen in FIG. 11, the
THV 250 is located at the aortic annulus and between
the native aortic leaflets. FIG. 11 also illustrates retraction
of the introducer sheath 220 from its more distal position
in FIG. 10. Radiopaque markers may be provided on the
distal end of the introducer sheath 220 to more accurately
determine its position relative to the valve 210 and bal-
loon 232. In order to better illustrate the components of
the delivery system for the THV, FIGS. 10-11 do not show
the front third of the support stent 10 or the corresponding
outer and inner prong of the outer fork and the inner fork,
respectively. Furthermore, for purpose of illustrating the
relative position of the support stent 10 on the THV 250,
FIGS. 12-13 show the front third of the support stent 10
and the front of the THV 250, but do not show the portions
of the native heart valve that would be secured by the
front of the support stent 10. It is to be understood, how-
ever, that a corresponding leaflet of the native heart valve
would be secured between the support stent 10 and the
THV 250.
[0056] Again, the precise positioning of the THV 250
may be accomplished by locating radiopaque markers
on its distal and proximal ends. In some embodiments,
the surgeon can adjust the position of the valve 250 by
actuating a steering or deflecting mechanism within the
balloon catheter 230. Furthermore, the rotational orien-
tation of the valve 250 can be adjusted relative to the
cusps and commissures of the native aortic valve by
twisting the balloon catheter 230 from its proximal end
and observing specific markers on the valve (or balloon
catheter) under fluoroscopy. One of the coronary ostia
280 opening into one of the sinuses of the ascending
aorta is also shown in FIG. 11, and those of skill in the
art will understand that it is important not to occlude the
two coronary ostia with the prosthetic valve 250.
[0057] FIG. 11 shows the THV 250 in its contracted or
unexpanded state crimped around the balloon 232.
When the surgeon is satisfied of the proper positioning
and rotational orientation of the valve 250, the balloon
232 is expanded to engage the support stent 10 as seen
in FIG. 12. The engagement of the support stent 10 to
the exterior of the THV 250 pinches the leaflets of the
aortic valve between the support stent and the THV 250,
and thereby secures the THV within the annulus of the
aortic valve. Once secured into this position, the inner
catheter 118 of the delivery system 100 can be retracted,
thereby causing the prongs of the inner fork 138 to be-
come disengaged from the retaining arms of the support
stent 10. Once the prongs of the inner fork 138 are dis-
engaged, the prongs of the outer fork 140 can be disen-
gaged from the retaining arms by retracting the stent de-
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livery catheter 108. Once disengaged from the support
stent, the delivery system 100 can be retracted from the
aortic arch and removed from the patient.
[0058] It should be noted that the valve 250 can take
a variety of different forms and may comprise an expand-
able stent portion that supports a valve structure. The
stent portion desirably has sufficient radial strength to
hold the valve at the treatment site and to securely en-
gage the support stent 10. Additional details regarding
balloon expandable valve embodiments that can be used
in connection with the disclosed technology are de-
scribed in U.S. Patent Nos. 6,730,118 and 6,893,460.
[0059] Once the valve 250 is properly implanted, as
seen in FIG. 13, the balloon 232 is deflated, and the entire
delivery system including the balloon catheter 230 is with-
drawn over the guidewire 224. The guidewire 224 can
then be withdrawn, followed by the introducer sheath
220. Ultimately, purse-string sutures 260 at the left ven-
tricular apex can be cinched tight and tied to close the
puncture.
[0060] FIGS. 14-16 shows another embodiment of a
support stent or frame 310 that can be used to help secure
a THV into the interior of a native heart valve, such as
the aortic valve. In particular, FIG. 14 is a perspective
view of the support stent 310, FIG. 15 is a top view of the
support stent 310, and FIG. 16 is a side view of the sup-
port stent 310. Like support stent 10, support stent 310
has a generally annular or torroidal body formed from a
suitable shape-memory metal or alloy, such as spring
steel, Elgiloy®, or Nitinol. The support stent 310 is also
radially compressible to a smaller profile and can self
expand when deployed into its functional size and shape.
In other embodiments, however, the support stent 310
is not self expanding.
[0061] The support stent 310 includes a generally cy-
lindrical main body portion 320 and a rim portion 330.
The support stent 310 can be a mesh structure, which
can be formed, for example, from multiple elements in
which approximately half of the elements are angled in
a first direction and approximately half of the elements
are angled in a second direction, thereby creating a criss-
cross or diamond-shaped pattern. In the illustrated em-
bodiment, the rim portion 330 has a greater diameter
than the main body portion 320 and is formed as an ex-
tension at a bottom region of the main body portion that
is folded outwardly from the main body portion and back
toward a top region of the main body portion. The rim
portion 330 thus forms a U-shaped rim or lip around the
bottom region of the support stent 310. In general, the
rim portion 330 is designed to have a diameter that is
slightly larger than the walls of the aortic arch that sur-
round the aortic valve. Thus, when the support stent 310
is delivered to the aortic valve and deployed at the aorta,
the rim portion 330 expands to engage the surrounding
aorta wall and frictionally secures the support stent 310.
At the same time, the main body portion 320 defines an
interior into which an expandable THV can be expanded
and which further engages the native leaflets of the aortic

valve. Thus, the main body portion 320 operates in the
same manner as the support stent 10 described above
and illustrated in FIGS. 1-12, whereas the rim portion 330
of the support stent 310 operates to secure the support
stent in place by engaging the walls of the aorta that
surround the aortic valve.
[0062] As best seen in FIGS. 14 and 16, the support
stent 310 further includes retaining arms 321, 322, 323
that can be used to help position and deploy the support
stent 310 into its proper location relative to the native
aortic valve. The retaining arms 321, 322, 323 can have
respective apertures 326, 327, 328. In general, the re-
taining arms 321, 322, 323 are constructed and function
in a similar manner as retaining arms 21, 23, 25 described
above in the embodiment illustrated in FIGS. 1-12.
[0063] FIGS. 17-18 illustrate one exemplary procedure
for deploying the support stent 310 and securing a THV
340 within an interior of the support stent. In particular,
FIGS. 17-18 are cross-sectional views through the left
side of a patient’s heart showing the acts performed in
delivering the support stent 310 through the aortic arch
to the aortic valve. For the sake of brevity, certain details
concerning the delivery system of the THV 340 are omit-
ted. Additional details and alternative embodiments of
the delivery system for the THV 340 that may be used
with the support stent described herein are discussed in
U.S. Patent Application Publication No. 2008/0065011
(U.S. Application No. 11/852,977) and U.S. Patent Ap-
plication Publication No. 2007/0005131 (U.S. Application
No. 11/152,288).
[0064] FIG. 17 shows an outer catheter 352 (which can
be a guide catheter) of a delivery system 350 as it is
advanced through the aortic arch 302 into a position near
the surface of the outflow side of the aortic valve 304.
The delivery system 350 can be inserted through the fem-
oral artery of the patient and advanced into the aorta in
the retrograde direction. FIG. 17 also shows a stent de-
livery catheter 354, an inner catheter 356, and the support
stent 310. Also seen in FIG. 17 are the outer fork 360
and the inner fork 362, which couple the support stent
310 to the distal ends of the stent delivery catheter 354
and the inner catheter 356, respectively.
[0065] More specifically, FIG. 17 shows the support
stent 310 after it has been advanced through the distal
end of the guide catheter 352 and assumes its final, un-
compressed shape in a position adjacent to the aortic
valve 304. In order to better illustrate the components of
the delivery system for the THV, FIGS. 17-18 do not show
the entire front side of the support stent 310 or the cor-
responding valve leaflet that would be secured by the
front side of the support stent 310. It is to be understood,
however, that in practice the entire support stent 310
would exist and engage a corresponding leaflet of the
native heart valve.
[0066] The support stent 310 can be positioned adja-
cent to the aortic valve 304 so that the rim portion 330 of
the support stent engages the walls surrounding the aor-
tic valve 304 and exerts an outward force against those
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walls, thereby securing the support stent 310 within the
aorta. This positioning can be achieved, for example, by
advancing the guide catheter 352 to a position directly
adjacent the aortic valve 304 while the stent delivery cath-
eter 354 and the inner catheter 356 are undeployed and
while the support stent 310 remains in its compressed
state. The guide catheter 352 can then be retracted while
the stent delivery catheter 354 and the inner catheter 356
are held in place, thereby allowing the support stent 310
to expand toward its natural shape. As with the delivery
system 100 described above, the position of the guide
catheter 352 and the support stent 310 relative to the
aortic valve 304, as well as the position of other elements
of the system, can be monitored using radiopaque mark-
ers and fluoroscopy, or using other imaging systems such
as transesophageal echo, transthoracic echo, IVUS, or
an injectable dye that is radiopaque.
[0067] Once the support stent 310 is positioned into
the desired location adjacent the aortic valve 304, the
prongs of the inner fork 362 can be disengaged from the
corresponding apertures of the retaining arms of the sup-
port stent 310. For example, the inner catheter 356 can
be retracted into the interior of the stent delivery catheter
354, thereby releasing the support stent 310 from the
outer fork 360 and the inner fork 362. The delivery system
350 can then be retracted from the aorta and removed
from the patient’s body.
[0068] With the support stent 310 secured to the aortic
valve, a THV (such as any of the THVs discussed above)
can be introduced. In contrast to the procedure illustrated
in FIGS. 7-13, a delivery system having a delivery cath-
eter that is advanced through the patient’s aorta can be
used to deliver the THV. In other words, a transfemoral
approach can be used. For instance, any of the exem-
plary systems and methods described in U.S. Patent Ap-
plication Publication No. 2008/0065011 (U.S. Application
No. 11/852,977) or U.S. Patent Application Publication
No. 2007/0005131 (U.S. Application No. 11/152,288)
can be used with the support stent 310. Alternatively, the
transapical approach shown in FIGS. 7-13 can be used.
[0069] FIG. 18 shows delivery system 380 comprising
an outer catheter 382 (which can be a guide catheter)
and a balloon catheter 390 extending through the guide
catheter. The balloon catheter 390 has a balloon at its
distal end on which the THV is mounted. As with the
delivery system 350, the delivery system 380 can be in-
serted through the femoral artery of the patient and ad-
vanced into the aorta in the retrograde direction. FIG. 18
further shows a guidewire 392 that has been first inserted
into the patient’s vasculature and advanced into the left
ventricle. The delivery system can then be inserted into
the body and advanced over the guidewire 392 until the
THV is positioned within the interior of the aortic valve.
As shown, the THV is not only in the interior of the aortic
valve 304 but also in the interior of the main body portion
of the support stent 310.
[0070] FIG. 18 shows the THV 340 in its contracted (or
unexpanded) state crimped around the balloon portion

of the balloon catheter 390. When the surgeon is satisfied
of the proper positioning, the balloon of the balloon cath-
eter 390 can be expanded such that the THV 340 ex-
pands and urges the native leaflets of the aortic valve
against the support stent 310, thereby securing the THV
within the annulus of the aortic valve. Once the THV 340
is properly implanted, the balloon of the balloon catheter
390 is deflated, and the entire delivery system 380 in-
cluding the balloon catheter is withdrawn over the
guidewire 392. The guidewire 392 can then be with-
drawn.
[0071] Other methods of delivering a support stent and
THV to the aortic valve or any other heart valve are also
possible. For example, in certain embodiments, the sup-
port stent and the THV are delivered surgically to the
desired heart valve (e.g., in an open-heart surgical pro-
cedure). Furthermore, in certain embodiments in which
the support stent and THV are delivered surgically, non-
compressible support stents and/or THVs are used.

Examples for Replacing Mitral Valves

[0072] The mitral valve can also suffer from valve in-
sufficiency, which may be desirably treated through the
implantation of a prosthetic valve. As with aortic valve
insufficiency, mitral valve insufficiency often causes the
valve annulus to be dilated and the valve leaflets to be
too soft to provide reliable support for securing a pros-
thetic valve. Accordingly, and according to certain exem-
plary examples of the disclosed technology, it is desirable
to use a support structure to help secure a transcatheter
heart valve ("THV") within a patient’s mitral valve. As with
the support stents and frames described above, the mitral
valve support structure is desirably positioned on the out-
flow side of the mitral valve. The THV can be inserted
into the interiors of the native mitral valve and the support
structure and then expanded such that the mitral valve
leaflets are frictionally engaged between the exterior sur-
face of the THV and the interior surface of the support
structure. Alternatively, the support structure can be de-
ployed after the THV is positioned and expanded within
the mitral valve. The diameter of the support structure
can then be adjusted such that the valve leaflets are fric-
tionally engaged against the exterior of the THV. By using
a support structure to secure the THV, a smaller THV
can be used, thereby making the THV delivery process
easier and safer. Furthermore, the use of a support struc-
ture protects against displacement of the THV if there is
any further dilation of the aortic valve. Moreover, when
a support structure is used to secure the THV, the native
leaflets function as a sealing ring around the valve that
prevents paravalvular leaks.
[0073] The support structure for the mitral valve can
have a variety of shapes. For example, in some exam-
ples, the support structure has a sinusoidal shape as with
the support stent 110, but in other examples does not
have a sinusoidal shape or is not otherwise shaped in
the z-plane. In further examples, the support stent is
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shaped as a cylindrical band or sleeve. The support frame
can also have a more complex structure. In general, any
of the shapes and materials used for examples of the
aortic valve support structures described above can be
used for examples of the mitral valve support structures
and vice versa.
[0074] In one exemplary example, the mitral valve sup-
port structure is made of a suitable biocompatible mate-
rial that can be delivered through one or more delivery
catheters and formed into a band or loop. For this reason,
the structure is sometimes referred to herein as a "sup-
port band" or "support loop." The biocompatible material
may comprise, for example, nylon, silk, polyester, or oth-
er synthetic biocompatible material. The biocompatible
material may alternatively comprise a natural material,
such as catgut. In still other examples, the support struc-
ture is formed of a biocompatible shape-memory metal
or alloy, such as spring steel, Elgiloy®, or Nitinol.
[0075] FIGS. 19-27 show one exemplary procedure for
delivering a support structure to the mitral valve and hav-
ing it secure a THV into its desired position within the
mitral valve. In particular, FIGS. 19-24 are cross-section-
al views through the left side of a patient’s heart showing
the acts performed in delivering the support structure us-
ing a transapical approach. FIGS. 25-27 are cross-sec-
tional views through the left side of a patient’s heart show-
ing the acts performed in deploying a THV and having it
engage the mitral valve leaflets and the interior of the
support structure. It should be noted that FIGS. 19-27
are schematic in nature and thus do not necessarily de-
pict a precise representation of the delivery process. For
example, the patient’s ribcage is not shown for illustrative
purposes and the size of the sheaths used with the de-
livery system have been altered somewhat in order to
better illustrate the procedure. One of ordinary skill in the
art, however, will readily understand the range and types
of sheaths and catheters that can be used to implement
the depicted procedure.
[0076] FIG. 19 shows an introducer sheath 400 insert-
ed into the left ventricle of a patient’s heart through a
puncture 402. In particular implementations, the intro-
ducer sheath 400 is positioned so that it is not directly
centered about the outflow side of the mitral valve, but
rather is offset from the center. In particular, the introduc-
er sheath 400 can be positioned so that it is on the exterior
side of the space enclosed by chordae tendineae 412. It
should be noted that in FIGS. 19-27, the chordae tend-
ineae 412 of the left ventricle are only partially shown. It
is to be understood, however, that the chordae tendineae
412 are respectively attached to each of the mitral valve
leaflets and to the papillary muscles of the left ventricle.
A surgeon can locate a distal tip 401 of the introducer
sheath 400 near the outflow side of the mitral valve (e.g.,
within 1-10 millimeters).
[0077] FIG. 20 shows a first catheter delivery sheath
420 and a second catheter delivery sheath 422 being
advanced through the interior of the introducer sheath
400. The introducer sheath 400 can define two or more

separate lumens through which the first and the second
catheter delivery sheaths 420, 422 can be inserted or
can define a single lumen sufficiently large to receive
both the first and the second catheter delivery sheaths
420, 422. The first and second catheter delivery sheaths
420, 422 can be shaped so that they arc outwardly from
each other when advanced out of the distal tip 401 of the
introducer sheath 400. For example, in the illustrated ex-
ample, the first and second catheter delivery sheaths
420, 422 have end regions 421, 423 that arch about 90
degrees (or some other amount, such as between 45-90
degrees) when they are in their natural state. The amount
of arching may vary from implementation to implemen-
tation but is desirably selected so that the tips of the end
portions 421, 423 are in approximately the same plane.
In other examples, the catheter delivery sheaths 420,
422 are not used as part of the support structure delivery
procedure.
[0078] In FIG. 21, a first loop delivery catheter 430 is
advanced through the interior of the first catheter delivery
sheath 420 and extended substantially around the exte-
rior of one half of the chordae tendineae (e.g., the medial
half of the chordae tendineae). Similarly, a second loop
deliver catheter 432 is advanced through the interior of
the second catheter delivery sheath 422 and extended
substantially around the exterior of the other half of the
chordae tendineae (e.g., the lateral half of the chordae
tendineae). The loop delivery catheters 430, 432 can be
steerable catheters having end regions that can be se-
lectively deformed or arched by an operator. Such steer-
able catheters are well known in the art. The loop delivery
catheters 420, 432 can additionally be magnetic or have
magnetic distal end portions. For example, in the illus-
trated example, the first loop delivery catheter 430 has
a magnetic distal end portion 431 with a first polarity, and
the second loop delivery catheter 432 has a magnetic
distal end portion 433 with a second polarity opposite the
first polarity. As a result of their magnetization, the end
portions 431, 433 are attracted to one another and will
form a contiguous junction when in sufficient proximity
to each other. Other mechanisms for engaging the end
portions 431, 433 to one another are also possible (e.g.,
a hook mechanism, an adhesive, an enlarged diameter
of one end portion, and other such mechanisms). When
the end portions 431, 433 are engaged to one another,
the first and the second loop delivery catheters 430, 432
form a single interior or lumen through which a support
band material can be advanced. Furthermore, when the
end portions 431, 433 are engaged to one another, the
first and the second loop delivery catheters 430, 432 cre-
ate a partial loop that circumscribes the chordae tend-
ineae.
[0079] FIG. 22 shows the magnetic distal end portions
431, 433 after the first and second loop delivery catheters
430, 432 are arched around the chordae tendineae and
after the distal end portions have been magnetically en-
gaged to one another. In this configuration, a cord 440
of biocompatible material can be advanced through the
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interior of one of the loop delivery catheters 430, 432 and
into the interior of the other one of the loop delivery cath-
eters. As used herein, the term "cord" refers to a slender
length of material that can be formed from a single strand,
fiber, or filament, or can comprise multiple strands, fibers,
or filaments. In one particular implementation, an end
442 of the cord 440 can be advanced from a proximal
end of the first loop delivery catheter 430, through the
interior of the first loop delivery catheter, through the junc-
tion formed by the distal end portions 431, 433, and
through the interior of the second loop delivery catheter
432 until it appears on the proximate end of the second
loop delivery catheter 432. In one particular example, the
cord 440 is a guidewire (e.g., a guidewire made of stain-
less steel or other suitable metal). The guidewire can
then be attached to another cord of biocompatible mate-
rial used to form the support band and pulled through the
interior of the first and the second loop delivery catheters
430, 432, thereby positioning the cord of biocompatible
material around the chordae tendineae in a partial loop.
With the cord of biocompatible material delivered around
the chordae tendineae, the first and second loop delivery
catheters 430, 432 and the first and second catheter de-
livery sheaths 420, 422 can be retracted from the intro-
ducer sheath 400.
[0080] FIG. 23 shows a cord 443 of biocompatible ma-
terial used to form the support band positioned around
the chordae tendineae after the first and second loop
delivery catheters 430, 432 and the first and second cath-
eter delivery sheaths 430, 422 have been withdrawn. In
FIG. 23, a sheath 450 is inserted over both ends of the
cord 443 and over a first portion 444 and a second portion
446 of the cord 443, which run through the length of the
sheath 450.
[0081] As shown in FIG. 24, a locking member 460 can
be advanced over the first and second portions 444, 446
of the cord 443 and into the left ventricle. The locking
member 460 can be advanced, for example, by a pusher
tube 462 that pushes the locking member 460 over the
portions 444, 446 of the cord 440. In one particular ex-
ample, the locking member 460 includes lumens or other
openings configured to receive each of the two portions
444, 446 and permits movement along the portions 444,
446 in only a single direction. In certain other examples,
the locking member 460 can be unlocked from the por-
tions 444, 446 of the cord 440 and advanced in both
directions along the cord 440. In the illustrated example,
the pusher tube 462 is further configured to sever the
portions of the cord 440 that extend through a proximal
side of the locking member 460, thereby releasing a sup-
port band 441 formed by the locking member 460 and
the loop-shaped portion of the cord 443 from the pusher
tube 462. As more fully shown in FIG. 25, the pusher
tube 462 can further be formed of a shape memory ma-
terial or include a deflection mechanism that allows the
pusher tube to have an arched shape toward its distal
end. On account of this arched shape, the pusher tube
462 can be used to better position the support band 441

formed by the loop-shaped portion of the cord 443 and
the locking member 460 adjacent to the outflow side of
the mitral valve such that the native leaflets of the mitral
valve open into an interior of the support band 441.
[0082] As shown in FIG. 25, the sheath 450 can be
withdrawn from the introducer sheath 400 once the lock-
ing member 460 and the pusher tube 462 are advanced
into the left ventricle. A balloon catheter 470 can be ad-
vanced through the introducer sheath 400 and into the
interior of the mitral valve 410 of the patient. Although
not shown in the illustrated example, the balloon catheter
may be guided by a guidewire into the center of the mitral
valve. Ultimately, and as seen in FIG. 25, a balloon por-
tion 472 of the balloon catheter 470 around which a THV
480 is crimped can be located within the mitral annulus.
Radiopaque markers or other imaging enhancers may
be provided on the distal end of the introducer sheath
400 and the balloon catheter 470 to more accurately de-
termine the position of the THV 480 relative to the native
valve 410. In some examples, a surgeon can adjust the
position of the THV 480 by actuating a steering or de-
flecting mechanism within the balloon catheter 470.
[0083] As also shown in FIG. 25, the locking member
460 and the pusher tube 462 can be positioned so as not
to interfere with the balloon catheter 470. Furthermore,
with the THV 480 properly positioned within the mitral
valve 410, the pusher tube 462 can be used to position
the support band 441 formed by the loop-shaped remain-
ing portion of the cord 443 around the native valve leaflets
of the mitral valve. Radiopaque markers or other suitable
imaging enhancers can be provided on the pusher tube
462, the locking member 460, and/or the loop-portion of
the cord to allow for the proper positioning of the support
band 441 relative to the valve leaflets. With the THV 480
in its desired position, the balloon portion 472 of the bal-
loon catheter 470 can be inflated, thereby expanding the
THV 480 against the native valve leaflets and causing
the leaflets to frictionally engage the interior surface of
the support band 441. This expansion secures the THV
480 to the native valve leaflets. In other words, the ex-
pansion pinches the native leaflets of the mitral valve
between the support band 441 and the THV 480, and
thereby secures the THV within the annulus of the mitral
valve.
[0084] As shown in FIG. 26, with the THV 480 secured
against the native mitral valve leaflets and the support
band 441, the balloon portion 472 of the balloon catheter
470 can be deflated and the balloon catheter withdrawn
from the introducer sheath 400. The pusher tube 462 can
then be disengaged from the loop 441. For example, the
pusher tube 462 can comprise a cutting element at its
distal end that can be activated by the surgeon from the
proximal end. An example of one suitable cutting element
is shown below with respect to FIG. 39. Alternatively, a
separate cutting device (e.g., a cutting catheter or cath-
eter having a controllable cutting element) can be insert-
ed through the introducer sheath 400 and used to cut the
portions of the cord 443 that extend through the proximal
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side of the locking member 460 and do not form part of
the support band 441.
[0085] FIG. 27 shows the THV 480 secured within the
native mitral valve after the support band 441 has been
released from the pusher tube 462 and the pusher tube
has been retracted from the introducer sheath 400. It
should be noted that the THV 480 can take a variety of
different forms and may comprise an expandable stent
portion that supports a valve structure. The stent portion
desirably has sufficient radial strength to hold the valve
at the treatment site and to securely engage the support
band 441.
[0086] It will be understood by those of ordinary skill in
the art that the above-described loop deployment tech-
nique can be modified in a number of manners without
departing from the disclosed technology. For example,
in some examples, the THV is delivered and expanded
into the mitral valve before the support band is delivered
to the left ventricle. In these examples, the THV can be
temporarily secured within the mitral valve. For example,
the THV can be temporarily secured to the mitral valve
using one or more anchoring members on the exterior of
the THV (e.g., anchoring members having a main body
and one or more hook-shaped or umbrella-shaped
barbs). The THV can also be temporarily secured within
the mitral valve through the use of one or more spring-
loaded clamps, rivets, clasps, or other such fastening
mechanisms. With the THV temporarily secured, the sup-
port band can be delivered around the native leaflets as
described above and the diameter of the support band
reduced until a desired frictional fit is created between
the support band, the leaflets, and the THV. Any of the
locking members described herein that allow the diam-
eter of the support band to be adjusted can be used to
achieve the desired diameter.
[0087] Further, although the delivery method shown in
FIGS. 19-27 uses a transapical approach, a delivery sys-
tem adapted for introduction through the patient’s aortic
arch can alternatively be used. FIG. 28 shows an exam-
ple of such a delivery system 500. In particular, FIG. 28
shows the delivery system 500 after a delivery catheter
has been advanced through the aortic arch to a position
adjacent the aortic valve and as a first loop deliver cath-
eter 510 and a second loop deliver catheter 512 are de-
ployed through the distal end of a delivery catheter 502.
As with the procedure described above, the first and sec-
ond loop delivery catheters 510, 512 can be steerable
and comprise magnetic distal end portions that allow the
catheters 510, 512 to engage one another on a distal
side of the chordae tendineae, thereby forming a delivery
lumen through which biocompatible material for the sup-
port band or loop can be deployed. Also shown in FIG.
28 is an introducer sheath 520 and a balloon delivery
catheter 522 for deploying a THV 524. Besides the ad-
aptations for aortic delivery, the delivery procedure can
otherwise be substantially similar or identical to the pro-
cedure shown in FIGS. 19-27.
[0088] Still other delivery variations are possible. For

instance, the support band may be formed of a shape-
memory material that assumes a C-shape when not act-
ed on by any external forces. The support band can be
further configured such that one end of the C-shaped
member is hollow and has a slightly larger diameter than
the opposite end. To deliver the C-shaped support band,
the support band can be stretched into a linear form and
advanced through a delivery catheter (e.g., using a push-
er element). In particular, the distal end of the delivery
catheter can be positioned adjacent the chordae tend-
ineae such that when the support band is advanced out
of the distal end, it wraps around the chordae tendineae.
After the support band is deployed from the distal end of
the delivery catheter, a clamping device that is designed
to engage the C-shaped support band and urge the ends
of the support band together can be inserted into the
heart (e.g., through the delivery catheter, the introducer
sheath, or through a separate catheter). The clamping
device can be used to urge one end of the support band
into the hollow opposite end of the band. The ends can
be crimped so that the support band forms a ring-shaped
support band (e.g., using the clamping device or other
device). In other examples, the hollow end of the support
band can comprise a shoulder that engages an angled
collar on the other end of the support band when the ends
are urged together, thereby form a snap-fit connection.
With the ends of the support band secured to one anoth-
er, the support band can be positioned around the native
leaflets of the mitral valve (e.g., using the clamping device
or other positioning device) as a balloon catheter delivers
a THV. Upon expansion, the THV will pinch the native
valve leaflets between the outer surface of the THV and
the interior surface of the support band, thereby securing
the THV within the mitral valve.
[0089] In still another example, the support band in-
cludes one or more clamping or fastening devices that
can be used to clamp or fasten the support band to the
native leaflets of the mitral leaflets. For example, the
clamping or fastening devices can comprise spring-load-
ed clamps, anchoring members having one or more hook
or umbrella-shaped barbs, clasps, or other such clamp-
ing or fastening mechanisms. In this example, the sup-
port band still has a substantially fixed diameter such that
when the THV is expanded into the interior of the mitral
valve, the THV causes the native valve leaflets to be
pinched against the interior surface of the support band,
thereby securing the THV within the mitral valve. In still
other examples, the THV itself can include one or more
clamping or fastening devices designed to clamp or fas-
ten the THV to the native leaflets of the mitral valve (e.g.,
any of the clamping or fastening mechanisms described
above). In this example, the THV can be secured directly
to the native leaflets without the use of a support band
or other support structure.
[0090] FIG. 29 shows one exemplary example of a
locking member that can be used for locking member
460 shown in FIGS. 19-27. In particular, FIG. 29 shows
locking member 600, which can be a clamp, such as an
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adjustable, C-shaped clamp with interlocking teeth
around a portion of the clamp. The locking member 600
has two arms 610, 612, each formed with interlocking
teeth 620, 622. Interlocking teeth 620, 622 are configured
to lock the clamp in one or more positions of varying
circumference when pressure is applied to the two arms
610, 612 and pushes the arms together. Referring to FIG.
23, the cord portions (such as portions 446, 446) can be
inserted into the interior 630 of the locking member 600.
The arms 610, 612 can be pushed together and tightened
so that the portions 444, 446 are secured in place (e.g.,
using a clamping device inserted into the left ventricle
through the introducer sheath or using the pusher tube
462 modified to include a clamping mechanism). The in-
terior 630 can additionally have grooves to increase the
friction and decrease the slippage between the locking
member 600 and the portions of the cord secured therein.
[0091] FIGS. 30-37 depict another exemplary example
of a locking member that can be used for locking member
460 shown in FIGS. 19-27. In particular, FIGS. 30-37
show an adjustable locking member 700, which can be
attached to two portions of a cord, thereby forming the
support band. As best seen in FIGS. 30 and 32, the ad-
justable locking member 700 comprises a tapered, plas-
tic pin 710 that fits into a tapered, plastic snap ring 720.
When pin 710 and ring 720 are locked together, the ad-
justable locking member 700 is prevented from moving
relative to the portions of the cord that are captured within
the adjustable locking member 700 (e.g., cord portions
702, 704 in FIG. 30).
[0092] FIG. 31 illustrates an exemplary pusher tube (or
adjustment catheter) 730 that can be used to introduce,
position, and lock the adjustable locking member 700 in
a desired position. The exemplary pusher tube 730 in the
illustrated configuration has a fork member 732, an un-
locking push member 734 that is extendable through the
fork member 732, and a locking push member 736 that
is extendable over the unlocking push member 734. Fork
member 732 is configured so that it can move the adjust-
able locking member 700 over the cord portions to which
it is connected. In particular, fork member 732 can en-
gage the adjustable locking member 700 when it is po-
sitioned along the cord portions (but not yet in a locked
position) such that by moving the pusher tube 730 in one
direction along the length of the cord portions, adjustable
locking member 700 is also moved. By moving the ad-
justable locking member 700 in this manner, the effective
diameter of the support band formed by the cord and the
adjustable locking member 700 can be modified.
[0093] Push members 734, 736 are slidably movable
relative to each other and the fork member 732 to effect
locking and unlocking of the adjustable locking member
700, as further described below. The unlocking push
member 734 unlocks the adjustable locking member 700
from the locked position and the locking push member
736 locks the adjustable locking member 700 from the
unlocked position.
[0094] FIG. 32 depicts the adjustable locking member

700, according to one example, in more detail. The pin
710 comprises pin slots or holes 712 (which accept the
cord portions) and locking members or flanges 714
(which extend outward to secure the pin to the ring in a
locked position). Ring 720 comprises ring slots or holes
722 (which accepts the cord portions) and pin receiving
hole 724 (which receives the pin to secure the pin to the
ring in a locked position). The locking members 714 are
deformable to allow the pin member to be inserted
throughout ring member and form a snap-fit connection
sufficient to hold the ring member on the pin member.
[0095] FIGS. 33-37 depict the relationship between the
adjustable locking member 700 and the pusher tube 730,
according to one example, and their functions relative to
one another. As discussed above, the pusher tube 730
comprises fork member 732, unlocking push member
734, and locking push member 736. FIG. 33 shows the
pusher tube 730 in more detail. Both the unlocking push
member 734 and the locking push member 736 are sli-
dably movable within the pusher tube 730 along the lon-
gitudinal direction identified by the arrows shown in
FIG.33. The unlocking push member 734 is desirably a
solid member that is sized to fit within the locking push
member 736, which is desirably cylindrical with a longi-
tudinally extending hollow section or lumen for receiving
the unlocking push member 734.
[0096] FIG. 34 shows the adjustable locking member
700 with the pin 710 and the ring 720 locked together. In
the locked position, the cord portions 702, 704 pass in-
side the ring 720 and around the pin 710 (through the
ring holes and pin holes) and are captured between these
two components. The cord portions 702, 704 are held in
place relative to each other, and the pin 710 and the ring
720 are held in place relative to the cord portions 702,
704 by the friction created at the surface interfaces.
[0097] Referring to FIGS. 35 and 36, to unlock the ad-
justable locking member 700, the fork member 732 is
inserted between the pin 710 and the ring 720, and the
unlocking push member 734 is extended from the pusher
tube 730 to push the pin 710 and the ring 720 apart. The
fork member 732 holds the ring 720 in place, while the
unlocking push member 734 applies longitudinal pres-
sure against the tip of the pin 710, forcing it out of the
ring 720. The unlocking push member 734 is desirably
sized so that it can fit at least partially through the pin
receiving hole 724 to assist in unlocking the pin 710 and
the ring 720 from one another. Once the pin 710 and the
ring 720 are separated, the adjustable locking member
700 can be moved relative to the cord portions 702, 704
in order to adjust the diameter of the support band formed
by the cord portions 702, 704.
[0098] Referring to FIG. 37, the manner in which the
pusher tube 730 can be used to secure the pin 710 and
the ring 720 together is shown. The fork member 732 is
placed at the far (distal) end of the pin 710 and the locking
push member 736 is extended from the pusher tube 730.
The locking push member 736 is configured with a cylin-
drical surface that is sized to mate with the area of the
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ring 720 that surrounds the pin receiving hole. While the
fork member 732 holds the pin 710 in place, the locking
push member 736 forces the ring 720 onto the pin 710
and locks the pin and the ring together. Once the adjust-
able locking member 700 is locked, the frictional engage-
ment of the adjustable locking member with the cord por-
tions maintains the position of the adjustable locking
member relative to the cord portions 702, 704. The three-
point connection system described above permits a sur-
geon to perform fine adjustments of the diameter of the
support band around the chordae tendineae and around
the outflow side of the native leaflets of the mitral valve.
[0099] FIGS. 38-39 depict another exemplary example
of a locking member that can be used for locking member
460 shown in FIGS. 19-27. In particular, FIG. 38 shows
an adjustable locking member 900 having a generally
cylindrical body with two lumens (or apertures) 910, 912
formed therein that extend from a top surface 902 to a
bottom surface 904 of the body. In the illustrated exam-
ple, and as best seen in the cut-away portion of FIG. 38
showing the lumen 912, the interior of the lumens 910,
912 comprises a plurality of teeth (or collars) 920, 922
that are angled toward the bottom surface 904. The teeth
920 can have some flexibility and be formed to allow a
cord portion, such as cord portion 930 or cord portion
932, to slide through the lumens 910, 912 in a first direc-
tion, but not in an opposite second direction. In other
words, the teeth 920, 922 of the adjustable locking mem-
ber 900 allow for one-way movement of the locking mem-
ber 900 along the cord portions 930, 932. In this way, the
adjustable locking member 900 can be used to securely
form the support band and allows for the diameter of the
support band to be adjusted to its desired size.
[0100] FIG. 39 shows an exemplary embodiment of a
pusher tube 950 that can be used with the adjustable
locking member 900 (e.g., the pusher tube 950 can be
used as the pusher tube 462 shown in FIGS. 19-27). The
exemplary pusher tube 950 includes lumens 960, 962
through which the cord portions 930, 932 can extend. In
a particular embodiment, the lumens 960, 962 have a
sufficiently large diameter and a smooth interior that al-
lows the cord portions 930, 932 to more easily slide there-
through. In the illustrated embodiment, the pusher tube
950 further includes a rotatable blade 970 at its distal end
902. The rotatable blade 970 can be rotatable about a
central axis of the pusher tube 950 and connected to an
interior rod member 972 that extends through a central
lumen of the pusher tube 950. A handle (not shown) can
be attached to the interior rod member 972 at its proximal
end and allow for an operator to manually rotate the ro-
tatable blade 970 in order to sever the pusher tube 950
from the adjustable locking member 900.
[0101] Other methods of delivering a support band and
THV to the mitral valve or any other heart valve are also
possible. For example, in certain embodiments, the sup-
port band and the THV are delivered surgically to the
desired heart valve (e.g., in an open-heart surgical pro-
cedure). Furthermore, in certain embodiments in which

the support band and THV are delivered surgically, non-
compressible THVs are used.
[0102] Having illustrated and described the principles
of the disclosed technology, it will be apparent to those
skilled in the art that the disclosed embodiments can be
modified in arrangement and detail without departing
from such principles. In view of the many possible em-
bodiments to which the principles of the disclosed tech-
nologies can be applied, it should be recognized that the
illustrated embodiments are only preferred examples of
the technologies and should not be taken as limiting the
scope of the invention. Rather, the scope of the invention
is defined by the following claims.

Claims

1. A prosthetic heart valve system for treating a defec-
tive native aortic valve, the native aortic valve (210,
304) having three leaflets (60, 62, 64), three com-
missures (50, 52, 54), and an annulus, the prosthetic
heart valve system comprising:

a support stent (10, 310) radially compressible
into a compressed state and self-expandable in-
to an uncompressed state, the support stent di-
mensioned for deployment within an aorta of a
patient adjacent to the three leaflets (60, 62, 64)
on an outflow side of the native aortic valve (210,
304), circumscribing the native aortic valve, the
support stent (10, 310) comprising an annular
body (320) having one or more peaks and one
or more valleys along a circumference thereof,
and an interior with an inner diameter when in
the uncompressed state, the support stent fur-
ther comprising at least one retaining arm (21,
23, 25, 321, 322, 323) disposed at a respective
peak, the at least one retaining arm (21, 23, 25,
321, 322, 323) comprising an aperture (26, 27,
28, 326, 327, 328); and
an expandable prosthetic heart valve (250, 340)
dimensioned for deployment within the annulus
of the native aortic valve (210, 304), the pros-
thetic heart valve (250, 340) comprising a stent
portion and a valve structure supported within
the stent portion, the stent portion having an out-
er diameter;
wherein the outer diameter of the stent portion
is sized for deployment within the inner diameter
of the support stent (10, 310) in its uncom-
pressed state, and
wherein the prosthetic heart valve (250, 340)
and the support stent are shaped for pinching
and frictionally securing the native leaflets (60,
62, 64) of the native aortic valve (210, 304) be-
tween the support stent (10, 310) and the pros-
thetic heart valve (250, 340) when the support
stent (10, 310) is deployed on the outflow side
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of the native aortic valve (210, 304) and the pros-
thetic heart valve (250, 340) is deployed in the
annulus of the native aortic valve (210, 304) and
fully expanded.

2. The prosthetic heart valve system of claim 1,
wherein the body (320) of the support stent (10, 310)
comprises at least one of a single annular member,
multiple interlocking annular elements, and multiple
annular elements connected by multiple longitudinal
members.

3. The prosthetic heart valve system of any of claims
1 or 2,
wherein a projection of the body of the support stent
(10) on a plane is ring-shaped or starfish shaped.

4. The prosthetic heart valve system of any of claims
1 to 3,
wherein the one or more peaks (30, 32, 34) and the
one or more valleys (20, 22, 24) define a sinusoidal
shape or saw-tooth shape.

5. The prosthetic heart valve system of any of claims
1 to 4,
wherein the one or more valleys (20, 22, 24) of the
body are spaced for placement adjacent to the com-
missures (50, 52, 54) of the native aortic valve (210,
304), and the one or more peaks (30, 32, 34) of the
body are smaller and lower than the sizes and
shapes of the leaflets (60, 62, 64) of the native aortic
valve (210, 304) when fully opened.

6. The prosthetic heart valve system of any of claims
1 to 5,
wherein the body of the support stent (10) comprises
three peaks (30, 32, 34) and three valleys (20, 22,
24).

7. The prosthetic heart valve system of any of claims
1 to 6,
wherein the prosthetic heart valve (250, 340) is self-
expanding or balloon expandable.

8. The prosthetic heart valve system of claim 1, further
comprising a percutaneous delivery apparatus (100)
for the support stent (10, 310), the delivery apparatus
(100) comprising:

a guide catheter (102);
a stent delivery catheter (108) comprising an
elongate shaft (110) disposed within the guide
catheter (102);
an outer fork (140) coupled to a distal end of the
elongate shaft (110) of the stent delivery cathe-
ter (108), the outer fork (140) comprising at least
one flexible outer prong (145, 146, 147) corre-
sponding to the at least one retaining arm (21,

23, 25, 321, 322, 323), the at least one flexible
outer prong (145, 146, 147) comprising an ap-
erture (155, 156, 157) dimensioned to receive
the at least one retaining arm (21, 23, 25, 321,
322, 323);
an inner catheter (118) comprising an elongate
shaft (120) disposed within the elongate shaft
(110) of the stent delivery catheter (108), the
inner catheter (118) axially moveable relative to
the stent delivery catheter (108); and
an inner fork (138) coupled to a distal end of the
elongate shaft (120) of the inner catheter (118),
the inner fork (138) comprising at least one flex-
ible inner prong (141, 142, 143) corresponding
to the at least one retaining arm (21, 23, 25, 321,
322, 323), the at least one flexible inner prong
(141, 142, 143) dimensioned to extend through
the aperture (26, 27, 28, 326, 327, 328) of the
at least one retaining arm (21, 23, 25, 321, 322,
323), wherein the delivery apparatus (100) has
a retention configuration in which the at least
one retaining arm (21, 23, 25, 321, 322, 323) is
inserted through the aperture (155, 156, 157) of
the at least one outer prong (145, 146, 147) of
the outer fork (140), and the at least one inner
prong (141, 142, 143) of the inner fork (138) is
inserted through the aperture (26, 27, 28, 326,
327, 328) of the at least one retaining arm (21,
23, 25, 321, 322, 323), and
a release configuration in which the inner cath-
eter (118) is retracted proximally relative to the
stent delivery catheter (108), retracting the inner
fork (138) proximally relative to the outer fork
(140), retracting the at least one inner prong
(141, 142, 143) from the aperture (26, 27, 28,
326, 327, 328) of the at least one retaining arm
(21, 23, 25, 321, 322, 323), releasing at least
one retaining arm (21, 23, 25, 321, 322, 323)
from the aperture (155, 156, 157) of the at least
one outer prong (145, 146, 147).

9. The prosthetic heart valve system of claim 8,
wherein in the release configuration, the outer prong
(145, 146, 147) flexes radially inward.

10. The prosthetic heart valve system of any of claims
1 to 9, further comprising at least one of a transapical
introducer sheath (220) and a percutaneous delivery
system (380) for the prosthetic heart valve (250,
340).

Patentansprüche

1. Prothetisches Herzklappensystem zum Behandeln
einer defekten nativen Aortenklappe, wobei die na-
tive Aortenklappe (210, 304) drei Taschen (60, 62,
64), drei Kommissuren (50, 52, 54) und einen Anulus
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aufweist, wobei das prothetische Herzklappensys-
tem Folgendes umfasst:

einen Trägerstent (10, 310), der in einen zusam-
mengedrückten Zustand radial komprimierbar
und in einen nicht zusammengedrückten Zu-
stand selbstausdehnbar ist, wobei der Trägers-
tent zum Einsatz innerhalb einer Aorta eines Pa-
tienten neben den drei Taschen (60, 62, 64) auf
einer Ausströmseite der nativen Aortenklappe
(210, 304) dimensioniert ist und die native Aor-
tenklappe begrenzt, wobei der Trägerstent (10,
310) einen kranzförmigen Körper (320) mit einer
oder mehreren Spitzen und einer oder mehreren
Senken entlang eines Umfangs davon und ei-
nen Innenraum mit einem Innendurchmesser,
wenn er sich in dem nicht zusammengedrückten
Zustand befindet, umfasst, wobei der Trägers-
tent ferner mindestens einen Haltearm (21, 23,
25, 321, 322, 323) umfasst, der bei einer ent-
sprechenden Spitze angeordnet ist, wobei der
mindestens eine Haltearm (21, 23, 25, 321, 322,
323) eine Öffnung (26, 27, 28, 326, 327, 328)
umfasst; und
eine ausdehnbare prothetische Herzklappe
(250, 340), die zum Einsatz innerhalb des Anu-
lus der nativen Aortenklappe (210, 304) dimen-
sioniert ist, wobei die prothetische Herzklappe
(250, 340) einen Stentabschnitt und eine Klap-
penstruktur, die innerhalb des Stentabschnitts
getragen ist, umfasst, wobei der Stentabschnitt
einen Außendurchmesser aufweist;
wobei der Außendurchmesser des Stentab-
schnitts zum Einsatz innerhalb des Innendurch-
messers des Trägerstents (10, 310) in seinem
nicht zusammengedrückten Zustand bemessen
ist, und
wobei die prothetische Herzklappe (250, 340)
und der Trägerstent zum Einklemmen und reib-
schlüssigen Sichern der nativen Taschen (60,
62, 64) der nativen Aortenklappe (210, 304) zwi-
schen dem Trägerstent (10, 310) und der pro-
thetischen Herzklappe (250, 340) geformt sind,
wenn der Trägerstent (10, 310) auf der Aus-
strömseite der nativen Aortenklappe (210, 304)
eingesetzt ist und die prothetische Herzklappe
(250, 340) in den Anulus der nativen Aortenklap-
pe (210, 304) eingesetzt und vollständig ausge-
dehnt ist.

2. Prothetisches Herzklappensystem nach Anspruch
1,
wobei der Körper (320) des Trägerstents (10, 310)
mindestens eins von einem einzelnen kranzförmi-
gen Element, mehreren ineinandergreifenden
kranzförmigen Elementen und mehreren kranzför-
migen Elementen, die durch mehrere Längselemen-
te verbunden sind, umfasst.

3. Prothetisches Herzklappensystem nach Anspruch 1
oder 2,
wobei ein Ansatz des Körpers des Trägerstents (10)
auf einer Ebene ringförmig oder seesternförmig ist.

4. Prothetisches Herzklappensystem nach einem der
Ansprüche 1 bis 3,
wobei die eine oder die mehreren Spitzen (30, 32,
34) und die eine oder die mehreren Senken (20, 22,
24) eine Sinusform oder eine Sägezahnform definie-
ren.

5. Prothetisches Herzklappensystem nach einem der
Ansprüche 1 bis 4,
wobei die eine oder die mehreren Senken (20, 22,
24) des Körpers zur Platzierung neben den Kommis-
suren (50, 52, 54) der nativen Aortenklappe (210,
304) beabstandet sind und die eine oder die mehre-
ren Spitzen (30, 32, 34) des Körpers kleiner und nied-
riger als die Größen und Formen der Taschen (60,
62, 64) der nativen Aortenklappe (210, 304) sind,
wenn sie vollständig geöffnet ist.

6. Prothetisches Herzklappensystem nach einem der
Ansprüche 1 bis 5,
wobei der Körper des Trägerstents (10) drei Spitzen
(30, 32, 34) und drei Senken (20, 22, 24) umfasst.

7. Prothetisches Herzklappensystem nach einem der
Ansprüche 1 bis 6,
wobei die prothetische Herzklappe (250, 340) selbst-
expandierend oder ballonexpandierbar ist.

8. Prothetisches Herzklappensystem nach Anspruch
1, ferner umfassend eine perkutane Abgabevorrich-
tung (100) für den Trägerstent (10, 310), wobei die
Abgabevorrichtung (100) Folgendes umfasst:

einen Führungskatheter (102);
einen Stentabgabekatheter (108), der einen
länglichen Schaft (110) umfasst, der innerhalb
des Führungskatheters (102) angeordnet ist;
eine Außengabelung (140), die an ein distales
Ende des länglichen Schafts (110) des Stentab-
gabekatheters (108) gekoppelt ist, wobei die Au-
ßengabelung (140) mindestens eine flexible Au-
ßenzacke (145, 146, 147) umfasst, die dem min-
destens einen Haltearm (21, 23, 25, 321, 322,
323) entspricht, wobei die mindestens eine fle-
xible Außenzacke (145, 146, 147) eine Öffnung
(155, 156, 157) umfasst, die zum Aufnehmen
des mindestens einen Haltearms (21, 23, 25,
321, 322, 323) dimensioniert ist;
einen Innenkatheter (118), der einen länglichen
Schaft (120) umfasst, der innerhalb des längli-
chen Schafts (110) des Stentabgabekatheters
(108) angeordnet ist, wobei der Innenkatheter
(118) relativ zu dem Stentabgabekatheter (108)
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axial beweglich ist; und
eine Innengabelung (138), die an ein distales
Ende des länglichen Schafts (120) des Innen-
katheters (118) gekoppelt ist, wobei die Innen-
gabelung (138) mindestens eine flexible Innen-
zacke (141, 142, 143) umfasst, die dem mindes-
tens einen Haltearm (21, 23, 25, 321, 322, 323)
entspricht, wobei die mindestens eine flexible
Innenzacke (141, 142, 143) dazu dimensioniert
ist, sich durch die Öffnung (26, 27, 28, 326, 327,
328) des mindestens einen Haltearms (21, 23,
25, 321, 322, 323) zu erstrecken,
wobei die Abgabevorrichtung (100) Folgendes
aufweist:

eine Retentionskonfiguration, in welcher
der mindestens eine Haltearm (21, 23, 25,
321, 322, 323) durch die Öffnung (155, 156,
157) der mindestens einen Außenzacke
(145, 146, 147) der Außengabelung (140)
eingeführt ist und die mindestens eine In-
nenzacke (141, 142, 143) der Innengabe-
lung (138) durch die Öffnung (26, 27, 28,
326, 327, 328) des mindestens einen Hal-
tearms (21, 23, 25, 321, 322, 323) einge-
führt ist, und
eine Freigabekonfiguration, in welcher der
Innenkatheter (118) proximal relativ zu dem
Stentabgabekatheter (108) eingezogen ist,
die Innengabelung (138) proximal relativ zu
der Außengabelung (140) eingezogen wird,
die mindestens eine Innenzacke (141, 142,
143) aus der Öffnung (26, 27, 28, 326, 327,
328) des mindestens einen Haltearms (21,
23, 25, 321, 322, 323) eingezogen wird,
mindestens ein Haltearm (21, 23, 25, 321,
322, 323) aus der Öffnung (155, 156, 157)
der mindestens einen Außenzacke (145,
146, 147) freigegeben wird.

9. Prothetisches Herzklappensystem nach Anspruch
8,
wobei sich die Außenzacke (145, 146, 147) in der
Freigabekonfiguration radial nach innen biegt.

10. Prothetisches Herzklappensystem nach einem der
Ansprüche 1 bis 9, ferner umfassend mindestens
eine transapikale Einführschleuse (220) und ein per-
kutanes Abgabesystem (380) für die prothetische
Herzklappe (250, 340).

Revendications

1. Système de valve cardiaque prothétique pour le trai-
tement d’une valve aortique native défectueuse, la
valve aortique native (210, 304) possédant trois
feuillets (60, 62, 64), trois commissures (50, 52, 54),

et un anneau, le système de valve cardiaque pro-
thétique comprenant :

un stent de soutien (10, 310) compressible ra-
dialement dans un état comprimé et auto-ex-
pansible dans un état non comprimé, le stent de
soutien dimensionné pour le déploiement dans
une aorte d’un patient à côté des trois feuillets
(60, 62, 64) sur un côté sortie de la valve aortique
native (210, 304) entourant la valve aortique na-
tive, le stent de soutien (10, 310) comprenant
un corps annulaire (320) possédant une ou plu-
sieurs bosses et un ou plusieurs creux le long
de sa circonférence, et un intérieur avec un dia-
mètre interne à l’état non comprimé, le stent de
soutien comprenant également au moins un
bras de retenue (21, 23, 25, 321, 322, 323) dis-
posé à une bosse respective, l’au moins un bras
de retenue (21, 23, 25, 321, 322, 323) compre-
nant une ouverture (26, 27, 28, 326, 327, 328) ;
et
une valve cardiaque prothétique expansible
(250, 340) dimensionnée pour le déploiement
dans l’anneau de la valve aortique native (210,
304), la valve cardiaque prothétique (250, 340)
comprenant une partie stent et une structure de
valve soutenue dans la partie stent, la partie
stent possédant un diamètre externe ;
le diamètre externe de la partie stent étant di-
mensionné pour le déploiement dans le diamè-
tre interne du stent de soutien (10, 310) dans
son état non comprimé, et
la valve cardiaque prothétique (250, 340) et le
stent de soutien étant conçus pour pincer et fixer
par friction les feuillets natifs (60, 62, 64) de la
valve aortique native (210, 304) entre le stent
de soutien (10, 310) et la valve cardiaque pro-
thétique (250, 340) lorsque le stent de soutien
(10, 310) est déployé du côté sortie de la valve
aortique native (210, 304) et la valve cardiaque
prothétique (250, 340) est déployée dans l’an-
neau de la valve aortique native (210, 304) et
complètement étendue.

2. Système de valve cardiaque prothétique selon la re-
vendication 1,
le corps (320) du stent de soutien (10, 310) compre-
nant au moins l’un parmi un élément annulaire uni-
que, de multiples éléments annulaires de verrouilla-
ge, et de multiples éléments annulaires connectés
par de multiples éléments longitudinaux.

3. Système de valve cardiaque prothétique selon l’une
des revendications 1 ou 2,
une projection du corps du stent de soutien (10) sur
un plan formant un anneau ou une étoile de mer.

4. Système de valve cardiaque prothétique selon l’une
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des revendications 1 à 3, l’une ou les plusieurs bos-
ses (30, 32, 34) et l’un ou les plusieurs creux (20,
22, 24) définissant une forme sinusoïdale ou en dent
de scie.

5. Système de valve cardiaque prothétique selon l’une
des revendications 1 à 4,
l’un ou les plusieurs creux (20, 22, 24) du corps étant
espacés pour le positionnement adjacent aux com-
missures (50, 52, 54) de la valve aortique native
(210, 304), et l’une ou les plusieurs bosses (30, 32,
34) du corps étant plus petites et inférieures aux
tailles et aux formes des feuillets (60, 62, 64) de la
valve aortique native (210, 304) lorsqu’elles sont
complètement ouvertes.

6. Système de valve cardiaque prothétique selon l’une
des revendications 1 à 5,
le corps du stent de soutien (10) comprenant trois
bosses (30, 32, 34) et trois creux (20, 22, 24).

7. Système de valve cardiaque prothétique de l’une des
revendications 1 à 6,
la valve cardiaque prothétique (250, 340) étant auto-
expansible ou expansible par ballonnet.

8. Système de valve cardiaque prothétique selon la re-
vendication 1, comprenant également un dispositif
de distribution percutané (100) pour le stent de sou-
tien (10, 310), le dispositif de distribution (100)
comprenant :

un cathéter de guidage (102) ;
un cathéter de distribution de stent (108) com-
prenant une tige allongée (110) disposée dans
le cathéter de guidage (102) ;
une fourche externe (140) couplée à une extré-
mité distale de la tige allongée (110) du cathéter
de distribution de stent (108), la fourche externe
(140) comprenant au moins une dent externe
flexible (145, 146, 147) correspondant à l’au
moins un bras de retenue (21, 23, 25, 321, 322,
323), l’au moins une dent externe flexible (145,
146, 147) comprenant une ouverture (155, 156,
157) dimensionnée pour recevoir l’au moins un
bras de retenue (21, 23, 25, 321, 322, 323) ;
un cathéter interne (118) comprenant une tige
allongée (120) disposée dans la tige allongée
(110) du cathéter de distribution de stent (108),
le cathéter interne (118) pouvant être déplacé
axialement par rapport au cathéter de distribu-
tion de stent (108) ; et
une fourche interne (138) couplée à une extré-
mité distale de la tige allongée (120) du cathéter
interne (118), la fourche interne (138) compre-
nant au moins une dent interne flexible (141,
142, 143) correspondant à l’au moins un bras
de retenue (21, 23, 25, 321, 322, 323), l’au moins

une dent interne flexible (141, 142, 143) dimen-
sionnée pour s’étendre à travers l’ouverture (26,
27, 28, 326, 327, 328) de l’au moins un bras de
retenue (21, 23, 25, 321, 322, 323),
le dispositif de distribution (100) ayant
une configuration de rétention dans laquelle l’au
moins un bras de retenue (21, 23, 25, 321, 322,
323) est inséré dans l’ouverture (155, 156, 157)
de l’au moins une dent externe (145, 146, 147)
de la fourche externe (140), et l’au moins une
dent interne (141, 142, 143) de la fourche interne
(138) est insérée dans l’ouverture (26, 27, 28,
326, 327, 328) de l’au moins un bras de retenue
(21, 23, 25, 321, 322, 323), et
une configuration de libération dans laquelle le
cathéter interne (118) est rétracté proximale-
ment par rapport au cathéter de distribution de
stent (108), rétractant la fourche interne (138)
proximalement par rapport à la fourche externe
(140), rétractant l’au moins une dent interne
(141, 142, 143) depuis l’ouverture (26, 27, 28,
326, 327, 328) de l’au moins un bras de retenue
(21, 23, 25, 321, 322, 323), libérant au moins un
bras de retenue (21, 23, 25, 321, 322, 323) de
l’ouverture (155, 156, 157) de l’au moins une
dent externe (145, 146, 147).

9. Système de valve cardiaque prothétique selon la re-
vendication 8,
la dent externe (145, 146, 147) fléchissant radiale-
ment vers l’intérieur dans la configuration de libéra-
tion.

10. Système de valve cardiaque prothétique selon l’une
des revendications 1 à 9, comprenant également au
moins l’un parmi une gaine d’introduction transapi-
cale (220) et un système de distribution percutané
(380) pour la valve cardiaque prothétique (250, 340).
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