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(57) ABSTRACT 

An actuation System for assisting the operation of the natural 
heart includes an actuator element adapted to be positioned 
proximate a portion of a heart wall. The actuator element is 
operable for acting on the heart wall portion to effect a 
change in the shape of the heart. A shape-limiting element is 
configured for being positioned proximate a heart wall. The 
shape-limiting element is operable for flexing to assume a 
curvature no greater than a predetermined curvature when 
the heart wall is acted upon and maintaining that predeter 
mined curvature to control the shape of the actuated heart. 
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HEART WALL ACTUATION SYSTEM FOR THE 
NATURAL, HEART WITH SHAPE LIMITING 

ELEMENTS 

RELATED APPLICATIONS 

0001. This application is a Divisional of U.S. patent 
application Ser. No. 10/223,271, filed on Aug. 19, 2002, the 
entire disclosure of which is incorporated herein by refer 
CCC. 

FIELD OF THE INVENTION 

0002 This invention relates generally to assisting the 
natural heart in operation by actuating a wall of the natural 
heart, and more Specifically to facilitating Such actuation 
without damage to the heart tissue. 

BACKGROUND OF THE INVENTION 

0003. The natural human heart and accompanying circu 
latory System are critical components of the human body and 
Systematically provide the needed nutrients and oxygen for 
operation of the body. AS Such, the proper operation of the 
circulatory System, and particularly, the proper operation of 
the heart, are critical in the life, health and well being of a 
perSon. A physical ailment or condition which compromises 
the normal and healthy operation of the heart can therefore 
be particularly critical and may result in a condition which 
must be medically remedied. 
0004 More specifically, the natural heart, or rather the 
cardiac tissue of the heart, can degrade for various reasons 
to a point where the heart can no longer provide Sufficient 
circulation of blood for maintaining the health of a patient at 
a desirable level. In fact, the heart may degrade to the point 
of failure and thereby may not even be able to sustain life. 
To address the problem of a failing natural heart, Solutions 
are offered to provide ways in which circulation of blood 
might be maintained. Some Solutions involve replacing the 
heart. Other Solutions are directed to maintaining operation 
of the existing heart. 
0005 One such solution has been to replace the existing 
natural heart in a patient with an artificial heart or a 
Ventricular assist device. In using artificial hearts and/or 
assist devices, a particular problem Stems from the fact that 
the materials used for the interior lining of the chambers of 
an artificial heart are in direct contact with the circulating 
blood. Such contact may enhance undesirable clotting of the 
blood, may cause a build-up of calcium, or may otherwise 
inhibit the blood's normal function. As a result, thromboem 
bolism and hemolysis may occur. Additionally, the lining of 
an artificial heart or a Ventricular assist device can crack, 
which inhibits performance, even when the crack is at a 
microscopic level. Moreover, these devices must be pow 
ered by a power Source, which may be cumberSome and/or 
external to the body. Such drawbacks have limited the use of 
artificial heart and assist devices to applications having too 
brief of a time period to provide a real lasting health benefit 
to the patient. 
0006 An alternative procedure also involves replacement 
of the heart, but includes a transplant of a natural heart from 
another human or animal into the patient. The transplant 
procedure requires removing an existing organ (i.e. the 
natural heart) from the patient for substitution with another 
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organ (i.e. another natural heart) from another human, or 
potentially, from an animal. Before replacing an existing 
organ with another, the Substitute organ must be “matched” 
to the recipient, which can be, at best, difficult, time con 
Suming, and expensive to accomplish. Furthermore, even if 
the transplanted organ matches the recipient, a risk exists 
that the recipient's body will still reject the transplanted 
organ and attack it as a foreign object. Moreover, the number 
of potential donor hearts is far less than the number of 
patients in need of a natural heart transplant. Although use 
of animal hearts would lessen the problem of having fewer 
donors than recipients, there is an enhanced concern with 
respect to the rejection of the animal heart. 

0007 Rather than replacing the patient's heart, other 
Solutions attempt to continue to use the existing heart and 
asSociated tissue. In one Such Solution, attempts have been 
made to wrap Skeletal muscle tissue around the natural heart 
to use as an auxiliary contraction mechanism So that the 
heart may pump. AS currently used, Skeletal muscle cannot 
alone typically provide Sufficient and Sustained pumping 
power for maintaining circulation of blood through the 
circulatory system of the body. This is especially true for 
those patients with Severe heart failure. 
0008 Another system developed for use with an existing 
heart for Sustaining the circulatory function and pumping 
action of the heart, is an external bypass System, Such as a 
cardiopulmonary (heart-lung) machine. Typically, bypass 
Systems of this type are compleX and large, and, as Such, are 
limited to Short term use, Such as in an operating room 
during Surgery, or when maintaining the circulation of a 
patient while awaiting receipt of a transplant heart. The size 
and complexity effectively prohibit use of bypass Systems as 
a long-term Solution, as they are rarely portable devices. 
Furthermore, long-term use of a heart-lung machine can 
damage the blood cells and blood borne products, resulting 
in post Surgical complications Such as bleeding, thromboem 
bolism function, and increased risk of infection. 

0009 Still another solution for maintaining the existing 
natural heart as the pumping device involves enveloping a 
Substantial portion of the natural heart, Such as the entire left 
and right ventricles, with a pumping device for rhythmic 
compression. That is, the exterior wall Surfaces of the heart 
are contacted and the heart walls are compressed to change 
the volume of the heart and thereby pump blood out of the 
chambers. Although Somewhat effective as a short-term 
treatment, the existing pumping devices have not been 
Suitable for long-term use. 

0010 Typically, with such compression devices, heart 
walls are concentrically compressed. A vacuum preSSure is 
then needed to overcome cardiac tissue/wall Stiffness, So that 
the compressed heart chambers can return to their original 
volume and refill with blood. This “active filling” of the 
chambers with blood limits the ability of the pumping device 
to respond to the need for adjustments in the blood volume 
pumped through the natural heart, and can adversely affect 
the circulation of blood to the coronary arteries. Further 
more, natural heart Valves, between the chambers of the 
heart and leaching into and out of the heart, are quite 
sensitive to wall distortion and annular distortion. The 
compressive movement patterns that reduce a chambers 
Volume and distort the heart walls may not necessarily 
facilitate valve closure (which can lead to valve leakage). 
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0.011 Therefore, mechanical pumping of the heart, such 
as through mechanical compression or distortion of the 
Ventricles, must address these issues and concerns in order 
to establish the efficacy of long term mechanical or mechani 
cally assisted pumping. Specifically, the Ventricles must 
rapidly and passively refill at low physiologic pressures, and 
the valve functions must be physiologically adequate. The 
myocardial blood flow of the heart also must not be impaired 
by the mechanical device. Still further, the left and right 
Ventricle pressure independence must be maintained within 
the heart. 

0012. The present invention addresses the issues of heart 
wall StiffneSS and the need for active refilling by assisting in 
the bending (i.e., indenting, flattening, twisting, etc.) of the 
heart walls, rather than concentrically compressing the heart 
walls. Because of the mechanics of deformation in hearts 
having proportions typical in heart failure (specifically, wall 
thickness/chamber radius ratios), the deformation from 
bending and the Subsequent refilling of the heart requires 
Significantly less energy than would the re-stretching of a 
wall that has been shortened to change the chamber Volume 
a similar amount. The present invention facilitates Such 
desirable heart wall bending and Specifically protects the 
heart wall during Such bending. 
0013 Another major obstacle with long term use of Such 
pumping devices is the deleterious effect of forceful contact 
of different parts of the living internal heart surface 
(endocardium), one against another, due to lack of precise 
control of Wall actuation. In certain cases, this coaptation of 
endocardium tissue is probably necessary for a device that 
encompasses both Ventricles to produce independent output 
preSSures from the left and right Ventricles. However, it can 
compromise the integrity of the living endothelium. 
0.014 Mechanical ventricular wall actuation has shown 
promise, despite the issues noted above. AS Such, devices 
have been invented for mechanically assisting the pumping 
function of the heart, and Specifically for externally actuat 
ing a heart wall, Such as a ventricular wall, to assist in Such 
pumping functions. 
0015 Specifically, U.S. Pat. No. 5,957,977, which is 
incorporated herein by reference in its entirety, discloses an 
actuation device for the natural heart utilizing internal and 
external Support Structures. That patent provides an internal 
and external framework mounted internally and externally 
with respect to the natural heart, and an actuator or activator 
mounted to the framework for providing cyclical forces to 
deform one or more walls of the heart, Such as the left 
ventricular wall. The invention of U.S. patent application 
Ser. No. 09/850,554, which is also incorporated herein by 
reference in its entirety, further adds to the art of U.S. Pat. 
No. 5,957,977 and specifically sets forth various embodi 
ments of activators or actuator devices which are Suitable for 
deforming the heart walls and Supplementing and/or pro 
Viding the pumping function for the natural heart. 
0016. When heart wall actuation systems like those noted 
above are utilized, the heart wall is actuated by being 
indented and/or deformed proximate a chamber of the heart 
to change the volume of the chamber. When actuated or 
indented in Such a way, a heart wall, or at least portions of 
the wall may have a tendency to take on shapes that are not 
desirable from a physical Standpoint. More specifically, the 
heart walls may have a tendency to become overly dis 

Nov. 10, 2005 

tended, or take on Sharp curvatures, in certain areas based 
upon the indentation of those walls in other areas. Such 
unnatural Shaping of the heart tissue may be damaging to the 
tissue. Therefore, when utilizing a heart wall actuation 
System, one issue to be addressed is the shape of the walls 
when the System is actuated, and the variance of that shape 
from the natural shape that the heart would assume when 
pumping normally. 

0017. It is therefore an objective of the present invention 
to assist in the operation of heart wall actuation Systems with 
the natural heart. 

0018. It is a further objective to reduce and prevent 
unnatural distortion of the heart and its components during 
activation with a heart wall actuation System. 
0019. It is still another objective of the present invention 
to provide long-term actuation and assistance for the heart 
by reducing unnatural StreSS on the heart during Such actua 
tion. 

0020. These objectives and other objectives and advan 
tages of the present invention will be set forth and will 
become more apparent in the description of the invention 
below. 

SUMMARY OF THE INVENTION 

0021. The present invention addresses the above objec 
tives and other objectives by providing an actuation System 
for assisting the operation of the natural heart which utilizes 
a shape-limiting element configured for being positioned 
proximate a heart wall to control the shape of the heart when 
it is actuated. The shape-limiting element is operable for 
bending or flexing to a predetermined curvature or multiple 
curvatures when the heart wall is acted upon and maintain 
ing those predetermined curvatures to control the shape of 
the actuated heart and limit any undesirable tensile or 
compressive Strain induced upon the heart tissue. In one 
embodiment, the shape-limiting element is utilized within an 
actuation System comprising a framework for interfacing 
with the natural heart, which includes an element configured 
for being anchored to tissue of the heart. An actuator element 
is adapted for being coupled to the framework and is 
configured for extending proximate a portion of a heart wall 
and acting on the heart wall to effect a change in the shape 
of the heart. The shape-limiting element may be coupled to 
the actuator element Such that the forces on the heart wall are 
also forces that vary the shape of the shape-limiting element. 

0022. In one embodiment of the invention, the shape 
limiting element comprises a plurality of discrete links that 
are positioned to form an elongated band. The links are 
hingedly coupled together and hinge with respect to each 
other So the band may flex or bend and change its shape. At 
least two of the adjacent links are shaped to interfere with 
each other when the links are hinged in a direction for a 
predetermined distance, to thereby limit further hinging and 
to maintain a predetermined curvature of the band. In a more 
Specific embodiment, the adjacent links include projections 
that eXtend outwardly from a longitudinal axis of the band. 
The projections are configured for interfering with each 
other upon flexing or bending of the band, and the resultant 
hinging of the links in order to prevent flexing of the band 
past a certain limit. The projections might be configured to 
further provide one predetermined curvature when the band 
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is flexed in one direction, and to provide another predeter 
mined curvature when the band is flexed in the other 
direction. 

0023. In accordance with another embodiment of the 
present invention, the shape-limiting element is in the form 
of a flexible belt having projections thereon that interfere 
with each other and limit the flexing of the belt to a 
predetermined curvature. 
0024. In another embodiment of the invention, one or 
more tethers are utilized to span between links of a hinging 
band, or along the flexible belt. The tethers, which are fixed 
to the band or belt at certain positions, have limited exten 
sibility to thereby limit the hinging or flexing of the element 
to a predetermined amount or distance to thereby maintain 
a predetermined curvature of the band when the heart is 
actuated. 

0.025 In another embodiment of the invention, a band of 
discrete hinging linkS utilizes a rigid Stop element, which 
spans between the links to engage the links and limit their 
hinging to a predetermined amount or distance. Individual 
links will hinge or pivot until they encounter the rigid stop 
element, which generally prevents further hinging. The rigid 
Stop elements might be individual elements, which are 
coupled between the links on one or both surfaces of the 
band. Alternatively, stop elements on both sides of the band 
may be coupled together to form a unitary Structure that may 
be hingedly coupled with the discreet links of the band. 
0026. In an alternative embodiment of the invention, a 
tubular Stop element, generally coaxial with the longitudinal 
axis of the band, may Surround portions of at least two linkS. 
The Stop elements form upper and lower Stop portions which 
are figured to engage the links and limit their hinging to 
thereby maintain a predetermined curvature of the band, 
once the band is bent or flexed a certain amount or distance. 

0027. In another embodiment of the invention, a helical 
Spring is utilized in combination with shape-limiting or 
curvature limiting Structures to limit the shape of the helical 
Spring and the overall shape of the heart. In one example, a 
sheath over the helical Spring provides Such shape limiting 
of the helical Spring. In another example, discrete links, 
interlaced between the coils of the helical Spring provide the 
shape limiting. 

0028. Further details of the invention are set forth below 
in the Detailed Description of the Invention. 

BRIEF DESCRIPTION OF THE DRAWINGS 

0029. The accompanying drawings, which are incorpo 
rated in and constitute a part of this specification, illustrate 
embodiments of the invention and, together with a general 
description of the invention given below, Serve to explain the 
principles of the invention. 
0030 FIG. 1 is a perspective view of a human heart 
utilizing one embodiment of the invention. 
0031 FIGS. 2A and 2B are perspective views illustrat 
ing an actuation System incorporating the invention in a 
relaxed State, and in an actuated State, respectively. 
0.032 FIG. 3 is a sectional view of one embodiment of a 
shape-limiting element in accordance with the principles of 
the present invention. 
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0033 FIG. 4 is a sectional view of another embodiment 
of a shape-limiting element in accordance with the prin 
ciples of the present invention. 
0034 FIG. 5 is a sectional view of another embodiment 
of a shape-limiting element in accordance with the prin 
ciples of the present invention. 
0035 FIG. 6 is a sectional view of another embodiment 
of a shape-limiting element in accordance with the prin 
ciples of the present invention. 
0036 FIG. 7 is a sectional view of another embodiment 
of a shape-limiting element in accordance with the prin 
ciples of the present invention. 
0037 FIG. 8 is a sectional view of another embodiment 
of a shape-limiting element in accordance with the prin 
ciples of the present invention. 
0038 FIG. 9 is a sectional view of another embodiment 
of a shape-limiting element in accordance with the prin 
ciples of the present invention. 
0039 FIG. 10 is a sectional cross-sectional view of the 
shape-limiting element of FIG. 9. 
0040 FIG. 11 is a sectional, cross-sectional view of a 
heart wall actuated by an actuation System without utilizing 
the shape-limiting invention. 

0041 FIG. 12 is a sectional, cross-sectional view of a 
heart wall utilizing the present invention. 
0042 FIGS. 13A,13B are front views of an alternative 
embodiment of the invention shown at rest and bent, respec 
tively. 

0043 FIGS. 14A and 14B are front views of another 
alternative embodiment of the invention shown at rest and 
bent, respectively. 
0044 FIG. 15 is a partial perspective view of another 
embodiment of the invention. 

004.5 FIG.16A, B, C, D, E are partial perspective views 
of Spring elements used in embodiments of the invention. 

DETAILED DESCRIPTION OF THE 
EMBODIMENTS 

0046) The present invention may best be described in the 
context of the natural human heart, and accordingly, the 
heart structure is discussed briefly below. Furthermore, the 
System of one embodiment is utilized with an actuator that 
is coupled to a framework that cooperates with the human 
heart. One Suitable actuator and framework for practicing 
the invention is disclosed in greater detail in U.S. Pat. No. 
5,957,977, which is incorporated herein by reference in its 
entirety. Another actuation System Suitable for use with the 
present invention is Set forth in U.S. patent application Ser. 
No. 09/850.554, which is incorporated herein by reference 
in its entirety. A brief overview of the heart and a suitable 
heart wall actuation System for practicing the invention is Set 
forth below. However, the present invention and its benefits 
are not limited to the disclosed actuation System or frame 
work. Other actuation Systems and/or frameworks will also 
be Suitable for practicing the invention. 
0047 Referring now to FIG. 1, a natural human heart 10 
is shown in perspective with a portion of a framework for an 
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actuation System. The heart 10 has a lower portion compris 
ing two chambers, namely a left Ventricle 12 and a right 
Ventricle 14, which function primarily to Supply the main 
pumping forces that propel blood through the circulatory 
System, including the pulmonary System (lungs) and the rest 
of the body, respectively. Heart 10 also includes an upper 
portion having two chambers, a left atrium 16 and a right 
atrium 18, which primarily serve as entryways to the ven 
tricles 12 or 14, and also assist in moving blood into the 
ventricles 12 or 14. The interventricular wall or septum of 
cardiac tissue separating the left and right Ventricles 12 and 
14 is defined externally by an interventricular groove 20 on 
the exterior wall of the natural heart 10. The atrioventricular 
wall of cardiac tissue Separating the lower ventricular region 
from the upper atrial region is defined by atrioventricular 
groove 22 on the exterior wall of the natural heart 10. The 
configuration and function of the heart is known to those 
skilled in this art. 

0.048 Generally, the ventricles are in fluid communica 
tion with their respective atria through an atrioventricular 
valve in the interior volume defined by heart 10. More 
Specifically, the left ventricle 12 is in fluid communication 
with the left atrium 16 through the mitral valve, while the 
right ventricle 14 is in fluid communication with the right 
atrium 18 through the tricuspid valve. Generally, the ven 
tricles are in fluid communication with the circulatory 
System (i.e., the pulmonary and peripheral circulatory Sys 
tem) through Semilunar valves. More specifically, the left 
ventricle 12 is in fluid communication with the aorta 26 of 
the peripheral circulatory System, through the aortic valve, 
while the right ventricle 14 is in fluid communication with 
the pulmonary artery 28 of the pulmonary, circulatory Sys 
tem through the pulmonic or pulmonary valve. 

0049. The heart basically acts like a pump. The left and 
right Ventricles are Separate, but share a common wall, or 
septum. The left ventricle has thicker walls and pumps blood 
into the Systemic circulation of the body. The pumping 
action of the left ventricle is more forceful than that of the 
right ventricle, and the associated pressure achieved within 
the left ventricle is also greater than in the right Ventricle. 
The right ventricle pumps blood into the pulmonary circu 
lation, including the lungs. During operation, the left ven 
tricle fills with blood in the portion of the cardiac cycle 
referred to as diastole. The left ventricle then ejects any 
blood in the part of the cardiac cycle referred to as Systole. 
The Volume of the left ventricle is largest during diastole, 
and Smallest during Systole. The heart chambers, particularly 
the Ventricles, change in Volume during pumping. 
0050. By way of a non-limiting example, the present 
invention is discussed in terms of embodiments that are used 
to primarily assist in the actuation and operation Solely of the 
left ventricular portion of the heart 10. However, it is noted 
that the present invention can also be used to assist in the 
actuation and operation of other portions of the natural heart 
10, Such as individual atria, the right ventricular portion of 
the heart 10, or simultaneously both atria or both ventricles. 

0051. In accordance with illustrating an example of use 
of the invention with the left ventricular portion of the heart, 
one possible framework and actuator System are discussed 
which are positioned on the exterior Surface or epicardium 
of the left ventricle. The invention may also be used with 
other chambers of the heart. 
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0052 Part of the framework for an actuation system is 
illustrated in FIGS. 1, 2A, and 2B by reference numeral 70, 
which refer to an external component or yoke of the frame 
work. The framework also includes one or more internal 
framework elements (not shown) including an internal Stent 
to which the external yoke or external framework element 
70 is fixed by transmural cords, which extend through walls 
of the heart. The internal Stent is sized and configured for 
placement within the interior volume of the natural heart 10, 
generally alongside the right Side of the interventricular 
Septum. The Stent also includes at least two Separate ring 
Structures for positioning proximate the valve annuli of the 
left side of the heart. Further details of one Suitable frame 
work are set forth in U.S. Pat. No. 5,957,977. 
0053 As noted above, the framework includes external 
yoke 70, for placement around a portion of the exterior 
Surface or epicardium of a natural heart 10. The generally 
stirrup-shaped yoke 70 in the illustrated embodiment 
restricts free motion of the natural heart 10 So that the natural 
heart 10 can be actuated and assisted. Yoke 70 also acts as 
an anchor or base for an appropriate actuator System for use 
with the invention. In one embodiment, the yoke 70 is 
between about 1 and 2 cm wide and includes a Semi-rigid 
collar portion, preferably made of either a Solid polymer of 
appropriate mechanical behavior, Such as polypropylene or 
polyacetal, or a composite of metal (stainless Steel or pure 
titanium) band or coil spring elements, polymer fabric and 
fiber (e.g. polyester knit) and Soft elastomer, for providing 
rigidity to the yoke 70. Additionally, the yoke 70 may 
include a gel-filled cushion portion 80 that is positioned 
immediately adjacent the exterior Surface (epicardium) of 
the natural heart 10 for providing equalized pressure over 
the irregularities in the epicardial Surface of the heart 10, and 
any of the coronary arteries 30 within a region under the 
yoke 70. Preferably, the yoke 70 is sized and configured for 
placement adjacent at least a portion of the atrioventricular 
groove 22, and Simultaneously adjacent at least a portion of 
the anterior and posterior portions of the interventricular 
groove 20, and most preferably, adjacent at least a Substan 
tial portion of the anterior and posterior portion of the 
interventricular groove 20, as shown in FIG. 1. 
0054 General alignment of the yoke 70 with interior 
framework elements is maintained by at least one transmural 
cord (not shown), and preferably, a plurality of cords that 
penetrate the walls of the natural heart 10 and connect to the 
internal Stent and one or more of the internal rings, as 
discussed in U.S. Pat. No. 5,957,977. 

0055 FIGS. 2A and 2B illustrate one embodiment of the 
present invention which includes elements of the framework 
described above, and Specifically includes the external 
framework element or yoke 70, anchored to tissue of the 
heart. The actuation System 72 includes an actuator element, 
which is configured to engage or extend proximate to or 
along a heart wall exterior Surface, or epicardial Surface 73 
of the heart 10 (See FIG. 1). The actuation system 72 has a 
relaxed state as illustrated in FIG. 2A, wherein the actuator 
element, Such as an actuator band 74 will generally follow 
the distended curvature of a heart wall portion of the relaxed 
or diastolic heart. The actuation System also has an actuated 
state, as illustrated in FIG.2B, wherein the band 74 engages 
and acts on the outer Surface of the heart wall and effects a 
shape and Volume change of a portion of the heart, Such as 
the left ventricle by indenting or deforming the heart wall. 
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The shape of the actuated band 74 will determine the type of 
shape of the heart indentation and the resultant forces on the 
heart. In the embodiment of the invention illustrated in 
FIGS. 2A and 2B, the actuation system thereby comprises 
an actuator band 74 which is selectively movable between 
the relaxed state (FIG. 2A) and actuated state (FIG. 2B). 
The actuator band 74 is operable, when in the actuated state, 
to assume a predetermined shape and/or curvature, and 
thereby indent a portion of the heart wall to effect a change 
in the shape of the heart and thereby effect a reduction in the 
volume of the heart chamber. A drive apparatus 76 is 
coupled to the actuator band and is operable for Selectively 
moving the actuator band between the relaxed and actuated 
States to achieve the desired assistance of the natural heart. 

0056 Referring to FIG. 2A, the actuation system utilizes 
an actuator band 74 comprising a plurality of juxtaposed 
blocks 78 which may be drawn together by drawing cords 
80, which pass through apertures 81 in the blocks, and 
through associated sheaths 82, to make the band 74 form a 
predetermined shape and thereby act on the heart surface 73 
to effect a change in the shape of the heart. 

0057. In accordance with one aspect of the present inven 
tion, the shape of the heart is controlled by Shape-limiting 
elements 86 which are also configured for being positioned 
proximate a heart wall. The shape-limiting elements will 
generally be positioned proximate the actuator element. In 
the embodiment illustrated in FIGS. 2A and 2B, the shape 
limiting elements 86 cooperate with the actuator element or 
band 74 and are actually coupled thereto. The shape-limiting 
elements are operable for bending or flexing to assume a 
predetermined curvature or shape when the heart wall is 
acted upon by band 74. The shape-limiting elements 86 
maintain the predetermined curvature or shape and control 
the shape of the heart so that the heart is not overly 
distended, and So that the heart will not take on shapes or 
curves, which are detrimental to the heart wall, and the tissue 
forming the heart wall. 

0.058. In one embodiment of the invention, the shape 
limiting elements are configured as elongated bands, which 
extend along a wall of the heart. The bands are flexible and 
may be bent or flexed when a force is applied thereto, Such 
as by an actuator element 74. However, the bands are 
constructed to only bend or fleX a certain amount or a certain 
distance, and then to resist any further bending or flexing. 
That is, various portions of the flexible band will take on or 
assume predetermined curvatures when bent or flexed. Once 
the predetermined curvature is attained, the curvature-lim 
iting band will resist any further bending or flexing in that 
particular direction. In accordance with one aspect of the 
present invention, different portions or Sections of the band 
may have different predetermined curvatures or shapes when 
bent. That is, one portion might bend past the curvature 
amount of another portion of the band. Furthermore, the 
band might fleX in one direction a greater amount than it 
flexes in another direction, So that, depending upon the 
direction of flex, the band will take one shape, or have one 
predetermined curvature which is different than the shape or 
predetermined curvature achieved when the band is flexed in 
the other direction. 

0059. As noted above, the shape-limiting elements, as 
illustrated herein, are not Specifically confined to use with a 
“string-of-blocks' actuator element 74, which is shown by 
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way of example. As illustrated in FIGS. 2A and 2B, the 
shape-limiting elements 86 are coupled to the actuator 
element 74 for moving with the actuator element and being 
bent or flexed by the forces of the actuator element. Alter 
natively, they might be mounted and positioned proximate 
the heart independently of the actuator element. 
0060 FIG. 3 illustrates one embodiment of a shape 
limiting element in accordance with the principles of the 
present invention. Figure 3 shows a perspective view of a 
Small Section of an elongated band 88, which comprises a 
plurality of distinct links that are positioned, generally 
end-to-end or Side-by-Side to form an elongated band. The 
links are hingedly coupled together to hinge with respect to 
each other for varying the shape of the band. For example, 
the links 90a, 90b, in FIG.3 have tabs 91 with apertures 92 
formed therethrough for receiving hinge pins 93 Such that 
the links are hingedly coupled together to hinge with respect 
to each other for varying the shape of the band. The links 
include projections or projection sections 94, 96 that extend 
outwardly from a longitudinal axis of the band indicated by 
reference numeral 97. When the adjacent links, such as links 
90a and 90c are hinged a certain distance in a direction, such 
as the direction indicated by reference arrows 98, the links 
interfere with each other to limit further hinging and to 
maintain a predetermined shape and/or curvature of the 
band. That is, when the links are hinged in the direction 98, 
the projections 94 will touch each other and prevent further 
hinging, to limit the curvature of the bands. In that way, the 
actuated or flexed band will maintain a predetermined 
curvature, and when positioned along the Side of the heart, 
the band 88 will control the shape of the heart when the heart 
wall is actuated by the actuator mechanism. 
0061. As illustrated in FIG.3, the links 90a, 90b, and 90c 
have projections 94, 96 that extend on both sides of a 
longitudinal axis 97. Therefore, when the adjacent links 90a, 
90c are hinged in an opposite direction as indicated by 
reference numeral 99, projections 96 will interfere with each 
other. When the adjacent links are hinged a predetermined 
amount or distance, further hinging is thereby limited to 
maintain a predetermined curvature in the band in that 
direction as well. Therefore, the adjacent links are shaped to 
interfere with each other when hinged in both the first 
direction and also in an opposite direction. Alternatively, the 
links might be configured only to Significantly interfere with 
each other when the band is flexed in one direction. As will 
be appreciated, each of the adjacent links will generally 
interfere with the other adjacent links to limit hinging past 
a certain point and thereby maintain the predetermined 
curvature of the band. That is, band 88 will flex and bend for 
predetermined distances in certain Sections of the band to 
form a shape and to maintain predetermined curvatures. The 
band will then no longer significantly flex or bend past a 
predetermined curvature, and the predetermined curvature 
of the band will be maintained to maintain a desired shape 
of the heart. 

0062. In accordance with another aspect of the present 
invention, the adjacent links may be further configured to 
maintain one predetermined curvature when hinged in one 
direction, and to maintain a different predetermined curva 
ture when hinged in an opposite direction. Referring again 
to FIG. 3, the projections 96 illustrated for the links are 
thinner than the projections 94. In that way, the hinged links, 
Specifically projections 96, will have to hinge a greater 
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amount in one direction before they interfere with each 
other, than will the projections 94 (which are generally 
illustrated as being wider than the protrusions 96) when the 
band is hinged in an opposite direction. AS Such, different 
predetermined curvatures are allowed, depending upon 
which direction the actuator band is flexed or bent. 

0063 Turning now to FIGS. 11 and 12, a schematic view 
is shown of heart wall surface 73 being actuated by an 
actuator element 74 with and without the shape-limiting of 
the present invention. Specifically, FIG. 11 shows signifi 
cant curves in the heart wall surface 73 made by the actuator 
element 74 when the shape of the heart is not controlled. 
FIG. 12, on the other hand, shows a system utilizing a 
shape-limiting element 100, which maintains a predeter 
mined curvature and controls the shape of the actuated heart. 
To that end, the curvature (mathematically defined as the 
inverse of the radius of curvature) associated with the curves 
101, as illustrated in FIG. 11, is significantly lessened for the 
curve 102, as illustrated in FIG. 12. In that way, significantly 
unnatural Shaping of the heart is prevented, and damage to 
heart tissue is also prevented. 
0064 FIG. 5 illustrates an alternative embodiment of the 
shape-limiting element of the invention. The element is in 
the form of a band 104, including a flexible belt 106, with 
a plurality of protections, or projection portions 108, which 
extend outwardly from a longitudinal axis 107 of the band. 
As discussed above with respect to FIG. 3, the band 106 is 
flexible, and can flex or bend in opposite directions for a 
predetermined amount to form a predetermined shape and 
curvature, Such as when the heart wall is acted upon by an 
actuator element. The projections 108, which are shown on 
both sides of the belt 106, in the embodiment of FIG. 5, 
interfere with each other when the belt is flexed a predeter 
mined amount to limit further flexing and to maintain a 
predetermined curvature of the band. In that way, the shape 
of the heart may be controlled when a wall of the heart is 
being actuated by an actuation system. The belt 106 may be 
formed of a Suitable flexible material, Such as a Strip of Soft, 
Solid polymer, leather, fabric, and So forth. The projections 
108 may be formed of a suitable sufficiently hard material, 
Such as stainless steel 316, or CP titanium, so that the 
projections properly interfere with each other to prevent 
further flexing or hinging of the band as discussed above 
with band 88. Similarly, the links 90 of band 88 may be 
formed of Such materials. 

0065. In accordance with another aspect of the present 
invention, the predetermined curvature of the Shape-limiting 
element may be maintained by tether Structures Spanning 
between at least two adjacent links, rather than mechanical 
interference between the links. Turning to FIG. 4, a band 
110 is illustrated, having multiple discreet links 112 which 
may hinge with respect to each other on pins 113. A tether 
114 spans between at least two adjacent links. The tether 114 
has limited extensibility to limit hinging when the adjacent 
linkS 112 are hinged in a direction a predetermined amount 
or distance. To that end, the tether 114 may be fixed at points 
116 to a side of the band 110. Alternatively, another, similar 
tether might be positioned on the other side of the band 110. 
AS is readily understood, when the linkS 112 are hinged in 
one direction to extend a portion of the tether 114, Such as 
tether portion 114a, that portion will reach its maximum 
extended length and then limit further hinging of the links in 
a particular direction. It is the tether on the outside radius of 
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the curved band which limits further action, rather than the 
tether on the inside radius. By tethering various of the links 
of the band 110 together, the predetermined curvature of the 
band may be maintained. FIG. 4 illustrates a single tether 
114 extending along the length and coupled at multiple 
points 116. Alternatively, individual small tether portions 
114a might be individually attached between the links 112, 
rather than a Single long tether. With tethering on both Sides, 
the predetermined curvature of the band may be controlled 
when the band is bent or flexed in both directions. 

0066 FIG. 6 illustrates another alternative embodiment 
of a shape-limiting element, wherein a band 118 includes a 
belt 120 and a tether 122, which is coupled at various points 
123 along the length of the belt. When the belt is flexed or 
bent in a direction, tether 122 has limited extensibility and 
will only allow the belt 120 to bend to a predetermined 
curvature, and will then maintain that predetermined curva 
ture and generally prevent further bending in order to control 
the shape of the heart that is being actuated. 
0067. The tethers 114, 122, as illustrated in the drawings, 
are in the form of thin bands. However, the tethers might 
include alternative Structures, Such as cord, cables and 
chains. Multiple tethers or a Single tether are fixed to the 
Surfaces of a band or belt, and fixed in intervals to Such 
Surfaces. At the extent of flexion of the band or belt between 
tether fixation points. The corresponding Segment of tether 
becomes taut and the belt or band flexion is limited to 
maintain a predetermined curvature. 
0068 Turning now to FIG. 7, a band 124, having mul 
tiple links 126 is shown similar to the band of FIG. 4. The 
multiple links or other discrete elements are positioned to 
form an elongated band, and the linkShinge with respect to 
each other for varying the shape of the elongated band. For 
maintaining a predetermined curvature, band 124 utilizes a 
plurality of rigid stop elements 128 which are fixed to the 
band to span between at least two adjacent links. The Stop 
elements 128 are configured to engage the links and limit 
their hinging when the adjacent links are hinged in one 
direction a predetermined amount. This thereby maintains a 
predetermined curvature of the band. In the embodiment 
illustrated in FIG. 7, a single stop element 128 fixed to one 
link 126 also spans acroSS and engages adjacent links on 
either side of the link to which the stop element is fixed. The 
Stop element may be shaped and configured to provide a 
desired amount of flexing or bending of the band, to prevent 
any further flexing or bending past the predetermined cur 
vature, as discussed above. The stop elements 128 might be 
positioned on one or both surfaces of the band 124. 
0069 FIG. 8 illustrates another alternative embodiment 
of a shape-limiting element wherein band 130 includes 
discrete linkS 132, which hinge with respect to one another, 
such as at a hinge point 133. Band 130 between the links 132 
incorporates a structure 134 which incorporates Stop ele 
ments 136 on both sides of the band, and which couples the 
stop elements 136 together. The structure 134 has an I-beam 
shape in cross-section. The center portion 137 between the 
stop elements 136 may be coupled to the links 132, such as 
by being hingedly coupled with the links, or may float freely 
between the linkS. In any case, when the links are hinged 
together and the band is bent or flexed, the links 132 will 
engage the Stop Structures 136 and be prevented from further 
hinging past a predetermined curvature for the band, in 
accordance with one aspect of the present invention. 
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0070 FIGS. 9 and 10 illustrate another embodiment of 
a Stop Structure, which might be utilized with a shape 
limiting element, for achieving the desired predetermined 
curvature and flexion limitation for the shape-limiting ele 
ment. 

0071 FIGS. 9 and 10 illustrate a perspective and cross 
Sectional view, respectively, of a band 140 comprising a 
plurality of linkS 142, Such as the link Structures as illus 
trated in FIGS. 4 and 7. Rather than having stop structures 
individually positioned proximate Sides of the band, a tubu 
lar-shaped Stop element 144 is utilized, which forms an 
opposing top Stop portion 146a and a bottom Stop portion 
146b. The tubular-shaped element 144 cooperates to prevent 
hinging of the linkS 142 beyond a predetermined amount to 
thereby set and maintain a predetermined curvature for the 
band when it is flexed or bent in one or more directions. The 
tubular Stop element 144 might be fixed in place, Such as by 
being hinged with the center linkage element 143 at a hinge 
point 147, as illustrated in FIGS. 9 and 10. Alternatively, 
rather than having a specific linkage element, the linkS 142 
may be directly hinged to each other on a hinge pin that is 
mounted to the tubular stop element 144 at hinge point 147. 
Referring to FIG. 10, when the links 142 hinge past a certain 
point, various of the links will engage the tubular stop 
element 144 and generally be prevented from hinging fur 
ther in a particular direction. 

0.072 In accordance with one advantage of the present 
invention, the imposed curvature of a heart wall, which is 
deformed by a heart wall actuation System and an actuator 
element, cannot exceed a given limit. The curvature "k” is 
defined as the inverse of the radius of curvature with units 
of length. By preventing the curvature (k) from exceeding a 
given limit, the radius of curvature is prevented from being 
reduced below a given limit, So that Sharp curvature points 
of the deformed or actuated heart wall are avoided. 

0073. This is a particular advantage, because the maxi 
mum tensile or compressive Strain induced in the heart wall 
tissue is a direct consequence of the thickness of the heart 
wall and the induced curvature. Any excessive tensile or 
compressive Strain on the heart wall may cause tissue 
disruption or other associated damage. 

0074) Referring to FIGS. 11 and 12, various crossing 
lines 103 are illustrated through the heart wall 73. The 
change and Separation between the various crossing lines 
103, at varying positions along the heart wall, indicate the 
imposed tensile and/or compressive Strain at those points. AS 
may be seen between FIGS. 11 and 12, the maximum 
tensile Strain in the inner layers of portions of the heart wall 
73 adjacent the corners of the actuator element 74, are much 
greater without a shape-limiting element 100 (FIG. 11), than 
with a shape-limiting element (FIG. 12). 
0075. In accordance with another aspect of the present 
invention, flexible Spring structures, combined with addi 
tional Structures to limit their flexing or bending, may be 
utilized. Such Structures may be used as shape-limiting 
elements as discussed above. Referring to FIGS. 13A and 
13B, a flexible spring 160 is shown and includes closely 
wound or tightly wound coils or coil turns. Spring 160 may 
be made of high fatigue metal, Such as titanium, or other 
Suitable compositions. Also, the Spring might be constructed 
with standard circular turns or coils as illustrated in FIGS. 
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13A and 13B. Alternatively, as illustrated in FIG. 16A-E 
and as illustrated and further discussed here and below, other 
coil shapes might be used. 

0076. In combination with spring structure 160 is an 
outer sheath 162, which is woven or otherwise formed 
around the spring structure 160. The sheath 162 operates to 
restrict the bending or flexibility of the inner core Spring 
structure 160. The spring structure 160 may be bent until the 
sheath 162 reaches its maximum elongation. The sheath is 
Specifically woven or formed to allow bending of the Spring 
Structures 160 within a range designated by the curvature 
desired. Therefore, curvature of the Spring Structure is lim 
ited. 

0.077 More specifically, referring to FIG. 13B, when the 
Spring Structure is bent, a portion 164 thereof becomes more 
convex (or less concave) and the distance between the 
individual coil sections 165 increases. The distance between 
the coil sections 165, and therefore the shape of the spring 
structure 160 at area 164, is limited by the restriction 
provided by sheath 162. Similarly, a portion or area 166 of 
the spring structure 160, indicated by coil sections 167, 
becomes generally more concave (or less convex) wherein 
the Spring Structure in that area remains generally the same 
length as it was prior to being bent as illustrated in FIG. 
13A. The outer sheath 162 provides generally a tethering 
action and when any part of the sheath reaches its maximum 
length (e.g., all component fibers within a woven sheet are 
straightened to their maximum length), further bending or 
flexing is generally prevented. Generally, the sheath is 
constructed So that Substantial deformation or breaking of its 
fibers or other components will not occur with the forces that 
are expected in its use. Referring to FIG. 1, the structure 
such as illustrated in FIGS. 13A and 13B might be utilized 
as a shape-limiting element 86 as shown in FIG. 1. 

0078 FIGS. 14A and 14B illustrate another alternative 
embodiment of a spring structure 170, in combination with 
a sheath 172. The spring structure 170 has loosely wound 
coils 174. It is also formed of a Suitable material, Such as CP 
titanium or StainleSS Steel or a shape memory composition. 
The Spring Structure 170 is encased, at least partially, in a 
sheath 172 which may be similarly formed as the sheath 162 
discussed above. When a bending moment is imposed on the 
spring structure 170, a convex surface 176 of the sheath 172 
is already tightened and will not permit the conveX coil 
Sections 178 to generally Separate any further. This generally 
prevents significant elongation of the convex portion of the 
Spring. However, in a concave portion 179 of the Spring 
structure illustrated by coil sections 180, the coil sections 
180 may be drawn closer together, thereby effectively short 
ening concave portion 179. Generally when the coiled 
Sections 180 are in contact with each other, no further 
significant shortening of the concave portion 179 will occur 
without either compressive deformation of the coil Sections 
180 or tensile deformation or breaking of the sheath 176. 
The Structure may be designed and build for Specific mini 
mum radius (or, equivalently, maximum curvature) limits by 
Selection of wire gauge, inter-coil coil gaps after sheath 
placement, and elastic characteristics of the sheath, and 
initial sheath tension imposed by the compressed Spring 
Structure. 

0079. In an alternative embodiment of the invention as 
illustrated in FIG. 15, a somewhat loosely wound helical 
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Spring structure 184 might be constrained along a side or 
portion thereof to maintain a Specific length or curvature. 
Referring to FIG. 15, the coil structure 184 having various 
coil turns 186 is utilized in combination with rigid links 188 
which connect adjacent coils along one Side, or Section, or 
aspect of the coil structure 184. The links are formed of a 
Suitable rigid material, Such as a high-strength polymer (e.g., 
polyacetal or ultrahigh molecular weight polyethylene 
(UHMWPH)), or of a highly rigid material such as a metal 
(e.g., Stainless Steel or CP titanium or other biocompatible 
alloy). The links 188 are formed so that they have appro 
priate apertures 190 through which the coil turns 186 may 
pass. The apertures 190 may be angled to address the 
appropriately angled pitch of the coil turns. AS illustrated in 
FIG. 15, adjacent coils, such as coils 186a and 186b are kept 
at a fixed distance apart, along one aspect of the Spring 
structure, by one or more of the links 188. In one embodi 
ment, the links will be Staggered. 
0080 For example, links 188a and 188b might couple 
together turns 186a and 186b. Similarly, link 188c might 
couple together turns 186a and 186c. Further, links 188d and 
188e might couple together coil turns 186c and 186d. 
Similarly, the pattern might be repeated along the desired 
length of the spring structure 184. In that way, the linked 
aspect or Side of the Spring Structure has a fixed length, but 
can change its curvature. If the bending moment caused the 
spring structure 184 to curve, there would generally be little 
resistance other than the relatively low flexural rigidity of 
the coil Spring, until the coil portions on the aspect opposite 
the linked aspect came in contact with each other. Then a 
compressive force would prevent further Substantial bending 
of the Spring Structure unless either the links or their 
respective wire portions fail in tension or Shear, the lower 
aspect wire Segments fail in compression, or the entire 
Spring buckles. In accordance with one aspect of the present 
invention, the design and material choice would be made 
Such that any failure modes would be highly unlikely under 
expected loading or curvature. The links might be kept in 
position by a retaining feature, which is Secured appropri 
ately to the link structures on the side of the coil. 
0.081 Alternatively, they might be allowed to move 
freely on the coil Structure. 
0082 In the still further alternative embodiment, a fabric 
sheath, such as that described above with respect to FIGS. 
13A, 13B, 14A, and 14B might be utilized with the structure 
illustrated in FIG. 15. The sheath in combination with the 
links 188 might be utilized to further limit curvature of the 
Structure illustrated in FIG. 15. 

0083 FIGS. 16A-16E illustrate various embodiments of 
a Spring structure, which might be utilized as described 
herein as a curvature-limiting element. That is, these figures 
illustrate various different turn or coil shapes which might be 
utilized rather than Simply circular coil shapes and turns of 
a Standard helical coil. For example, the coils of Spring 
structure 200, FIG. 16A, are generally triangular, while the 
coils of Spring Structure 202 are generally trapezoidal. 
Spring Structure 204 has round coils and Spring Structures 
206, 208 have coils that are rectangular with rounded 
corners and rectangular with rounded ends, respectively. It 
will be understood by a person of ordinary skill in the art that 
other Spring Structures might also be utilized. 
0084. While the present invention has been illustrated by 
the description of the embodiments thereof, and while the 
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embodiments have been described in considerable detail, it 
is not the intention of the applicant to restrict or in any way 
limit the Scope of the appended claims to Such detail. 
Additional advantages and modifications will readily appear 
to those skilled in the art. Therefore, the invention in its 
broader aspects is not limited to the Specific details repre 
Sentative apparatus and method, and illustrative examples 
shown and described. Accordingly, departures may be made 
from Such details without departure from the Spirit or Scope 
of applicant's general inventive concept. 

What is claimed is: 
1. An actuation System for assisting the operation of the 

natural heart, the actuation System comprising: 
an actuator element configured for being positioned proxi 

mate a portion of a heart wall and operable for acting 
on the heart wall portion to effect a change in the shape 
of the heart; 

a shape-limiting element configured for being positioned 
proximate a heart wall, the shape-limiting element 
operable for flexing to assume a predetermined curva 
ture when the heart wall is acted upon and maintaining 
that predetermined curvature to control the shape of the 
heart. 

2. The actuation System of claim 1 wherein shape-limiting 
element is coupled to the actuator element. 

3. The actuation System of claim 1 wherein the shape 
limiting element comprises: 

a plurality of discrete linkS positioned to form a band, the 
linkShingedly coupled together to hinge with respect to 
each other for varying the shape of the band; 

at least two adjacent links being shaped to interfere with 
each other, when the adjacent links are hinged in a 
direction for a predetermined distance, to limit hinging 
and to maintain a predetermined curvature of the band. 

4. The actuation System of claim 3 wherein the adjacent 
links include projections extending outwardly from a lon 
gitudinal axis of the band, the projections configured for 
interfering with each other. 

5. The actuation system of claim 3 wherein said adjacent 
links are shaped to interfere with each other when hinged in 
both one direction and another direction. 

6. The actuation system of claim 5 wherein the adjacent 
links are further configured to maintain one predetermined 
curvature when hinged in the one direction and to maintain 
a different predetermined curvature when hinged in the 
another direction. 

7. The actuation system of claim 1 wherein the shape 
limiting element comprises: 

a plurality of discrete linkS positioned to form a band, the 
linkShingedly coupled together to hinge with respect to 
each other for varying the shape of the band; 

a tether Spanning between at least two links, the tether 
having limited extensibility to limit hinging when the 
links are hinged in a direction for a predetermined 
distance to thereby maintain a predetermined curvature 
of the band. 

8. The actuation system of claim 1 wherein the shape 
limiting element comprises: 

an elongated, flexible belt; 
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a plurality of projections extending outwardly from a 
longitudinal axis of the belt, the protrusions configured 
for interfering with each other, when the belt is flexed 
in a direction for a predetermined distance, to limit 
flexing and to maintain a predetermined curvature of 
the belt. 

9. The actuation system of claim 1 wherein the shape 
limiting element comprises: 

an elongated, flexible belt, 
a tether fixed to the belt in at least two positions Spaced 

along a longitudinal axis of the belt, the tether having 
limited extensibility to limit flexing of the belt when the 
belt is flexed in a direction for a predetermined distance 
to thereby maintain a predetermined curvature of the 
belt. 

10. The actuation system of claim 1 wherein the shape 
limiting element comprises: 

a plurality of discrete linkS positioned to form a band, the 
linkShingedly coupled together to hinge with respect to 
each other for varying the shape of the band; 

a rigid stop element spanning between at least two links, 
the Stop element configured to engage the linkS and 
limit hinging, when the links are hinged in a direction 
for a predetermined distance, to thereby maintain a 
predetermined curvature of the band. 

11. The actuation system of claim 10 further comprising 
a rigid Stop element Spanning the links on opposite sides 
thereof and limiting hinging in both one direction and 
another direction. 

12. The actuation system of claim 11 wherein the stop 
elements on the opposite Sides of the links are further 
configured to maintain one predetermined curvature when 
the links are hinged in the one direction and to maintain a 
different predetermined curvature when the links are hinged 
in the another direction. 

13. The actuation system of claim 11 wherein the stop 
elements on the opposite sides are coupled together between 
the links. 

14. The actuation system of claim 13 wherein the stop 
elements are coupled together to form a generally unitary 
Structure. 

15. The actuation system of claim 1 wherein the shape 
limiting element comprises: 

a plurality of discrete linkS positioned to form a band, the 
linkShingedly coupled together to hinge with respect to 
each other for varying the shape of the band; 

a tubular Stop element Surrounding portions of at least two 
links and generally coaxial with a longitudinal axis of 
the band, the Stop element configured to engage the 
links and limit hinging, when the adjacent links are 
hinged in a direction for a predetermined distance, to 
thereby maintain a predetermined curvature of the 
band. 
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16. A method for assisting the operation of the natural 
heart, the method comprising: 

positioning an actuator element proximate to a heart and 
operating the actuator element to act on a heart wall 
portion to effect a change in the shape of the heart; 

with a shape-limiting element configured for being posi 
tioned proximate a heart wall, allowing the shape 
limiting element to flex to a predetermined curvature 
when the heart wall portion is acted upon and main 
taining that predetermined curvature to control the 
shape of the actuated heart. 

17. The method of claim 16 further comprising flexing the 
shape-limiting element with the operation of the actuator 
element. 

18. The method of claim 16 wherein the shape-limiting 
element comprises a plurality of discrete links positioned to 
form a band, the links hingedly coupled together to hinge 
with respect to each other for varying the shape of the band, 
the method further comprising limiting the hinging of links 
of the band to maintain a predetermined curvature of the 
band. 

19. The method of claim 18 further comprising limiting 
the hinging of the links with projections on at least two links 
wherein the projections interfere with each other when the 
links are hinged. 

20. The method of claim 18 further comprising limiting 
the hinging of the links with at least one tether Spanning 
between at least two links and having limited extensibility. 

21. The method of claim 16 wherein the shape-limiting 
element comprises an elongated, flexible belt, the method 
further comprising limiting the flexing of the belt to main 
tain a predetermined curvature of the belt. 

22. The method of claim 21 further comprising limiting 
the flexing of the belt with a at least one tether fixed to the 
belt in at least two spaced positions along the belt, the tether 
having limited extensibility. 

23. The method of claim 18 further comprising limiting 
the hinging of the links with at least one rigid stop element 
Spanning between at least two links, the Stop element 
configured to engage the links and limit hinging. 

24. The method of claim 18 further comprising limiting 
the hinging of the links with at least one tubular Stop element 
Surrounding portions of at least two links, the Stop element 
configured to engage the links and limit hinging. 

25. The method of claim 16 wherein the shape-limiting 
element comprises a Spring structure including a plurality of 
turns and at least one link configured to couple with turns of 
the Spring Structure to limit the Separation of the turns when 
the Spring Structure is flexed. 


