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SANFORD E. WARREN, JR.
1.214 969.2877/fax: 1.214.969.4343
swarren@akingump.com

December 14, 2012

VIA EMAIL AND REGULAR MAIL

Maria Sainz

President, CEO and Director
CardioKinetix, Inc.

925 Hamilton Avenue
Menlo Park, CA 94025

Re: Infringement of Patents held by Heart Failure Technologies
Dear Ms. Sainz:
This is a follow-up to our previous letter, attached as Exhibit A. Our clients wish to have a

prompt resolution of this issue. We respectfully request a response to this and the previous
correspondence no later than 1:00pm Central Time on December 21, 2012,

Failure to respond by that date will be interpreted as CardioKinetix’s unwillingness to enter into
discussions regarding this issue. If we have not received a substantive response by that time, we will file
an infer partes review petition against one or more of CardioKinetix’s patents on December 21, 2012.

We trust that you will appreciate the spirit in which this letter is written and Heart Failure
Technologies” goal of avoiding unnecessary adversarial proceedings to protect its intellectual property.
Of course, the demands contained herein are made under Federal Rule of Evidence 408 and are without
prejudice to any claims or rights which may be asserted on behalf of Heart Failure Technologies should

we fail to arrive at a prompt and amicable resolution.
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November 2, 2012

VIA EMAIL AND REGULAR MAIL

Maria Sainz

President, CEQ and Director
CardioKinetix, Inc.

925 Hamilton Avenue
Menlo Park, CA 94025

Re:  Infringement of Patents held by Heart Failure Technologies, LLC
Dear Ms. Sainz:

Our firm represents Heart Failure Technologies, LIC, its affiliates and subsidiaries
(hereafter “Heart Failure Technologies™), in connection with its intellectual property matters.
Heart Failure Technologies is the current owner/assignee of U.S. Patent No. 7,485,088 (the *088
Patent, Exhibit A) disclosing a Method and Device for Percutaneous Surgical Ventricular Repair.

It has come to our attention that CardioKinetix, Inc. (hereafter “CardioKinetix”) is
currently advertising and presenting to conferences a medical device, the Parachute, as well as a
method for delivering this device percutaneously, to repair the left ventricle. This method
practices the methods claimed in the *088 Patent. As such, any person that practices this method
in the United States would be liable as a direct infringer under 35 U.S.C. § 271. Additionally,
encouraging others to use the Parachute in connection with the methods disclosed in the "088
Patent may give rise to liability as an inducing or contributory infringer that is beyond the
liability for the direct infringement. We also find troubling the fact that a member of
CardioKinetix’s Board of Directors attended a meeting of the Board of Directors of Chase
Medical, LP, a prior assignee of the 088 Patent, in which the 088 Patent and associated
methodology was discussed. We believe CardioKinetix was aware, at least at that date, of the
"088 Patent.

Heart Failure Technologies is committed to zealously protecting its intellectual property
portfolio, including the "088 Patent. Accordingly, on behalf of Heart Failure Technologies, the
undersigned attorney demands written confirmation from CardioKinetix, no_later than
November 29, 2012, that the following remedial actions have been undertaken and/or
completed:
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1. That CardioKinetix, or any entity the company is affiliated with or agent of,
immediately refrain from and cease the manufacture, use, sell, or offer to sell of the
Parachute device or any similar device intended to be placed in the left ventricle of a
human heart by percutaneous delivery for ventricular repair;

2. That CardioKinetix, or any entity the company is affiliated with or agent of, refrain
from inducing any other party to infringe on the 088 Patent by practicing the
methods disclosed therein; and

3. That CardioKinetix, or any entity the company is affiliated with or agent of, refrain
from contributing to the infringement of any other party, by the sale or offering to sell
of the Parachute device or any similar device intended to be placed in the left
ventricle of a human heart by percutancous delivery for ventricular repair.

Heart Failure Technologies desires to avoid litigation over these matters and would
entertain licensing its intellectual property so that CardioKinetix may avoid infringing on the
intellectual property rights of Heart Failure Technologies.

We trust that you will appreciate the spirit in which this letter is written and Heart Failure
Technologies” goal of avoiding unnecessary adversanial proceedings to protect its intellectual
property. Of course, the demands contained herein are made under Federal Rule of Evidence
408 and are without prejudice to any claims or rights which may be asserted oné,behalf of Heart
Failure Technologies should we fail to arrive at a prompt and amicable resolutiof.
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METHOD AND DEVICE FOR
PERCUTANEOUS SURGICAL
VENTRICULAR REPAIR

PRIORITY CLAIM

This application claims the benefit of the filing date of U.S.
provisional patent application Ser. No. 60/317,197 entitled
“DEVICE AND METHOD FOR ENDOSCOPIC SURGI-
CAL VENTRICULAR REPAIR” filed on Sep. 5, 2001 and
U.S. provisional patent 60/327,221 entitled “METHOD AND
DEVICE FOR CLOSED CHEST PLACEMENT OF SEP-
TUM? filed on Oct. 5, 2001, the disclosures of both of these
applications are incorporated herein by reference.

BACKGROUND OF THE INVENTION

1. Field of the Invention

This invention relates generally to surgical methods and
apparatuses for performing surgical ventricular repair endo-
scopically or through a minimally invasive incision.

2. Description of the Related Art

The function of a heart in an animal is primarily to deliver
life-supporting oxygenated blood to tissue throughout the
body. This function is accomplished in four stages, each
relating to a particular chamber of the heart. Initially deoxy-
genated blood is received in the right auricle of the heart. This
deoxygenated blood is pumped by the right ventricle of the
heart to the lungs where the blood is oxygenated. The oxy-
genated blood is initially received in the left auricle of the
heart and ultimately pumped by the left ventricle of the heart
throughout the body. It can be seen that the left ventricular
chamber of the heart is of particular importance in this pro-
cess asitis relied upon to pump the oxygenated blood initially
through a mitral valve into and ultimately throughout the
entire vascular system.

The shape and volume of the normal heart are of particular
interest as they combine to dramatically affect the way that
the blood is pumped. The left ventricle which is the primary
pumping chamber, is somewhat elliptical, conical or apical in
shape in that it is longer, long axis longest portion from aortic
valve to apex, than it is wide, short axis widest portion from
ventricle wall to septum, and descends from a base with a
decreasing cross-sectional circumference, to a point or apex.
The left ventricle is further defined by a lateral ventricle wall
and a septum, which extends between the auricles and the
ventricles.

Two types of motion accomplish the pumping of the blood
from the left ventricle. One of these motions is a simple
squeezing motion, which occurs between the lateral wall and
the septum. The squeezing motion occurs as a result of a
thickening of the muscle fibers in the myocardium. This com-
presses the blood in the ventricle chamber and ejects it into
the body. The thickening changes between diastole and sys-
tole. This is seen easily by echocardiogram, PET and MRI
imaging and can be routinely measured.

The other type of motion is a twisting or writhing motion,
which begins at the apex and rises toward the base. The rising
writhing motion occurs because the heart muscle fibers runin
a circular or spiral direction around the heart. When these
fibers constrict they cause the heart to twist initially at the
small area of the apex, but progressively and ultimately to the
wide area of the base. These squeezing and twisting motions
are equally important, as they are each responsible for mov-
ing approximately one-half of the blood pumped. The con-
tractility or stiffness of these fibers are major determinants in
how well the ventricle pumps.
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The amount of blood pumped from the left ventricle
divided by the amount of blood available to be pumped is
referred to as the ejection fraction of the heart. Generally, a
healthier heart has a higher ejection [raction. A normal heart,
for example may have a total volume of one hundred millili-
ters and an ejection fraction of sixty percent. Under these
circumstances, 60 milliliters of blood are pumped with each
beat of the heart. It is this volume in the normal heart of this
example that is pumped with each beat to provide nutrients
including oxygen to the muscles and other tissues of the body.

Realizing that the heart is part of the body tissue, and the
heart muscle also requires oxygenated blood, it can be appre-
ciated that the normal function of the heart is greatly upset by
clotting or closure of the coronary arteries. When the coro-
nary arteries are blocked, an associate portion of the heart
muscle becomes oxygen-starved and begins to die. This is
clinically referred to as a heart attack. Ischemic cardiomy-
opathy typically occurs as the rest of the heart dilates in an
attempt to maintain the heart’s output to the body.

As the ischemia progresses through its various stages, the
affected myocardium dies losing its ability to contribute to the
pumping action of the heart. The ischemic muscle is no longer
capable of contracting so it cannot contribute to either squeez-
ing or twisting motion required to pump blood. This non-
contracting tissue is said to be akinetic. In severe cases the
akinetic tissue, which is not capable of contracting, is in fact
elastic so that blood pressure tends to develop a bulge or
expansion of the chamber. This muscle tissue is not only
akinetic, in that it does not contribute to the pumping func-
tion, but it is in fact dyskinetic, in that it detracts from the
pumping function. This is particularly detrimental to the lim-
ited pumping action available, as the heart loses even more of
its energy to pumping the bulge instead of the blood.

The body seems to realize that with a reduced pumping
capacity, the ejection fraction of the heart is automatically
reduced. For example, the ejection fraction may drop from a
normal sixty percent to perhaps twenty-percent. Realizing
that the body still requires the same volume of blood for
oxygen and nutrition, the body causes its heart to dilate or
enlarge in size so that the smaller ejection fraction pumps
about the same amount of blood. As noted, a normal heart
with a blood capacity of seventy milliliters and an ejection
fraction of sixty percent would pump approximately 42 mil-
liliters per beat. The body seems to appreciate that this same
volume per beat can be maintained by an ejection fraction of
only thirty-percent if the ventricle enlarges to a capacity of
140 milliliters. This increase in volume, commonly referred
to as “remodeling”, not only changes the volume of the left
ventricle, but also its shape. The heart becomes greatly
enlarged and the left ventricle becomes more spherical in
shape losing its apex.

On the level of the muscle fibers, it has been noted that
dilation of the heart causes the fibers to reorient themselves so
that they are directed away from the inner heart chamber
containing the blood. As a consequence, the fibers are poorly
oriented to accomplish even the squeezing action, as the lines
of force become less perpendicular to the heart wall. This
change in fiber orientation occurs as the heart dilates and
moves from its normal elliptical shape to its dilated spherical
shape. The spherical shape further reduces pumping effi-
ciency since the fibers which normally encircle the apex
facilitate writhing are changed to a more flattened formation
as a result of these spherical configurations.

Of course, this change in architecture has a dramatic effect
on wall thickness, radius, and stress on the heart wall. In
particular, it will be noted that absent the normal conical
shape, the twisting motion at the apex, which can account for
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as much as one half of the pumping action, is lost. As a
consequence, the more spherical architecture must rely
almost totally on the lateral squeezing action to pump blood.
This lateral squeezing action is inefficient and very different
from the more efficient twisting action of the heart.

Although the dilated heart may be capable of sustaining
life, it is significantly stressed and rapidly approaches a stage
where it can no longer pump blood effectively. In this stage,
commonly referred to as congestive heart failure, the heart
becomes distended and is generally incapable of pumping
blood returning from the lungs. This further results in lung
congestion and fatigue. Congestive heart failure is a major
cause of death and disability in the United States where
approximately 400,000 cases occur annually.

What is needed therefore is a reliable method and appara-
tus to allow a surgeon to perform surgical ventricular repair,
preferably without having to do a full sternotomy and/or
make large incisions in the chest. Additionally, such methods
could be performed on a beating heart eliminating the need
for lengthy full bypass circuit runs.

SUMMARY

Inresponse to these and other problems, an improved appa-
ratus and method is provided for endoscopic surgical ven-
tricle repair which allows a surgeon to perform a surgical
ventricular repair procedure through a closed chest or through
a small thoracotomy on a beating, fibrillating or an arrested
heart. In one embodiment, there is a method for repairing a
heart of a human, comprising introducing a shaping device
percutaneously into a vasculature of the human, wherein the
shaping device is in a collapsed state, delivering the shaping
device into a left ventricle through the vasculature, expanding
the shaping device to an expanded shape, imbricating a wall
of the ventricle over the shaping device, collapsing the shap-
ing device, and removing the shaping device from the left
ventricle such that the ventricle is restored to an appropriate
size.

BRIEF DESCRIPTION OF THE DRAWINGS

FIG. 1—illustrates a process used by an embodiment.

FIG. 2a—illustrates an embodiment of a shaping device.

FIG. 2b—illustrates another embodiment of a shaping
device in an expanded condition.

FIG. 2c—illustrates the embodiment of FIG. 2b in a col-
lapsed condition.

FIG. 2d-—illustrates another embodiment of a shaping
device in an expanded condition.

FIG. 2e—illustrates the embodiment of FIG. 24 in a col-
lapsed condition.

FIG. 3a—illustrates one embodiment deployed within a
human heart.

FIG. 3b—illustrates a human heart before remodeling.

FIG. 4—illustrates one embodiment deployed within a
human heart.

FIG. 5—illustrates a process.

FIG. 6—illustrates a process.

FIG. 7—illustrates one embodiment deployed within a
human heart.

FIG. 8a—illustrates one embodiment deployed within a
human heart. '

FIG. 8b—illustrates one embodiment deployed within a
human heart.

FIG. 8c—illustrates one embodiment deployed within a
human heart.

10

<

15

20

25

30

35

40

45

50

55

60

65

4

FIG. 8d—illustrates one embodimemnt deployed within a
human heart.

DETAILED DESCRIPTION

Turning to FIG. 1, there is presented an overview method
100 for performing and using one embodiment. The method
100 may use the following components: a shaping device, a
patch, and a stapling device.

The shaping device may be pre-shaped to generally model
the appropriate volume and shape of the left ventricle, such as
illustrated in F1G. 2a. Such a shaping device 200 may be used
as a guide in reforming the left ventricle so that the recon-
structed heart may be formed closer to the size and shape of
the pre-enlarged heart. Consequently, the heart performs bet-
ter post operatively than with conventional methods. As illus-
trated in FIG. 2a, the shaping device 200 is generally conical
or “tear drop” in shape. The length of the shaping device 200
may vary with each patient and will typically be a function of
the volume selected for the shaping device. Depending on the
patient, the length may be in the three to four inch range to
generally match the length of the pre-enlarged left ventricle.
A doctor may select the appropriate volume for the shaping
device by estimating the volume of the pre-enlarged left ven-
tricle. Such selection procedures and shaping devices are
discussed in a U.S. patent application Ser. No. 09/864,510,
filed on May 24, 2001 by the inventors, which is hereby
incorporated by reference into this application.

In some embodiments, such as illustrated in FIG. 24, the
shaping device may be an inflatable balloon 202 coupled to a
filler tube 204. Such tubes are well known in the art, and
illustratively may be made of plastic-type materials such as
PVC. A proximal end of the filler tube 204 may be connected
to a fluid reservoir (not shown) which may be used to fill a
pre-specified amount of fluid into the balloon 202 through the
filler tube 204. The injection of fluid through the filler tube
204 inflates the balloon 202 to an inflated condition.

The shaping device could also be a wire skeleton or frame,
as illustrated in FIG. 2b. The wire frame could be made from
surgical grade stainless steel, titanium, tantalum, or nitinol,
which is a commercially available nickel-titanium alloy
material that has shape memory and is superelastic. Nitinol
medical products are available from AMF of Reuilly, France,
and Flexmedics Corp., of White Bear Lake, Minn.

The shaping device 210 illustrated in FIG. 254 is in an
expanded condition. In this embodiment, a main wire 212
could run through the center of the shaping device 210.
Coupled to the main wire may be a series of back ribs 214a
though 214d. The back ribs 214a through 2144 are coupled to
a collar 216.

FIG. 2¢ shows the shaping device 210 in a collapsed posi-
tion. In a collapsed position, back ribs 214a-214d surround
the main wire 212. In operation, once the shaping device 210
is inserted into the left ventricle, a doctor may cause the collar
216 to slide along the main wire 212 towards the distal end
218 of the wire. The force exerted on collar 216 will cause the
ribs to buckle radially outward as illustrated in FIG. 2bto a
predetermined shape.

Other embodiments may include a wire mesh system such
as illustrated in FIG. 2d. The wire mesh shaper 218 is formed
of a tubular fabric made from a plurality of wire strands
having a predetermined relative orientation between the
strands. Those skilled in the art will appreciate that the pick
and pitch of the braided wires may be varied depending upon
the desired density of the fabric. The tubular fabric may have
metal strands which define two sets of essentially parallel
generally spiraling and overlapping strands, with the strands
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of one set having a “hand”, i.e. a direction of rotation, oppo-
site that of the other set. This tubular fabric is known in the
fabric industry as a tubular braid.

The pitch of the wire strands (i.e. the angle defined between
the turns of the wire and the axis of the braid) and the pick of
the fabric (i.e. the number of turns per unit length) as well as
some other factors, such as the number of wires employed in
a tubular braid, the size or diameter of each wire in the braid,
and the diameter of the braid are all important in determining
a number of important properties of the device. For example,
the greater the pick and pitch of the fabric, and hence the
greater the density of the wire strands in the fabric, the stiffer
the device will be. Also, the greater the diameter of each wire
of the braid, the stiffer the device will be.

The wire strands of the tubular metal fabric are preferably
manufactured from so-called shape memory alloys. Such
alloys tend to have a temperature induced phase change
which will cause the material to have a preferred configura-
tion which may be fixed by heating the material above a
certain transition temperature to induce a change in the phase
of the material. When the alloy is cooled back down, the alloy
will “remember” the shape it was in during the heat treatment
and will tend to assume that configuration unless constrained
from so doing.

Without any limitation intended, suitable wire strand mate-
rials may be selected from a group consisting of a cobalt-
based low thermal expansion alloy referred to in the field as
ELGELOY, nickel-based high temperature high-strength
“superalloys” (including nitinol) commercially available
from, for example, Haynes International under the trade name
HASTELLOY, nickel-based heat treatable alloys sold under
the name INCOLOY by International Nickel, and anumber of
different grades of stainless steel. The important factor in
choosing a suitable material for the wire strands is that the
wires retain a suitable amount of the deformation induced by
a molding surface when subjected to a predetermined heat
treatment.

When the tubular braid, for example, is in its preformed
relaxed configuration 218 as illustrated in FIG. 2d, the wire
strands forming the tubular braid will have a first predeter-
mined relative orientation with respect to one another. As the
tubular braid is compressed along its axis 222, the fabric will
tend to flare out away from axis 222 conforming to the shape
of the mold. When the fabric is so deformed the relative
orientation of the wire strands of the metal fabric will change.
After undergoing the shape memory process, the resulting
medical device has a preset relaxed configuration 218 as
illustrated in FIG. 24 and a collapsed or stretched configura-
tion 220 as illustrated in FIG. 2e which allows the device to be
passed through a catheter or other similar delivery device.

In alternative embodiments, the shaping device may also
have mechanisms by which the epicardium may be grabbed
and conformed to the shape of the shaping device. As will be
explained below, in such an embodiment, the clasping instru-
ment may be placed along the outer surface of the ventricle at
precise locations and closed to take a bite out of the ventricle,
reshaping the ventricle around the shaping device.

A delivery device or catheter (not shown) may take any
suitable shape, but desirably comprises an elongate flexible
metal shaft having a threaded distal end. The delivery device
may be used to urge the wire mesh shaper 218 through the
lumen of a catheter for deployment in a channe] of a patient’s
body. When the device is deployed out the distal end of the
catheter, the device will still be retained by the delivery
device. Oncethe wire mesh shaper 218 is properly positioned,
the distal end of the catheter may be pressed against the
medical device and the metal shaft or guidewire can be rotated
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about its axis to unscrew the medical device from the threaded
distal end of the shaft. The catheter and guidewire are with-
drawn.

As will be explained below, a patch is also used in the
method 100. In one embodiment, the patch may be made from
sheet material and may be a variety of shapes, including
circular, elliptical, or triangular in shape. The sheet material
for the patch may be formed from a biocompatible synthetic
material, for example, from polyester, Dacron (Hemoshield)
manufactured by the DuPont Corporation, or polytetrafiuo-
roethylene (Gortex). The sheet material may also be autolo-
gous pericardium, or some other fixed mammalium tissue
such as bovine pericardium or porcine tissue. The biccom-
patible synthetic material patch may be collagen impregnated
to assist in hemostasis, or it may be sprayed with a hemostatic
sealant to achieve better and instantaneous hemostasis.

On one side of the patch, there may be a means of adhering
the patch to the endocardium or inside of the heart. Addition-
ally, the patch may have markings that enable the movement
and position of the patch to be post-operatively observed and
analyzed under imaging systems, such as Magnetic Reso-
nance Imaging (“MRI™), x-ray machines, fluoroscopy or
other external visualization methods, for post-operative clini-
cal evaluation. Such markings will allow identification of the
patch and allow for analysis of the heart’s contractility in
future post-operative evaluations. The markings may also be
radiopaque. Such radiopaque markings are discussed in U.S.
patent application Ser. No. 09/864,510, filed on May 24, 2001
by the inventors, which has been incorporated by reference
into this application.

In some embodiments, the shaping device may be coupled
to the patch or have a mechanism, which couples to and
releases the patch.

An imaging system may also be used preoperatively to take
MRI, PET or echocardiography imaging data of the ventricle
to determine what the appropriate areas of the ventricle to
exclude are and to determine what the appropriate volume of
the ventricle should be.

Turning back now to FIG. 1, the method 100 will now be
discussed. For purposes of illustration only and not by way of
limitation the method 100 will now be discussed as part of a
bypass procedure. The procedure may begin by the surgeon
positioning an endoscopic camera into the patient to view the
infracted area of the patient’s heart. Preoperatively, the sur-
geon may determine the size of the shaping device by select-
ing a shaping device that matches the volume of the ventricle
desired for the particular patient.

When the shaping device is in a collapsed state, in 102, the
shaping device may be introduced into the vasculature or
vascular system of the patient. From the vascular system, in
104, the shaping device is guided into the left ventricle.

In a bypass procedure, the femoral vein and artery are
cannulated to connect the patient to the cardiopulmonary
bypass machine. After the bypass machine is running, the
shaping device is manipulated to deploy from a collapsed
state to an expanded shape. In some embodiments, markings
onthe controlling handle will provide feedback to the surgeon
on how the shaping device is positioned, so that he knows
where the patch is in relation to the ventricle. A positioning
device on the shaping device will align with an anatomical
landmark inside the ventricle, like the aortic annulus, to pro-
vide another reference location for the shaping device. In 106,
the shaping device may be deployed into an expanded condi-
tion, as shown in FIG. 3a.

In 108, the wall of the ventricle may be imbricated over the
shaping device, as shown in FIG. 3b. The term “imbricating”
as used in this application means to bring together two edges
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of the ventricle wall that have non-viable tissue between them
and excluding this portion of the ventricle wall will which
will basically reshape the ventricle. The shaping device may
help determine which edges should be brought together.
However, some non-viable tissue may be left in the ventricle
in order 1o reshape the ventricle to the appropriate size and
shape.

In order to imbricate or reform the ventricle wall over the
shaping device, a molding instrument may be inserted into the
chest through a small opening in an intercostal space to reach
the epicardium. This molding instrument will allow the sur-
geon 1o press the ventricle wall against the shaping device to
help reshape the ventricle, as shown in FIG. 35. This molding
instrument will be withdrawn and a clasping instrument may
be inserted. The molding instrument and clasping instrument
may be one device. This clasping device will take portions or
“bites” out of the ventricle wall starting at the edges of the
area of non-viable tissue that needs to be excluded to restore
the ventricle to its correct shape, size and contour. The bites
may be made with suture type devices, stapling devices, or
clip type devices, for example. The clasping instrument may
be partially closed to allow the surgeon to ensure that he is
properly shaping the ventricle onto the shaping device. If the
surgeon determines that he has the clasping instrument placed
properly, the device will allow for full closure. The imple-
ments placed by the clasping instrument when closed will
have pulled the ventricle wall over the shaping device and will
maintain the ventricle’s shape. Tumning back to FIG. 1, once
the shaping is complete, in 110, the shaping device will be
collapsed and removed from the ventricle (112). Additionally,
intraoperative imaging may be used during this procedure to
aid the surgeon’s view of the mandrel and ventricle interface.

Alternatively, the method 100 may be performed on a
beating heart. Referring back to 102 of FIG. 1, the collapsed
shaping device may be inserted into a femoral artery. In 104,
the shaping device is passed through the femoral artery to the
left ventricle as illustrated in FIG. 4. Once in the ventricle the
shaping device is expanded briefly and the surgeon checks the
alignment indicators to ensure that the patch is in the correct
position. He collapses the mandrel and allows the heart to beat
normally. This procedure minimizes the heart’s contractions
for a very brief period of time while the shaping device is
deployed, but allows the heart to beat when the shaping device
is collapsed. Once the surgeon has determined that the patient
may tolerate another low flow period, the shaping device will
be expanded again (106), and the wall of the ventricle is
imbricated over the shaping device (108). The imbrication is
performed with the placement of clasping mechanisms. The
placement of the clasping mechanisms may be determined
from analysis of the. preoperative imaging. A small opening
is made in an intercostal space and the clasping device is
placed through this opening. Clasping mechanisms are now
placed on the ventricle and partially closed. The shaping
device is deployed again briefly and the surgeon assesses the
progress of the procedure and collapses the shaping device. If
the clasping mechanisms are in the correct position the shap-
ing device is expanded again and the clasping mechanisms
are closed fully. The deployed shaping device ensures that the
ventricle is of the intended volume. In 110, the shaping device
is collapsed and removed from the ventricle and the femoral
artery (112).

The method 100 could also be done as part of a thorac-
otomy, where the chest is opened in an intercostal space to
allow greater access to the ventricle. The surgeon could use
the intercostal space opening to position the clasping instru-
ment. If the surgeon chooses, he could do revascularization of
the lateral anterior descending artery along with the proce-
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dure. A cannula may be placed in the jugular vein to deliver
cardioplegia to the coronary sinus, if the surgeon desires to do
the anastomosis on an arrested heart.

Turning to FIG. 5, a method 500 will now be discussed. The
method 500 may be used as either part of a bypass procedure
or a beating heart procedure. As discussed in relation to
method 100, the surgeon may determine the location of the
ventricle to be excluded (i.e., “the excluded portion™). Thus,
the surgeon may cut a patch to a size that covers the excluded
portion or select a presized patch to match the excluded
portion. Alternatively, the patch may also be a predetermined
size that corresponds to the size of the shaping device and
where the patch would be preattached to the shaping device.
Once the size of the patch has been determined, the surgeon
selects a shaping device that matches the volume of the ven-
tricle desired for the particular patient. In one embodiment,
the patch is secured to the shaping device and the shaping
device is collapsed into/onto a delivery catheter.

When the shaping device is in a collapsed state, in 502 the
shaping device and patch may be introduced into the vascu-
lature or vascular system of the patient. From the vascular
system, in 504, the shaping device and patch is guided into the
left ventricle.

In some embodiments, markings on the controlling handle
will provide feedback to the surgeon on how the shaping
device is positioned, so that he knows where the patch is in
relation to the ventricle. A positioning device on the shaping
device will align with an anatomical landmark inside the
ventricle, like the aortic annulus, to provide another reference
location for the shaping device. In 506, the shaping device
may be deployed into an expanded condition, as illustrated in
FIG. 7.

Once the molding instrument has been deployed, in 508,
the patch may be attached to the epicardium of the heart. Once
the shaping is complete, in 510, the shaping device will be
collapsed and removed from the ventricle (512).

Alternatively, the wall of the ventricle may be imbricated
over the shaping device. In order to imbricate or reform the
ventricle wall over the shaping device, a molding instrument
may be inserted into the chest through a small opening in an
intercostal space to reach the epicardium. This molding
instrument will allow the surgeon to press the ventricle wall
against the shaping device, to ensure that the patch gripping
mechanism attaches to the ventricle wall that is to be
excluded. This molding instrument will be withdrawn and a
clasping instrument may be inserted. The molding instrument
and clasping instrument may be one device. This clasping
device may take portions or bites out of the ventricle wall
starting at the edges of the area of non viable tissue that needs
to be excluded to restore the ventricle to its correct shape, size
and contour. The bites may be made with suture type devices
or clip type devices, for example. The clasping instrument
may be partially closed to allow the surgeon to ensure that he
is properly shaping the ventricle onto the shaping device. If
the surgeon determines that he has the clasping instrument
placed properly, the device will allow for full closure. The
implements placed by the clasping instrument when closed
willhave pulled the ventricle wall over the shaping device and
will maintain the ventricle’s shape. Intraoperative imaging
may be used during this procedure to aid the surgeon’s view
of the mandrel and ventricle interface.

Similarly, the method 500 may be performed on a beating
heart using intraoperative imaging. The shaping device, with
the patch attached, may be passed through a femoral artery to
the left ventricle. Once in the ventricle the shaping device is
expanded and an image is made of the ventricle and the
shaping device is collapsed. This stops the heart for a very
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brief period of time while the shaping device is deployed, but
allows the heart to beat when the shaping device is collapsed.
Once the image is analyzed to ensure that the patch is in the
proper place, the shaping device will be expanded again and
the patch secured with the assistance of the molding instru-
ment and the shaping device collapsed. The placement of the
clasping mechanisms on the clasping device is done from
analysis of the preoperative imaging. A small opening is made
n an intercostal space and the clasping device is placed
through this opening. Clasping mechanisms are now placed
on the ventricle and partially closed. The shaping device is
deployed again and another image taken of the ventricle and
the shaping device collapsed. This image is analyzed to
ensure that the positioning of the clasping mechanisms is
creating the desired shape of the ventricle over the shaping
device. If the clasping mechanisms are in the correct position
the shaping device is expanded again and the clasping mecha-
nisms are closed fully. The deployed shaping device ensures
that the ventricle is the correct volume. The shaping device is
collapsed and withdrawn from the ventricle and the femoral
artery.

Another alternative is to place the patch into the ventricle
separately from the shaping device. This procedure may be
accomplished by having the patch introduced into the ven-
tricle with a catheter across the aortic valve and secured in a
fashion similar to the method 500. The patch could also be
placed across the septal wall from the right ventricle. In this
embodiment a cannula is advanced into the right ventricle and
a small hole is made in the septum between the right and left
ventricles. Another cannula with the proper shaped patch is
advanced into the right ventricle and through the hole in the
septum where one half of the patch is deployed. The cannula
is pulled back into the right ventricle where the second half of
the patch device is deployed. The deployment of the patch on
both sides of the ventricle holds the patch securely in place.

In yet another alternative procedure, the patch may be
placed on the shaping device and introduced into the ven-
tricle. The patch is attached to the wall of the ventricle and a
device on the patch is tightened to cause the patch to reshape
the ventricle over the shaping device. Once the desired shape
is achieved the shaping device is removed and the patch leftin
place to hold the desired shape.

Turning now to FIG. 6, there is one embodiment for a
method of reinforcing a dilated portion of an endocardial
surface of a human heart. In this embodiment, a surgeon
preoperatively determines the location, size and shape of the
area of the septum to be reinforced. The surgeon determines
which appropriate reinforcing element will match the patient
needs. Such reinforcing elements may be made from biocom-
patible materials and may take many forms. For instance, a
patch material (discussed above) could be used. Such mate-
rials could be encapsulated within a deploying and securing
mechanism that would allow them to be attached to the septal
wall. Another example of a reinforcing element could be a
device made from shape memory metal that has the shape of
the area to be reinforced and has biocompatible material
covering the metal framework. As discussed above, the metal
frame could be made of memory shape materials and would
provide a means to secure the material and the material would
give substance to the metal frame to resist the pressure in the
left ventricle. Additionally, the reinforcing element may also
have radiopaque markings in a pattern that allow them to be
viewed and analyzed postoperatively and may have a shape
that matches the area to be reinforced. The reinforcing ele-
ment may be shaped to match the patient anatomy and extent
of injury. The securing device may have a mechanism by
which the reinforcing element may be secured to the septum
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along the border zone between viable and non-viable tissue.
In yet another embodiment, the reinforcing element could
have a first surface and a second surface, where the first
surface is adapted to match the dilated portion of the endocar-
divm, and the second surface is adapted to match an appro-
priate shape of the left ventricle. Thus, the reinforcing ele-
ment could also be used to reshape the ventricle.

Turning back to FIG. 6, in 602, the surgeon inserts a first
catheter with a distal and proximal end percutaneously into a
vasculature or vascular system (such as the jugular vein or the
femoral vein) of the patient. The surgeon may route a
guidewire through vein into the right ventricle in the vicinity
of the area to be reinforced. With the guide wire in place, in
604, the surgeon may guide the first catheter into the right
ventricle, as illustrated in FIG. 8a. Once the first catheter is in
place, in 606, an incision may be made into the septal wall. In
one embodiment, this may be accomplished with the aid ofa
trocar. The trocar may be advanced along the guide wire and
positioned at the point in the septum that is generally the
central point of the thinned septal region. The trocar is pushed
through the thinned septal wall to create a path between the
right and left ventricles.

In 608, the guidewire is advanced into the left ventricle
from the right ventricle and, if a trocar is used, it may be
withdrawn. In 610, a second catheter may be inserted overthe
guidewire such that the second catheter is introduced into the
left ventricle. However, the second catheter is coupled to a
reinforcing element, as described above. In 612, the reinforc-
ing element is deployed in order to reinforce the portion of the
endocardial surface, as illustrated in F1G. 85. For instance, in
the left ventricle side of the septum, one portion of the rein-
forcing element is deployed with the edges of the device and
securing mechanism resting on viable tissue of the septum at
the border zone of the non-viable septal tissue. A second part
of the securing mechanism is deployed in the right ventricle
and secured to the septal wall, as illustrated in FIGS. 8¢ and
84. A securing mechanism could be a type of mechanism used
to occlude ventricular septal defects. NMT Medical (Massa-
chusetts), W.L. Gore (Arizona) and AGA Medical Corpora-
tion (Minnesota) manufacture such devices. In 614, all com-
ponents are withdrawn from the right ventricle and the
procedure is complete.

Alternatively, the method 600 could include inserting a
patch into the left ventricle using the reinforcing element. The
patch could be positioned such that the patch aligns with a
non-viable region in the heart. The reinforcing element is
expanded to an expanded shape. In the expanded shape the
patch may be attach to the dilated portion of the heart. Addi-
tionally, the expanding could anchor the reinforcing element
to the septal wall in the right ventricle.

Another embodiment may be where the reinforcing ele-
ment and securing mechanism are deployed on either side of
the ventricle without creating a hole in the septum. In this
embodiment a guidewire would be placed in the jugular or
femoral veins and advanced to the proper location at the
septum. The reinforcing element and securing mechanism
may be advanced along the guidewire and the reinforcing
element secured to the septum at the border zone of the
non-viable septal tissue. The securing mechanism may be
secured to the viable tissue at the edge of the border zone. An
example of a type of securing mechanism that may be used
are those similar to securing devices used to secure thoracic
aortic aneurysm grafts. Medtronic (Minnesota), W.L. Gore
(Arizona) and Boston Scientific (Massachusetts) make these
securing mechanisms. In this embodiment the reinforcing
element could also be placed in the left ventricle side of the
septum. The guidewire may be advanced through the aortic
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valve from the femoral artery or through one of the three great
vessels coming off the aortic arch. The reinforcing element
may be placed in a fashion similar to that used to place the
device on the right ventricle side of the septum.

Another embodiment could have two reinforcing elements
being placed on either side of the septum in both the right and
left ventricles without being connected through the septum.
The placement of both reinforcing elements would be done as
described for the individual placements in the right and left
ventricles.

This procedure could also be done as part of an endoscopic
surgical ventricular repair, when the ventricle wall as well as
the septum have been damaged due to ischemia. The place-
ment of the reinforcing element will be as described in one of
the methods above. The endoscopic surgical ventricular
repair procedure consists of inserting a ventricular shaping
device into the left ventricle via the femoral artery. A molding
instrument may be inserted into the chest through a small
opening in an intercostal space to reach the epicardium. This
instrument will allow the surgeon to press the ventricle wall
against the shaping mandrel, to ensure that ventricle is
pressed against the mandrel. This pressing device will be
withdrawn and a clasping instrument may be inserted. The
molding instrument and clasping instrument may be one
device. This device will take bites out of the ventricle wall
starting at the edges of the area of non viable tissue that needs
to be excluded to restore the ventricle to its correct shape, size
and contour. The bites may be made with suture type devices
or clip type devices, for example. Such devices are currently
used in an endoscopic surgery procedure and commonly
referred as GIA. In which a portion of the patient’s stomach is
excluded from the remainder of the stomach. These devices
are manufactured by USSC (Connecticut), and Ethicon
Endosurgery (OChio). The clasping instrument may be par-
tially closed to allow the surgeon to ensure that he is properly
shaping the ventricle onto the shaping mandrel. If the surgeon
determines that he has the clasping instrument placed prop-
erly the device will allow for full closure. The implements
placed by the clasping instrument when closed will have
pulled the ventricle wall over the shaping mandrel and will
maintain the ventricle’s shape. Once the shaping is complete,
the shaping mandrel will be collapsed and taken from the
ventricle. Intraoperative imaging may be used during this
procedure to aid the surgeon’s view of the mandrel and ven-
tricle interface.

If' needed, revascularization during the beating heart
method may be done either with stents alone or with a LIMA
to LAD graft using a small thoracotomy and stents on any
other vessel that needs to be opened. All other aspects of
surgical ventricular restoration may be performed.

It is further understood that other modifications, changes
and substitutions are intended in the foregoing disclosure and
in some instances some features of the disclosure will be
employed without corresponding use of other features.
Accordingly, it is appropriate that the invention be construed
broadly and in a manner consistent with the scope of the
disclosure.

The invention claimed is:
1. A method for repairing a heart of a human, the method
comprising;

introducing a shaping device percutaneously into a vascu-
lature of the human, wherein the shaping device is in an
at least partially collapsed state and is coupled to a patch,

delivering the shaping device and patch into a left ventricle
through the vasculature,
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positioning the shaping device such that the patch substan-
tially aligns with at least a portion of non-viable tissue in
the heart,

expanding the shaping device to an expanded shape,

attaching the patch to at least a part of the heart such that the

ventricle is restored to an appropriate size,

at least partially collapsing the shaping device, and

removing the shaping device from the left ventricle.
2. The method of claim 1 further comprising substantially
reforming the wall of the ventricle over the shaper.
3. The method of claim 2 further comprising excluding at
least the portion of the non-viable tissue from the ventricle.
4. The method of claim 2 further comprising:
opening the chest cavity, and
securing the wall of the ventricle through the opening.
5. The method of claim 4 further comprising stapling the
ventricle with a stapling instrument to secure the wall of the
ventricle.
6. The method of claim 1 wherein the shaping device
comprises a wire mesh structure, and further comprising
expanding at least a portion of the wire mesh structure.
7. The method of claim 1 wherein the shaping device
comprises a balloon, and further comprising expanding at
least a portion of the balloon.
8. The method of claim 1 further comprising;
assessing a size and shape for the patch, and
cutting the patch to be of the assessed size and shape.
9. The method of claim- 1, wherein the portion of non-
viable tissue in the heart comprises akinetic tissue.
10. A method for reinforcing a human heart, comprising:
introducing a securing mechanism percutaneously into a
vasculature of a human body, wherein the securing
mechanism is in an at least partially collapsed state;

positioning the securing mechanism in the left ventricle
such that a reinforcing element substantially aligns with
at least a portion of non-viable tissue of the heart;

coupling the reinforcing element to a part of the heart,
wherein the reinforcing element is configured to inhibit
expansion of the left ventricle beyond a predetermined
volume;

excluding at least a portion of the non-viable tissue from

the ventricle; and

removing the securing mechanism from the left ventricle.

11. The method of claim 10, further comprising expanding
the securing mechanism.

12. The method of claim 10, further comprising collapsing
the securing mechanism.

13. The method of claim 10, further comprising:

assessing a size and shape for the reinforcing element; and

modifying the reinforcing element to be the assessed size
and shape.

14. The method of claim 10, wherein the securing mecha-
nism comprises a shaping device.

15. The method of claim 14, wherein the securing mecha-
nism comprises a wire mesh structure, and further comprising
expanding at least a portion of the wire mesh structure.

16. The method of claim 14, wherein the securing mecha-
nism comprises a balloon, and further comprising expanding
at least a portion of the balloon.

17. A method of reinforcing a portion of an endocardial
surface of a human heart, comprising:

inserting a catheter with a distal and proximal end percu-

taneosly into a vasculature of a human body;

guiding the catheter into a left ventricle;

deploying a reinforcing element in order to reinforce the

portion of an endocardial wall, wherein the reinforcing
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element is configured to substantially constrain the left
ventricle to a predetermined maximum volume;
matching a first surface of the reinforcing element to a
non-viable portion of the endocardium;

reforming the left ventricle to an appropriate shape and 3

volume using a second surface of the reinforcing ele-
ment; and

removing the catheter from the left ventricle.

18. The method of claim 17, wherein the reinforcing ele-
ment comprises a patch.

19. The method of claim 17, further comprising position-
ing the reinforcing element in the left ventricle using a secur-
ing mechanism.

20. The method of claim 17, further comprising:

assessing a size and shape for the reinforcing element, and

14

modifying the reinforcing element to be the assessed size
and shape.
21. The method of claim 19, further comprising:
positioning the securing mechanism such that at least a
portion of the reinforcing element substantially aligns
with a non-viable portion in the heart,
expanding the securing mechanism to an expanded shape,
and
coupling the reinforcing element to a part of the heart.
22. The method of claim 17, wherein the reinforcing ele-
ment comprises nitinol.
23. The method of claim 17, further comprising coupling
the reinforcing element to the septal wall separating the left
ventricle and a right ventricle.
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