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junction between the inner Surface and the bone-locking por 
tion of the prosthesis and the majority of the locking force is 
applied at or above the metaphysis. The length/width ration of 
the prosthesis may be less than or equal to 5. The resulting 
reconstructed long-bone may have improved primary and 
long-term stability. 
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PROXMALLY SELF-ILOCKING LONG BONE 
PROSTHESIS 

CROSS REFERENCE TO RELATED 
APPLICATIONS 

0001. This application for U.S. patent is a Continuation 
Application of and claims priority from U.S. patent applica 
tion Ser. No. 12/054,678, filed Mar. 25, 2008 and thereby 
claims priority from Provisional U.S. Patent Application Ser. 
No. 60/919,969, filed Mar. 26, 2007, Attorney Docket 3 1987 
104, Confirmation No. 2499; Provisional U.S. Patent Appli 
cation Ser. No. 60/911,427, filed Apr. 12, 2007, Attorney 
Docket 3 198/108, Confirmation No. 1426: Provisional U.S. 
Patent Application Ser. No. 60/911,633, filed Apr. 13, 2007, 
Attorney Docket 3 198/109, Confirmation No. 1253; Provi 
sional U.S. Patent Application Ser. No. 60/943,199, filed Jun. 
11, 2007, Attorney Docket 3198/110, Confirmation No. 
9492; and Provisional U.S. Patent Application Ser. No. 
60/991,952, filed Dec. 3, 2007, Attorney Docket 3 198/111, 
Confirmation No. 4770, the disclosures of which are hereby 
incorporated herein in their entirety. 

TECHNICAL FIELD 

0002 The invention generally relates to medical implants 
and, more particularly, the invention relates to materials, 
structures and methods of using medical implants. 

BACKGROUND 

0003 Damage to a joint of a patient may result from a 
variety of causes, including osteoarthritis, osteoporosis, 
trauma, and repetitive overuse. Osteoarthritis is a condition 
characterized by damage of the joint cartilage and resulting 
inflammation and pain. The cause of hip osteoarthritis is not 
known for certain, but is thought to be “wear and tear in most 
cases. Some conditions may predispose the hip to osteoarthri 
tis; e.g., a previous fracture of the joint. In osteoarthritis of the 
hip, the cartilage cushion may be thinner than normal, leaving 
bare spots on the bone. Bare bone on the head of the femur 
grinding against the bone of the pelvic Socket causes 
mechanical pain. Fragments of cartilage floating in the joint 
may cause inflammation in the joint lining, which may also 
cause pain. Rheumatoid Arthritis (R.A.) starts in the Syn 
ovium and is mainly “inflammatory'. The cause is not known; 
however, it is known that the condition leads to an eventual 
destruction of the joint cartilage. Bone next to the cartilage is 
also damaged; it becomes very soft, frequently making the 
use of an un-cemented implant impossible. Lupus is another 
form of hip arthritis that is mainly “inflammatory”. Osteone 
crosis is a condition in which part of the femoral head dies. 
This dead bone can not stand up to the stresses of walking. As 
a result, the femoral head collapses and becomes irregular in 
shape. The joint then becomes more painful. The most com 
mon causes of osteonecrosis are excessive alcohol use and 
excessive use of cortisone-containing medications. 
0004 Implanted prosthetics have been used to replace 
various components of an affected joint. For example, total 
hip-joint replacement (arthroplasty) Surgeries are becoming 
more prevalent. One common arthroplasty technique uses a 
cemented femoral implant (i.e., a prosthesis). Undesirably, 
cemented implants often loosen, causing pain and requiring 
Subsequent Surgeries. Alternatively, cementless implants 
often require an extended period of bone-ingrowth in order 
for a patient to regain full use of the joint. During the recovery 
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period, the patient with a cementless implant is often required 
to use crutches or otherweight-bearing mechanical assistance 
to avoid fully loading the implant. 
0005 For the structure of the femur prior to arthroplasty, 
the load distribution can be essentially resolved into an axial 
component, two bending moments and a torsional moment, 
which depend on leg stance. The distribution of these load 
components is changed after the arthroplasty. Conventional 
methods of prosthesis fixation allow for transfer of axial loads 
to the bone mainly through shear stresses at the bone-implant 
interface. (The muscles attached to the femur transfer load 
and moments as before the arthroplasty). The bending 
moment is effectively transferred to the bone, primarily 
through a contact between the prosthesis and the bone in two 
or more localized regions. In addition, the great disparity in 
the stiffness of a metallic prosthesis and the Surrounding bone 
reduces bending displacements, changing the bending 
moment distribution in the Surrounding bone. 
0006 Conventional femoral prostheses include an elon 
gated stem for insertion into a Surgically created cavity in a 
bone. The elongated Stem may provide for accelerated inte 
gration of the prosthesis and an early recovery, but potentially 
at the expense of long-term stability. Because biomechanical 
forces will be transferred to distal regions of the implanted 
prosthesis (i.e., "distal bypass'), bone resorption may occur 
in more proximal portions of the bone—a process known as 
'stress shielding.” This bone resorption is a consequence of a 
natural process in which bone remodels in response to applied 
stresses. Bone density tends to increase in response to applied 
stress and decrease in response to removal of stress. Proximal 
bone resorption, along with a levering effect of a long stem, 
may cause loosening of the prosthesis over time. 
0007 An additional source of implant failure results from 
acetabular wear particles, which induce an inflammatory 
response in the patient. The resulting chronic inflammation 
may cause bone loss through osteolysis. 
0008 A further source of cemented implant failure is 
through degradation of the cement over the course of several 
decades. For this reason, practitioners disfavor the use of 
cemented implants in younger people. 
0009 Most femoral implants are introduced by hammer 
ing the stem into an aperture in the bone to create an interfer 
ence fit. This procedure carries a risk of fracturing the bone, 
which is estimated by some sources to be in the range of 
1-3%. 
0010 Recently, “stemless” implants have been begun to 
be adopted in Europe. See, e.g., Santori, “Proximal load 
transfer with a stemless uncemented femoral implant J. 
Ortopaed Traumatol (2006) 7:154-160. Stemless implants 
may avoid at least some stress shielding by selectively trans 
ferring loads to more proximal bone regions. However, 
because of inherently lower primary (initial) stability, these 
Stemless implants may require a longer recovery period than 
conventional Stemmed implants and patients must limit 
weight bearing (e.g., by using crutches) during recovery. 
Advani, U.S. Pat. No. 6,379.390, discloses a stemless hip 
prosthesis that includes a cable for wrapping around a recon 
structed femur in order to secure the prosthesis. 
0011. The success of a hip replacement can be adversely 
affected by periprosthetic infection, which can have immense 
financial and psychological costs. Common measures, 
including the use of body exhaust systems, laminar airflow, 
prophylactic antibiotics, and various other precautions, have 
been Successful in reducing the incidence of periprosthetic 
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infection. Despite these measures, it is believed that deep 
infection still occurs after 1 to 5 percent of joint replacements. 
The incidence is even higher in Some high risk patients, such 
as patients with diabetes, patients with remote history of 
infection, and patients with inflammatory arthropathies. 
0012 Orthopedic scientists have been attempting to 
design a biologically active implant Surface that prevents 
periprosthetic infection. One strategy is to apply drugs to the 
Surface of implants, such as cemented or cementless 
implants. Current cementless hip and knee implants, for 
example, are wedged into the femoral or tibial bone by means 
of a hammering the implant with a mallet to drive the implant 
into the pre-drilled bone cavity. A tight interference fit 
between the implant and femoral bone, however, may unde 
sirably scrape and/or Squeegee off any drugs applied to the 
Surface of the implant stem. 
0013 Shape memory materials are known in the art. See, 
for example, Mantovi, D., “Shape Memory Alloys Properties 
and Biomedical Applications.” Journal of Materials (2000). 
In particular, shape memory alloys, the most common of 
which is Nitinol, a nickel-titanium alloy, existina martensitic 
state below a first temperature and an austenitic state above a 
second temperature. Because the different states have differ 
ent geometries, a temperature change can lead to a change in 
shape of an object made from shape memory material. 
0014 Nitinol exhibits various characteristics depending 
on the composition of the alloy and its thermal and work 
history. For example, the transition temperature or range may 
be altered. Nitinol can exhibit 1-way or 2-way shape memory 
effects. A 1-way shape-memory effect results in a Substan 
tially irreversible change upon crossing the transition tem 
perature, whereas a 2-way shape-memory effect allows the 
material to repeatedly switch between alternate shapes in 
response to temperature cycling. Two-way shape-memory 
typically requires a cyclic working of the material; this is 
commonly performed by cyclically pulling on the material in 
tension. Additionally, Nitinol may be used in a pseudoelastic 
mode based on the formation of stress-induced martensite. 
Pseudoelastic Nitinol is typically employed at a temperature 
well above its transition temperature. 
0.015. One common use of Nitinol in medical devices is its 
use in arterial stents. To this end, much research has been 
performed to test the life cycles and other wear properties of 
Nitinol wires. At least one study found that Nitinol wire has a 
mode of failure due to bending and compression that is not 
found in other materials such as austenitic stainless steel. 

SUMMARY OF THE INVENTION 

0016. In accordance with an illustrative embodiment of 
the present invention, a method includes providing a sterile 
prosthesis with a member that is structured to transfer a load 
produced by the weight of a patient to a bone, and an expand 
able bone-locking portion that is integral to the member. The 
bone-locking portion includes a shape-memory material hav 
ing a contracted State and an expanded State and expansion of 
the shape-memory material produces a locking force. The 
method further includes removing a portion of the bone to 
form an aperture in the bone defining an inner Surface of 
exposed bone and allowing access to a metaphysis of the 
bone. The bone-locking portion of the prosthesis is inserted 
into the aperture. A temperature increase causes a change 
from the contracted State to the expanded State resulting in 
expansion of the bone-locking portion to contact the inner 
Surface. The expanding is sufficient to create a locking force 
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at the junction between the inner Surface and the bone-locking 
portion of the prosthesis, and the majority of the locking force 
is applied at or above the metaphysis. 
0017. The locking may create a seal sufficient to exclude 
particles and debris from entering the junction. Such seal may 
be improved by positioning a deformable gap-filling material 
at the interface of the bone-locking portion of the prosthesis 
and the inner Surface of the aperture so that upon the expand 
ing of the bone-locking portion, the gap-filling material is 
securely held in the junction. The bone may be a femur, the 
prosthesis a femoral implant, and the majority of the locking 
force applied to a region of the bone no more distal than the 
most distal point of the lesser trochanter. The majority of the 
locking force may be applied to the calcar femorale. Accord 
ing to an embodiment of the invention, the prosthesis may 
extend into the aperture by less than or equal to 5 inches. 
0018. The shape memory material may be Nitinol. The 
shape memory material may expand radially by one of less 
than 8%, 5% and 1%. The flexibility of the diaphysis may be 
maintained by using a prosthesis with a truncated shaft. The 
shaft may be inserted so as to not extend into the diaphysis of 
the bone. The flexibility of the diaphysis may be maintained 
by using a prosthesis with a distal shaft region that includes a 
material having a flexibility greater than that of stainless Steel 
So as to prevent stress shielding. The method may include 
positioning a deformable gap-filling material at the interface 
of the bone-locking portion of the prosthesis and the inner 
surface of the aperture. Rotation of the prosthesis after 
implantation may be prevented by preparing an eccentric 
aperture and using a prosthesis with a complementary eccen 
tric cross-section. Rotation of the prosthesis after implanta 
tion may be prevented by using an aperture that includes a 
plurality of facets and the bone-locking portion includes a 
plurality of corresponding facets. Rotation of the prosthesis 
after implantation may be prevented by using a prosthesis that 
includes a bone locking portion with a barb, tooth, tang, flute 
or rib. The bone-locking portion may be characterized by a 
cross-section, the majority of which is composed of shape 
memory material. 
0019. In accordance with another embodiment of the 
present invention, a prosthesis for use in an arthroplasty 
includes a shaft member having a proximal end and a distal 
end; the shaft member is sized for insertion into a Surgically 
created aperture in a bone. The prosthesis includes a connec 
tion feature disposed in proximity to the proximal end of the 
shaft member for attachment of a prosthetic ball. An expand 
able bone-locking portion is integral to the shaft member and 
includes a shape-memory material. The bone-locking portion 
is adapted for insertion into an aperture created in a bone and 
the shape memory material is adapted to radially expand 
through the formation of austenite in response to a tempera 
ture increase after insertion into the aperture. Accordingly, 
the bone-locking portion provides a locking-force Sufficient 
to stabilize the prosthesis in the aperture. The prosthesis is 
characterized by a length/width ratio that is less than or equal 
to 5, and is sterile. 
0020. The shaft member of the prosthesis defines a central 
axis and, optionally, the shape memory material in the bone 
locking portion may be compressed prior to use by an appli 
cation of force having a component that is orthogonal to the 
central axis. The prosthesis may be adapted to provide a 
majority of the locking-force to regions of the bone that are no 
more distal than a metaphysis of the bone that is exposed by 
the aperture. 
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0021. In accordance with a further embodiment of the 
present invention, a reconstructed femur includes a resected 
long bone having a metaphysis and a Surgically-created aper 
ture at a proximal end. The bone defines an axis extending 
from a proximal end to a distal end. A sterile prosthesis is 
embedded in the aperture and includes a bone-locking por 
tion. The bone-locking portion includes a shape memory 
alloy characterized by an at least partially martensitic state at 
a first temperature and an at least partially austenitic state at a 
second temperature. The bone-locking portion has a con 
tracted State at the first temperature and an expanded state at 
the second temperature and is an expanded State when 
implanted to thereby apply a locking force to the bone. The 
prosthesis includes an attached ball for insertion into an 
acetabulum. A majority of the locking force is applied to 
regions of the bone that are no more distal with respect to the 
axis than the metaphysis of the bone. 

BRIEF DESCRIPTION OF THE DRAWINGS 

0022. The foregoing features of the invention will be more 
readily understood by reference to the following detailed 
description, taken with reference to the accompanying draw 
ings, in which: 
0023 FIG. 1a depicts a prosthesis in accordance with an 
embodiment of the present invention; 
0024 FIG. 1b schematically shows a prosthesis of FIG. 1 
implanted in a bone in accordance with an alternate embodi 
ment of the invention; 
0025 FIG. 2 depicts a flow diagram for a method of per 
forming an arthroplasty in accordance with an embodiment of 
the present invention; 
0026 FIG.3a schematically shows the prosthesis of FIG. 
1a implanted in a bone; 
0027 FIG. 4 depicts a prosthesis that is decorated with 
projections; 
0028 FIG. 5 depicts a prosthesis with a flexible stem in 
accordance with an embodiment of the invention; 
0029 FIG. 6 depicts a flow diagram for a method of manu 
facturing a prosthesis in accordance with an embodiment of 
the present invention; 
0030 FIG. 7 depicts a prosthesis with a lateral projection 
in accordance with an embodiment of the present invention; 
0031 FIG. 8 depicts a prosthesis with a proximal skirt in 
accordance with an embodiment of the present invention; 
0032 FIGS. 9a and 9b depict finite element models of a 
long-stemmed prosthesis; 
0033 FIGS. 9c and 9d depict finite element model output 
corresponding to FIGS. 9a and 9b, respectively; 
0034 FIG. 10 is a chart showing output of the finite ele 
ment model in accordance with the model of FIG. 9; and 
0035 FIG. 11 shows a finite element model of the pros 
thesis of FIG. 1a. 

DETAILED DESCRIPTION OF SPECIFIC 
EMBODIMENTS 

0036 Illustrative embodiments of the present invention 
include prostheses for use in arthroplasty. By way of expla 
nation, examples are given of femoral prosthetics, but the 
invention also pertains to other long-bone prosthetics, includ 
ing those used for implantation in a humerus, tibia, fibula, 
radius, or ulna. Unless noted otherwise, the prostheses 
described herein include an expanding shape-memory por 
tion that exerts an active locking force upon a proximal bone 
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region due to a shape-memory transition. As a result, a patient 
with the prosthesis may enjoy a shortened recovery due to 
increased primary stability. The locking force may also 
exclude wear particles from the prosthesis-bone junction, and 
may induce an increase in bone density in the proximal bone, 
thereby improving the long-term stability of the implant, and 
perhaps extending the use of cementless implants to include 
additional patient populations. 
0037. Furthermore, embodiments of the present invention 
prevent stress-shielding by allowing for increased diaphyseal 
flexibility through the use of a stemless design or a flexible 
distal shaft portion. In embodiments, a majority of the bone 
locking force (e.g., at least 70% of, at least 90% of, or sub 
stantially all) is applied to region of the bone that is no more 
distal than the metaphysis, no more distal than the lesser 
trochanter, or to the region of the calcar femorale. 
0038 FIG. 1a shows a prosthesis 100 in accordance with 
an illustrative embodiment of the present invention. The pros 
thesis 100 includes a body 110 (also referred to as a “shaft”) 
that is inserted into a resected long bone of a patient. The body 
110 is structured to transfer a load produced by the weight of 
a patient to a femur of the patient. A neck 120 acts as a 
connection feature for connection to a ball (not shown) that is 
suitable for insertion into an acetabulum of the patient or 
prosthetic acetabular cup. 
0039. The body 110 is constructed, in whole or in part, 
from a shape memory material. For example, the body may be 
entirely constructed of a shape memory alloy Such as Nitinol. 
Alternately, the body 110 includes a coating of shape memory 
material fused to a solid core. The body may 110 also be 
hollow or porous with Sufficient material remaining present to 
bear the weight of the patient. In an embodiment, a majority 
of the body 110 may be entirely composed of a shape memory 
material as measured in a cross section taken orthogonally to 
an axis defined by the bone in which it is implanted. Alter 
nately, the cross-section may be characterized by a majority 
of shape-memory material or at least 70% shape-memory 
material. In addition to Nitinol, other suitable shape-memory 
material may be used, including Ti Nb alloys, suitably 
robust shape-memory plastics, composite materials, and 
materials produced using nanotechnology, which may be 
increasingly discovered as that art progresses. 
0040. As discussed below, the shape memory material 
provides an active bone-locking force, the majority of which 
is at or above (i.e., proximal to) the level of the metaphysis. 
The locking force actively applies an outwardly directed 
force upon a bone in which it is inserted and thereby increases 
primary stability (i.e., stability that is not a result of bone 
ingrowth). Thus, the bone-locking force of the prosthesis 100 
differs from the contributions to long-term stability caused by 
bone-ingrowth. However, the body 110 or other portions of 
the prosthesis may include features, such as textured or 
porous Surfaces, that are designed to promote osseointegra 
tion for additional long-term stability. 
0041. The shape-memory material is integral to the bone 
locking portion and changes shape in response to a tempera 
ture change. In various embodiments, the shape memory 
material may utilize one or more of a 1-way shape memory 
effect, and a 2-way shape memory effect. Nitinol and other 
shape memory alloys may be more flexibly that conventional 
alloys used in long-bone prosthetics. Additionally, to increase 
flexibility, a pseudoelastic shape-memory material may be 
used for portion of the body 110. The flexibility of the body 
110 may allow a recoverable strain similar to that of a normal 
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bone. According to embodiments, the shape-memory effect 
need not be the maximal expansion achievable for a given 
material. In contrast, the shape-memory material may be 
prepared in a manner that causes it to expand by a predeter 
mined Sub-maximal amount in the absence of a bone. Accord 
ingly, when implanted into a resected femur, the So-prepared 
shape memory material will apply a corresponding force, 
which may be less than the maximal force achievable for a 
shape-memory bone-locking region of a given size. For 
example, while Nitinol may be used to achieve as much as an 
8% shape change, a Nitinol body may prepared in a manner 
that causes it to expand by less than 8% or, more preferably, 
less than 5% or less than 1%. The degree of force applied may 
be optimized to balance short-term and long-term stability of 
the prosthesis by applying Sufficient force to give Suitable 
initial stability while avoiding either over-compression of the 
bone and associated pressure-induced necrosis or bone-frac 
ture. 

0042. The prosthesis 100 includes several optional fea 
tures. A lateral flare 130 of body 110 may help stabilize the 
prosthesis in the bone by using a high femoral neck cut and 
“round-the-bend insertion technique as is known in the art in 
conjunction with the ProximatM line of femoral prosthetics 
(DePuy, Leeds, UK). The lateral flare may have a proximal 
section 140 and a distal section 150. However, in an alternate 
embodiment shown in FIG.1b, the lateral flare 130 is omitted; 
a design change for which the bone-locking expansion of the 
body 110 may compensate by providing offsetting or compa 
rable short-termstability. In the embodiment of either FIG.1a 
or 1b, a short stem 160 may be included, and may be flat, 
rounded, tapered or pointed. The stem 160 of the present 
invention allows the flexibility of the femoral diaphysis to be 
maintained in order to increase the long-term stability of the 
implantation. Flexibility may be maintained by using a short 
stem 160 that does not extend into the diaphysis of the bone. 
Alternately, only a minority of the stem length may extend 
into the diaphysis. In embodiments described below, the stem 
does extend into the diaphysis to improve short-term stability, 
but is flexible. As is known in the art, the prosthesis may be 
sterilized prior to use. As discussed in more detail below, the 
prosthesis 100 may also include anti-rotation features such as 
facets 170. 

0043 FIG. 2 shows a flow diagram for a method of 
implantation in accordance with an embodiment of the inven 
tion. First, a sterile prosthesis is selected in a size that is 
appropriate for the patient (step 200). The prosthesis is at a 
temperature below its transition temperature (e.g., chilled by 
refrigeration or storage on ice, or at room temperature with a 
transition temperature that is between room temperature and 
body temperature). Selection of the prosthesis may be aided 
by using a stencil on an X-ray, or using computer-guided 
techniques. The prosthesis may be a standard size, or custom 
made for a particular patient. In any case, the prosthesis may 
be chosen to provide adequate stability, without damaging the 
bone during implantation. 
0044) The bone is resected and an aperture (i.e., a cavity) 

is Surgically created in the bone using reamers and broaches, 
as is known in the art (step 210). The body 110, which 
includes the bone-locking portion in its compressed State, is 
inserted into the aperture so that the bone-locking portion is 
situated in the metaphysis (step 220). Typically, a broach or 
other tool may be used that is calibrated for use with a par 
ticular prosthesis to give a desired fit. As a result, a bone-to 
prosthesis gap of an approximately predetermined size is 
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created at the junction of the aperture and prosthetic Surface. 
In an embodiment, when implanted into an average-sized 
patient, the body 110 will extend by less than or equal to 5 
inches into the aperture. 
0045. As the bone-locking portion of the body 110 
approaches or surpasses its transition temperature, a marten 
site to austenite transition of the shape-memory material 
becomes thermodynamically favored. As a result, the bone 
locking portion will radially expand, filling the gap left at the 
junction. Additionally, the bone-locking portion may possess 
a potential for further radial expansion, were it to be hypo 
thetically unconstrained by bone. Accordingly, the bone 
locking portion exerts a radially outward bone-locking force 
upon the bone at the junction. As a result of the application of 
bone-locking force, the prosthesis 100 is more securely 
lodged in the aperture than a conventional prosthesis made 
without the use of shape-memory material (step 230). In 
accordance with an embodiment of the invention, the pros 
thesis 100 is inserted into the aperture and its position 
adjusted prior to full locking expansion. If the prosthesis is 
capable of 2-way shape-memory or stress-induced martensite 
behavior, as discussed below with reference to FIG. 6, the 
prosthesis 100 may be cooled to return it to a contracted form 
in order to unlock it for purposes of repositioning or removal 
and replacement. 
0046 According to an embodiment, the shape-memory 
alloy bone-locking portion, which may be the entire prosthe 
sis 100, expands throughout its volume to apply outwardly 
radial locking-force to thereby seal the junction between the 
prosthesis 100 and the bone. To enhance, the seal, a sealing 
portion of the body 110 (e.g., a proximal portion or the entire 
body) may be substantially uninterrupted; e.g., with no 
grooves, holes or other substantial discontinuities in its exte 
rior Surface. 

0047. The bone-locking force may increase primary sta 
bility (i.e., the initial stability immediately after implantation) 
to thereby reduce patient recovery times and allow greater 
weight-bearing during patient recovery. In various embodi 
ments, the bone-locking force may provide the majority of at 
least 70% of, or substantially all of the forces contributing to 
primary stability. The bone-locking force may also increase 
long-term stability (e.g., to 50 years or more). Without want 
ing to be bound by the scientific explanation, long-term sta 
bility may be increased by promoting elevated bone density 
and osseointegration in the vicinity of the bone-prosthesis 
interface based on the ability of bone to remodel in response 
to the radially applied stresses. The ability to increase bone 
density may be useful to patients with low bone density; e.g. 
those with osteoporosis. Accordingly, the prosthesis may be 
used with or without cement according to the circumstances. 
Moreover, because the bone-locking force is applied in the 
proximal regions of the bone, there is little or substantially no 
stress-shielding due to subtrochantric or other distal buttress 
ing. For example, the majority of, at least 70% of, at least 90% 
of, or substantially all of the force may be applied to regions 
no more distal than the trochanter minor (lessertrochanter), at 
or above the level of the metaphysis, at the epiphysis, or in the 
vicinity of the calcar femorale. Furthermore, the bone-lock 
ing force may act to sealingly exclude wear debris or other 
particles from entering the junction and avoid corresponding 
adverse effects. Additionally, the bone-locking force may 
reduce cyclic micromotions of the prosthesis 100 relative to 
the bone in which it is implanted. Such micromotions may be 
associated with long term instability of a reconstructed bone. 
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0.048 Another advantage of using an expanding bone 
locking portion is that with Such a device, it is not necessary 
to use a tight interference fit between the prosthesis and the 
aperture, and accompanying insertion by hammering, as is 
common with conventional cementless prostheses. Accord 
ingly, a larger gap may be used (e.g., a 0.5 to 5 mm gap). 
Expansion of the prosthesis may be selected to apply a desired 
bone-locking force for a given gap size. Increasing the gap 
size may militate for using a prosthesis capable of a greater 
degree of expansion. By preventing scraping associated with 
forcible insertion of a prosthesis in an aperture, increasing the 
initial gap size may prevent damage to the bone and avoid the 
creation of wear particles. Additionally, by eliminating the 
need for hammering, orifhammering is used, by reducing the 
required force, use of the prosthesis 100 reduced the chance 
of fracturing the bone. Nonetheless, in Some instances, it may 
be desirable to use only a small gap to aid in aligning and 
maintaining the alignment of the implant prior to the expan 
sion and corresponding application of locking force. The 
prosthesis may be held in its correct orientation within the 
bone during the expansion process until the expansion has 
proceeded to a degree sufficient to stabilize the prosthesis 
within the bone. The temperature change may occur through 
warming of the prosthesis due to heat from the body of the 
patient or external heaters may be used to accelerate the 
process. 

0049. In addition, an increased gap allows for the prosthe 
sis to optionally be surrounded by a gap-filling material that 
bridges the junction between the prosthesis and the bone. 
Optionally, the gap-filling material may be strongly or loosely 
attached to the prosthesis. The gap-filling material may 
include a variety of materials including a membrane, gel. 
fibrous or woven mesh, foam, or a plastic or metal sleeve. The 
gap-filling material may be applied to the prosthesis prior to 
insertion into the aperture, or, alternately, injected directly 
into the gap. As discussed below, the gap-filling material may 
be a metal foam, collagen, or other Suitable material. 
0050. The gap-filling material may play a variety of func 

tions. The gap-filling material may improve the seal formed at 
the junction to thereby exclude particles. For this purpose, a 
deformable, gel, paste or collar may be used. The deformable 
material may include or consist of collagen (e.g., a collagen 
membrane). Similar materials may be used to improve the fit 
and stability of the implant. If cement is to be used in the 
procedure, the cement may act as a gap-filling material. The 
gap-filling material may act as a scaffold for bone growth. 
The gap-filling material may include Substances that encour 
age bone growth. For example, the gap-filling material may 
include a peptide hydrogel (e.g., PuramatrixTM, 3DM Inc.). 
The gap-filling material may also include growth factors such 
as peptide growth factors that are known in the art to enhance 
bone growth. The gap-filling material may include an antimi 
crobial or antifungal Substance (e.g., Small molecule antibi 
otics or colloidal silver). The various biologically active sub 
stances mentioned, or others, may be released from a gap 
filling matrix material in a time-released manner. 
0051. In accordance with illustrative embodiments, an 
implant formed from shape memory alloy has a drug (e.g., a 
Small or large molecule antibiotic, anti-inflammatory, or 
growth factor) applied to it either internally and/or externally. 
Specifically, in illustrative embodiments, a drug coated, self 
expanding implant should not scrape or interfere with the 
bone during insertion, keeping the coated Surface intact (if the 
surface is coated). The implant will then radially expand to 
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contact the femoral bone, which will locally deploy the anti 
biotics in the proper place against the bone tissue. The pro 
cesses used to apply the drug or drug/polymer Solutions to the 
prosthesis 100 can be based on one of the following methods 
(among others): dipping, ultrasonic spray coating, painting 
(air brush), ink-jet coating, and deposition along the stem 
using Syringes. Some techniques combine one of the deposi 
tion methods above with a continuous stem rotation to elimi 
nate the excess fluid. The drug and polymer Solutions can be 
deposited very precisely (location and amount) onto the Sur 
face of body 110. Complex coatings using multiple different 
drugs or drug concentrations, or different polymers deposited 
onto the prosthesis 100, will prevent the coating from scrap 
ing off during insertion into the bone. Drug coatings may also 
be applied to a porous Surface of the prosthesis. 
0.052 FIG. 3 shows an embodiment of the present inven 
tion, in which a Nitinol prosthesis 100 is embedded in a femur 
300. The body 110 is wedged in the proximal (epiphyiseal/ 
metaphyseal) bone such that the majority of the prosthesis is 
located at or above the lesser trochanter 310. An optional 
lateral flare is wedged by the greater trochanter 320. A ball 
330 is attached to the neck 120. The distal-most tip 340 of the 
body 110 extends to the proximal portion of the medullary 
canal. In this embodiment, the distance from the tip 340 to a 
neck junction 360 between the ball 330 and the neck 120 is 
designated as the length of the prosthesis. The length may be, 
for example, less than or equal to 5 inches. 
0053. In order to provide diaphyseal flexibility and proxi 
mal locking, in an embodiment, the length/width ratio of the 
prosthesis is less than or equal to 5. In a preferred embodi 
ment, the length/width ratio is less than or equal to 4. In the 
embodiment, of FIG.1a, the length/width ratio is about equal 
to 3. The length/width ratio is defined by implanting the 
prosthesis into a resected bone or Suitable model thereof (e.g., 
an animal bone or reamed plaster cast of a bone). The length 
(1) is defined as the distance from a projection line 380 drawn 
from the centroid of a plane defined by the neck junction360 
to a line 370 parallel to an axis defined by the shaft of the 
femur 300 to a second projection line 390 drawn from the tip 
340 to the line370. The width (w) is defined as the longest line 
that can be drawn that is perpendicular the axis of the shaft. 
0054. In addition to the proximal bone-locking action of 
the shape memory material, additional features may be 
included to enhance long-term stability. For example, as 
shown in FIG. 4, the body 110 may be decorated by protru 
sions 400 Such as barbs, teeth, tangs or flutes, which may also 
be constructed from shape memory material and trained to 
lockingly expand upon elevation of the temperature. Addi 
tionally, the body 110 may include a textured surface, which 
may be constructed from fused beads, wire mesh, porous 
hydroxyapatite, or grooves and ribs. The textured surface may 
be applied by vapor deposition or sintering. 
0055. The protrusions 400 may assist in preventing rota 
tion of the prosthesis 100 within the aperture. Additional 
features and methods may be included to disfavor detrimental 
rotation of the prosthesis 100. The prosthesis may be eccen 
tric (i.e., deviating from cylindrical, conical or frustoconical). 
In a specific eccentric embodiment, the proximal portion of 
the body 110 may include facets 170 (as shown in FIG. 1a). 
The eccentricity could also be characterized by an oval or 
clover-leaf cross section. In use, a correspondingly eccentric 
bore is created in the bone 300, and the prosthesis is inserted. 
After warming and expansion, and because shape-memory 
material is used in the proximal portion of the body 110, the 
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prosthesis 100 will be locked in a manner that is resistant to 
torsional displacement. For example, 6 facets 170 may be 
used and a complementary (hexagonal) proximal aperture 
created. Protrusions 400 may compensate for a prosthesis 100 
that is somewhat round in cross-section; e.g., the prosthesis 
100 shown in FIG. 1b. The proximal portion of the body 110 
may also include a bottle-bore shape; i.e., having a taper so 
that the portion adjoining the neck is narrower than the imme 
diately distal portion. When a corresponding proximal aper 
ture is used, the proximal body will expand to create an 
implantation that is resistant to proximally-directed dislodge 
ment. The opposite configuration may also be used—the most 
proximal body portion may be wider than the immediately 
distal portion and a corresponding cavity created in the proxi 
mal aperture. Accordingly, the resulting implantation will 
resist distally-directed dislodgement. In addition, both of 
these effects may be combined as with a threaded arrange 
ment or series of circumferential ribs in the proximal body 
110 and corresponding grooves created in the proximal bone 
aperture. 
0056. As mentioned above, the body 110 is designed to 
permit flexure of the bone shaft and this may be accomplished 
by use of a shortened or stemless prosthesis, which, by not 
extending significantly into the diaphysis, may avoid the stiff 
ening of the diaphysis associated with Stemmed prostheses. A 
body 110 that is predominantly constructed from a shape 
memory alloy will have a high degree of flexibility. For 
example, Nitinol has an elastic modulus of 48 GPa and 
Ti-26Nb has an elastic modulus of 80 GPa, whereas 
Co-Cr—Mo,316-L stainless steel and Ti-gAl-4V have elas 
tic moduli of 230, 200 and 110, respectively. Thus, the shape 
memory alloys Nitinol and Ti-26Nb have an elastic module 
that is closer to the elastic modulus of cortical bone (15 GPa.) 
than conventional prosthetic materials. A more flexible pros 
thesis will reduce the load-sharing ratio between the prosthe 
sis and the bone in which it is implanted and will minimize 
stress-shielding accordingly. A closer matching of elasticity 
between the prosthesis and bone may also reduce interfacial 
shear stresses. 
0057 Optionally, the prosthesis 100 may expand by a first 
amount in a first region and by a second amount in a second 
region. For example, FIG.5 shows an illustrative embodiment 
in which a proximally locking short or stemless body is con 
nected to an elongated flexible shaft 500. The flexible shaft 
500 may be composed of a material that is flexible, and may 
be composed of a material that is as flexible or more flexible 
than stainless steel. The flexible shaft 500 may also include 
pores, a roughened surface, a bioactive coating, or other fea 
tures designed to promote ingrowth to enhance long-term 
stability of the prosthesis. In an embodiment, the flexible 
shaft 500 is composed of pseudoelastic Nitinol or martensitic 
Nitinol (which may be unworked). The stem may also be 
composed of Nitinol that has been trained to expand to a 
lesser degree (including not at all) than the programmed 
expansion of body 110. In another embodiment, the flexible 
shaft 500 is split into 2 or more branches with a central gap to 
permit bending of the branches in response to applied bend 
ing moments. The branches may be composed of a shape 
memory alloy or other material. 
0.058 Inaccordance with an embodiment of the invention, 
the elastic modulus varies along the proximal-distal axis of 
the implant. This may be accomplished by selectively training 
a shape-memory alloy. The proximal portion of the implant 
may be trained to expand at body temperature and contract at 
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another temperature so as to secure the implantthrough appli 
cation of force to the proximal portion of a bone. In contrast, 
the distal portion of the implant may be untrained ortrained in 
a different manner so as to create a lower elastic modulus in 
the distal portion. In a specific embodiment, Nitinol is used as 
the shape-memory alloy and is trained to expand in the proxi 
mal portion of a stem, and untrained in the distal portion; the 
untrained Nitinol is in its martensitic state and is more flexible 
than the trained austenitic Nitinol. 
0059. If the expansion of the body 110 in response to a 
temperature shift causes elongation of the body 110, the tip of 
the prosthesis may expand in a manner that compresses the 
bone marrow. Accordingly, it may be desirable to remove a 
portion of the marrow immediately below the distal extent of 
the prosthetic. This gap may be filled with a gap-filling mate 
rial, which may be a resilient material and/or one of the 
materials mentioned above with respect to the filling of the 
prosthesis-bone junction. 
0060. The prosthesis 100 may also be modular, meaning 
that the shape-memory proximal portion may be assembled 
with other portions in order to give a better fit for a given 
patient. For example, a proximal locking portion may be 
assembled with a stem, neck, and ball. In an embodiment, the 
body 110 is made from nitinol, and the neck is made from 
another alloy that is more resistant to bending-induced frac 
ture. 

0061. In accordance with an embodiment of the invention, 
FIG. 6 shows a flow diagram for a method of manufacturing 
a proximally self-locking prosthesis. A Nitinol workpiece 
(e.g., a billet) is selected. The Nitinol material may be 
selected to have an austenite finish temperature (A) that is at 
or below body temperature (about 37°C. for a human) so that 
the resulting prosthesis 100 will be in an expanded form after 
implantation. For example, the prosthesis 100 may have an A, 
of 30° C. The prosthesis 100 is formed to net shape at a 
temperature above A, i.e., to the final expanded shape after 
expansion (step 600). The forming step 600 may include one 
or more of machining, forging, casting, sintering or hot-iso 
Static-pressing. 
0062. The formed implant is then “trained using a 
thermo-mechanical treatment regime (step 610). Training 
may be commenced by heat treating the prosthesis and then 
cooling in order to establish the martensitic state. The training 
generally includes straining the material to altering the shape 
at a lowered temperature. In an embodiment, the compression 
includes forging in a manner that applies compressive forces 
having at least a component that is orthogonal to a central axis 
of the prosthesis 100 (e.g. an axis drawn from the tip 160 to 
the centroid of the neck 120, or an axis corresponding to the 
axis of a bone in which the prosthesis 100 will be implanted). 
Optionally, or in addition, forces may be applied with at least 
a component that is orthogonal to the central axis of a bone in 
which it is implanted (e.g. as described with reference to FIG. 
3). When performed at a temperature below A this process is 
referred to as “cold-working'. The forging process may 
include Swaging or rotary Swaging. Mechanical forge presses, 
screw presses, hydraulic presses, Swage or pointer machines 
can be employed to train the prosthesis 100. Alternately, the 
prosthesis 100 may be pulled (i.e., tensioned on a 2-column 
tensile pulling machine) longitudinally to both extend its 
length and decrease its width. Although the pulling process 
may be simpler, the forging process may allow for a greater 
degree of control in the compression. For example, certain 
regions of the prosthesis may be selectively compressed or 
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compressed to varying degrees. In an embodiment, the pros 
thesis 100 is forged to generate varying compression along its 
length. For example, because untrained Nitinol is generally 
more flexible than trained Nitinol, differential training may 
be used to provide proximal locking while maintaining 
greater distal flexibility in a stemmed or stemless prosthesis 
100. Multiple discreet locking regions may also be formed by 
machining raised Zones (e.g., patches, ridges, or bumps) and 
then compressing those Zones. A combination of forging and 
pulling steps may also be used to train the prosthesis 100. The 
use of forging may enable the creation of short or stemless 
shape-memory prosthesis 100 and allow for the creation of 
complex shapes such as the later-flare design of FIG. 1 a. 
0063 For two-way shape-memory effect (SME) training, 
the prosthesis 100 may be cooled to below the martensite 
finish temperature (Mf) of the material and deformed to the 
desired shape. It is then heated to a temperature above A, and 
allowed freedom to take its austenitic shape. The procedure is 
repeated (e.g., 20-30 times). The prosthesis 100 now assumes 
its programmed compressed shape upon cooling to below M, 
and to the expanded shape when heated to above A 
0064. Alternately, stress induced martensite (SIM) train 
ing may be employed. For SIM training, the prosthesis 100 is 
deformed to a compressed shape just above its martensite 
start temperature (M) to generate stress-induced martensite 
and then cooled to below its M, (martensite finish tempera 
ture). Upon subsequent heating above A, the prosthesis 100 
takes its original austenitic shape. This procedure is repeated 
(e.g., 20-30 times). Alternately, other metallurgical tech 
niques that are known in the art to produce 2-way SME may 
be employed. 
0065. The expansion of a 2-way shape memory alloy com 
ponent differs from the thermal expansion that may occur in 
a conventional alloy in at least the following ways: (i) SME 
components exhibit martensite to austenite transformations at 
a crystal level, (ii) SME components may be trained to either 
expand or contract, (iii) the percentage shape change due to 
thermal expansion is usually -0.001% per C., while the 
shape change due to SME can be as much as two orders of 
magnitude greater; (iv) the temperature ranges at which a 
shape-memory alloy exhibits a SME can be adjusted by 
thermo-mechanical treatment; (v) the SME material may 
exhibit a hysteresis in its temperature/displacement profile; 
(vi) the SME material may exhibit hyperbolic temperature/ 
displacement behavior. 
0066. A 1-way shape-memory effect bone-locking portion 
may be employed. The 1-way SME material will decompress 
and expand upon heating, but will not regain its original shape 
upon subsequent cooling. Thus, a 1-way SME prosthesis 100 
should be kept at low temperature and/or mechanically con 
strained prior to use. The 1-way SME material may be Nitinol 
that has been compressed only once in training. The use of 
1-way SME may be advantageous in terms of preventing 
long-term material fatigue-failure that may occur due to 
repetitive austenite to martensite transitions that may be 
induced by the repeated stresses applied during use. 
0067. In a specific illustrative embodiment, the process 
includes hot-forging the prosthesis 100 to near net shape at a 
temperature above A finish-machining the forged piece to 
net shape, and training the prosthesis 100 at lower tempera 
ture (e.g., below A) to radially compress the prosthesis 100 
by less than 8%, or, more preferably, less than 5% or less than 
19/6. 
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0068. After training (step 610), the prosthesis 100 may be 
passivated and/or coated to provide a protective layer in order 
to discourage corrosion, improve biocompatibility, to pro 
mote osseointegration, or a combination of the foregoing. 
Passivation may include prolonged exposure to elevated tem 
perature in the presence of oxygen in order to build a metal 
oxide layer. A metal foam or other porous metal material, of 
about 2 mm thickness for example, may serve to promote 
osseointegration and as a gap-filling material to improve the 
proximal seal by deforming radially and circumferentially to 
fill the gap and any deformities in the aperture. The porous 
metal material described in U.S. Pat. No. 6,063,443 and that 
commercialized as Trabecular MetalTM (Zimmer, Inc.) may 
be a Suitable porous metal material. The porous material may 
also be porous Nitinol. An explanation of sterilization and 
surface treatments may be found in Shabalovskaya, S., “Sur 
face, corrosion and biocompatibility aspects of Nitinol as an 
implant material, Bio-Medical Materials and Engineering 
12 (2002) 69-109 69. Sterilization (step 630) may be accom 
plished through a variety of means including steam, heat, 
ethylene oxide, plasma, electron or gamma irradiation. Sur 
face coating may include the application of a porous coating 
including a metal foam, Such as titanium foam. 
0069. In accordance with an embodiment, the prosthesis 
100 includes one or more radially extending features that are 
structured to sit above the femoral cut. FIG. 7 shows a pros 
thesis 100 with a lateral projection 700 that is positioned to sit 
proximal to the femoral cut after implantation and to provide 
additional safeguarding against unwanted distal displace 
ment of the prosthesis in the aperture. FIG. 8 shows a pros 
thesis 100 with a proximal skirt 800. The skirt 800 may be 
made of shape-memory material. Optionally, the skirt 800 
may be shape memory material and may be trained to curve 
distally upon elevation of temperature and shifting to its aus 
tenitic state, thereby Surrounding the proximal portion of the 
bone and preventing acetabular wear particles from entering 
the prosthesis-bone junction. Alternately, conventional mate 
rial such as stainless steel or other biocompatible alloy may be 
used in a statically curved or flat configuration. 
0070. In accordance with an embodiment of the invention, 
a prosthetic 100 includes a Nitinol body 110 of sufficiently 
short length to avoid bending-induced fracture over the life 
time of a prosthetic or of a patient. By confining the Nitinol 
portion primarily or entirely to regions at or above the meta 
physis, bending-induced fracture of the prosthesis is avoided 
due to the absence of a long stem with a bending moment. As 
discussed below, computer modeling of a short-Stemmed 
prosthesis 100 indicates sufficient robustness of the short 
Stemmed design when exposed to cyclic compressive forces 
simulating use in a patient having a prosthesis implanted in 
the proximal bone. 
0071. In an embodiment, the bone-locking region creates 
a bone-locking force that creates a Sufficient primary stability 
so that a 2.5 kN force applied to the prosthesis causes a 
micromovement of the implant relative to the bone of no more 
than 50 microns. 

0072. In accordance with an embodiment, the prosthesis 
100 does not fracture during application of an endurance test. 
The endurance test may be conducted according to ISO 
7206-4 (including the 1995 and 2002 standards) and may 
include embedding the prosthesis in an embedding medium 
and applying 5,000,000 cycles of application of a cyclic load 
of 2 kN with a minimum load of 300N and a maximum load 
of 2.3 kN. The embedding medium is a casting medium that 
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will not crack or break under the load applied during testing, 
and will not exhibit excessive deformation or creep, and is 
reproducible in strength and other characteristics, and has a 
modulus of elasticity between 3 GPa and 6 GPa. The pros 
thesis 100 may be constructed of Nitinol and have a suffi 
ciently short stem length to meet the ISO 7206-4 standard. 

Example 1 

Finite Element Modeling of a Long-Stemmed 
Implant 

0073. A computational model of a long-stemmed Nitinol 
prosthesis was created using finite element modeling tech 
niques. The results warn that long-stemmed prosthetics with 
Nitinol stems may be susceptible to bending-induced frac 
ture. 

0074 FIGS. 9a and 9b show a finite element model geom 
etries used and designated as “Hip A” and "Hip B respec 
tively. The material properties for the finite element analyses 
were assumed to be linear elastic and isotropic. CoCrMo and 
Nitinol used in these analyses were assumed to follow 
Hooke's Law, and frictional forces could be neglected since 
the applied force was much higher than the frictional forces. 
All finite element models were assumed to be linear and 
un-cemented. The force(s) transmitted from walking were 
assumed to be transmitted from the femur into the implant, 
where the force then was transmitted to the ball. From there, 
the force was then transmitted into the liner and cup. The 
force transmitted from the liner/ball interaction was assumed 
to be equal to the applied force due to the press fit between the 
two objects. The force applied to the hip stem was varied from 
2.5 to 7.5 kN, but any force can be extrapolated from these 
two forces. The force was assumed to be completely trans 
mitted from the acetabulum to the ball on the hip stem, with 
no losses in between. These forces were chosen because a 
typical gait cycle generates up to 7 times the body weight at 
the hip joint. 
0075. The force acting on the ball of the hip stem was 
varied from 2.5 to 7.5 kN. There were three different con 
straint conditions used: the distal end of the hip prosthesis was 
constrained, at and below the mid plane of the stem, and lastly 
at and below where the neck protrudes from the hip prosthe 
S1S. 

0076 Austenitic and martensitic Nitinol was applied to 
the stem and neck of hip designs. The ball of the implant was 
CoCr. This research was performed to determine the effects of 
applying Nitinol to the stem. 
0077. The maximum stresses 900 occur above the region 
offixation, as shown in FIGS.9c and 9d. The maximum stress 
900 for the hip design B (FIGS. 9b and 9d) was 9.07 MPa 
when austenitic Nitinol was used, and 9.41 MPa when the 
martensitic Nitinol was applied. For hip A (FIGS. 9a and 9c), 
the maximum Von Mises stresses were 6.60 and 7.14MPa for 
the austenitic and martensitic Nitinol, respectively. 
0078 FIG. 10 shows the fatigue curve for Nitinol. Tables 
2 and 3 show the results of the fatigue analysis for Nitinol in 
comparison to Cobalt Chromium, Titanium and Stainless 
Steel. The expected life of the Nitinol implants is much less 
than the other materials, although the maximum von Mises 
stress values were much less. 

0079. The von Mises stress values for the austenitic and 
martensitic Nitinol were less than the CoCr, Ti, and SS. The 
maximum stress values occurred proximal to the region of 
fixation. The maximum stress for the austenitic Nitinol was 
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higher than the martensitic. The modulus of elasticity for the 
low temperature Nitinol was roughly 40% of that of the high 
temperature. 
0080. The fatigue lives show a significant decrease in Niti 
nol than other materials. The expected number of cycles until 
failure was estimated from the SN curve of FIG. 10. The 
expected number of years before failure for the Nitinol design 
was estimated to be between 0.07 and 37 years, which was 
clearly less than for comparable CoCrMo and stainless steel 
(SS) prostheses. 

TABLE 1 

List of properties used for the analyses 

Modulus of Elasticity (E) 
Material 10 psi Poissons Ratio (n) 

Bone O.S O.30 
Co. CrMo 25 O.29 
Nitinol 10.9 O.30 
(Austenite) 
Nitinol 4.06 O.30 
(Martensite) 

TABLE 2 

Fatigue results for a SF = 1.0 

Hip A Hip B 
SF = 1.0 yrs yrs 

CoCrMo 1OOO 1OOO 
SS 1OOO 1OOO 
T 1OOO 1OOO 
Nitinol (Austenite) 37.0 6.OS 
Nitinol (Martensite) 33.9 6.OS 

TABLE 3 

Fatigue results for a SF = 1.5 

Hip A Hip B 
SF = 1.5 yrs yrs 

CoCrMo 22.9 1OOO 
SS 1OO.O 1OOO 
T 1OO.O 87.7 
Nitinol (Austenite) 4.76 O.O7 
Nitinol (Martensite) 3.43 O.O7 

Example 2 

Finite Element Modeling of an Implant According to 
FIG 1 a 

I0081. To confirm the hypothesis that a short-stemmed 
Nitinol prosthesis 100 with a lateral flare according to FIG.1a 
would be sufficiently robust, further finite element modeling 
was performed to simulate the fatigue endurance strength 
properties of a short-stemmed prosthesis. A quasi-static 
analyses was performed with the commercial finite element 
analysis (FEA) code ABAQUS/Standard version 6.5-1. Three 
dimensional elements and a large displacement formulation 
were used. Two material models were used for this report: the 
first was a Nitinol material model assuming a Superelastic 
response with an A temperature of 30° C. and a typical 
stainless steel material with approximately 20% cold work 
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was chosen as a baseline for comparison. Two finite element 
models were created to examine the effect of mesh refinement 
on the accuracy of the solution. The number of degrees of 
freedom for the base model and the fine model were 44853 
and 111138, respectively. The difference in the results 
between the two models was considered negligible, so a mesh 
with refinement consistent with the base mesh was selected. 
Following the ISO--7206-4-2002 testing standard, the load 
path was determined by defining the axis of the hip implant 
using 0.1 and 0.4 CT distances (CT is the distance from the tip 
of the implant to the center of the implant head) and offsetting 
this by 10 degrees (alpha in Table 1 of the ISO standard). This 
was the on axis loading scenario. The implant was embedded 
to a depth of 0.4 CT from the center of the ball. The effect of 
the boundary conditions in the location of the embedded 
material was examined and it was found that there was no 
effect on the location of the maximum stresses and strains 
near the head of the implant. Following standard ISO--7206 
4-2002, off axis loading was defined following the procedure 
for on axis loading with an additional rotation of the load path 
by 9 degrees from the plane of the hip implant (beta in Table 
1 of the ISO standard). The following table summarizes the 
results for the on axis and off axis load cases considered. 

TABLE 4 

Summary of the results. 

Maximum 
Principal 

Load Load Max Strain von Mises 
Case Material kN) percent Stress MPa) 

On Axis Nitinol 2.5 O.264 119 
Stainless 2.5 O.OSO 119 
Steel 

Off Axis Nitinol 2.5 O.292 131 
Stainless 2.5 O.OS6 131 
Steel 

0082. The stresses for both the Nitinol and stainless steel 
prostheses when loaded to 2.5 kN were similar and below 
typical levels associated with survival to 10M cycles (“Metal 
lic materials'. J. R. Davis, editor, Handbook of Materials for 
Medical Devices, page 30. ASM International, 2003). The 
strains for the Nitinol prosthesis were five times larger than 
for the stainless Steel component, as would be expected based 
on the difference in elastic modulus for the two materials. 
However, the 0.25% strain experienced by the Nitinol com 
ponent is still below typical values assumed for survival out to 
400 million cycles (A. R. Pelton, X. Y. Gong, and T. W. 
Duerig, "Fatigue testing of diamond shaped specimens. 
Proceedings of the International Conference on Superelastic 
and Shape Memory Technologies, 2003). A contour plot of 
von Mises stress for off axis loading of 2.5 kN is shown in 
FIG 11. 
0083. Several conclusions may be drawn in comparing the 
long-stemmed Nitinol prostheses of Example 1 with the 
abbreviated Nitinol prosthesis of example 2. For a long 
Stemmed prosthesis, the bending moment is applied through 
the intramedullary stem and results in stress concentrations at 
the medial and distal lateral ends of the prosthesis. The axial 
load and torsional moments are transferred to the bone across 
the bone-prosthesis interface, resulting in high interfaceshear 
stresses that may cause the stem to fracture due to fatigue. In 
contrast, the short-stemmed prosthesis locks proximally in 
the metaphysis and, as a result, significantly reduces or elimi 
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nates interface shear stresses in the intramedullary canal. The 
short-stem has no bending moments in the diaphysis, but 
bears axial and compressive loads in the metaphysis. The 
active locking force of the short-stemmed prosthesis will 
provide torsional Support and anchoring while increasing the 
physiological loading of the proximal femur. The result is a 
more natural stress distribution across a proximal femur cross 
section. Thus stress-shielding may be effectively minimized, 
and concerns about fatigue failure due to bending moments of 
the stem are reduced or removed. 
I0084. In an alternative embodiment, pseudoelastic shape 
memory material is used without a temperature-induced tran 
sition to cause a locking-force. The prosthesis 100 has a 
pseudoelastic bone-locking portion with an A, that is below 
37° C. (e.g. A 30° C.). In this case the pseudoelastic pros 
thesis may be inserted forcibly into the aperture (e.g., with a 
hammer). The resiliency of the pseudoelastic material will 
then provide the locking force. In a related embodiment, the 
pseudoelastic prosthesis is constrained by a rigid sleeve (e.g., 
a hard plastic sleeve). After insertion of the constrained pros 
thesis into the bone aperture, the sleeve is removed. The 
prosthesis may be coated or wrapped with a gap-filling mate 
rial such as collagen before insertion into the sleeve. After 
removing the sleeve, the gap-filling material will bridge the 
bone-prosthesis interface. Use of the sleeve may avoid or 
mitigate the need for forcible insertion into the aperture and 
will protect any coatings or gap filling materials from Scrap 
ing forces. 
I0085 Inanother embodiment, the shape-memory material 
does change phase in response to a temperature change, but 
only partially. For example, a shape memory material with a 
wide transition temperature range that overlaps body tem 
perature may be employed. 
I0086 A further embodiment includes a method of revising 
a prosthesis implantation. A prosthesis with a 2-way shape 
memory bone-locking portion is cooled to induce formation 
of martensite that is sufficient to loosen the prosthesis so that 
it may be removed with minimal damage to the bone. 
0087. The described embodiments of the invention are 
intended to be merely exemplary and numerous variations 
and modifications will be apparent to those skilled in the art. 
All such variations and modifications are intended to be 
within the scope of the present invention as defined in the 
appended claims. 

What is claimed is: 
1. A method comprising: 
providing a sterile prosthesis having a member structured 

to transfer a load produced by the weight of a patient to 
a bone, and an expandable bone-locking portion that is 
integral to the member, the bone-locking portion com 
prising a shape-memory material having a contracted 
state and an expanded State, wherein expansion of the 
shape-memory material produces a locking force; 

removing a portion of the bone so as to form an aperture in 
the bone, the aperture defining an inner Surface of 
exposed bone and allowing access to a metaphysis of the 
bone; 

inserting the bone-locking portion of the prosthesis into the 
aperture, 

wherein a temperature increase causes a change from the 
contracted State to the expanded State resulting in expan 
sion of the bone-locking portion so as to contact the 
inner Surface, 
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wherein the expanding is sufficient to create a locking force 
at the junction between the inner surface and the bone 
locking portion of the prosthesis, and 

wherein the majority of the locking force is applied at or 
above the metaphysis. 

2. A method according to claim 1, wherein the locking 
creates a seal sufficient to exclude particles and debris from 
entering the junction. 

3. A method according to claim 1, further comprising posi 
tioning a deformable gap-filling material at the interface of 
the bone-locking portion of the prosthesis and the inner Sur 
face of the aperture so that upon the expanding of the bone 
locking portion, the gap-filling material is securely held in the 
junction. 

4. A method according to claim 1, wherein the bone is a 
femur, the prosthesis is a femoral implant and the majority of 
the locking force is applied to a region of the bone no more 
distal than the most distal point of the lesser trochanter. 

5. A method according to claim 4, wherein the majority of 
the locking force is applied to the calcar femorale. 

6. A method according to claim 1, wherein the prosthesis 
extends into the aperture by less than or equal to 5 inches. 

7. A method according to claim 1, wherein the shape 
memory material is Nitinol. 

8. A method according to claim 7, wherein the shape 
memory material expands radially by one of less than 8%, 5% 
and 1%. 

9. A method according to claim 1, further comprising 
maintaining the flexibility of the diaphysis by using a pros 
thesis with a truncated shaft. 

10. A method according to claim 9, wherein after insertion, 
the shaft does not extend into the diaphysis of the bone. 

11. A method according to claim 1, further comprising 
maintaining the flexibility of the diaphysis by using a pros 
thesis with distal shaft region comprising a material having a 
flexibility greater than that of stainless steel so as to prevent 
stress shielding. 

12. A method according to claim 1, further comprising 
positioning a deformable gap-filling material at the interface 
of the bone-locking portion of the prosthesis and the inner 
surface of the aperture. 

13. A method according to claim 1, further comprising 
preventing rotation of the prosthesis after implantation 
wherein the preventing rotation includes preparing an eccen 
tric aperture and using a prosthesis with a complementary 
eccentric cross-section. 

14. A method according to claim 1, further comprising 
preventing rotation of the prosthesis after implantation, 
wherein the preventing rotation includes using an aperture 
that includes a plurality of facets and the bone-locking portion 
includes a plurality of corresponding facets. 

15. A method according to claim 1, further comprising 
preventing rotation of the prosthesis after implantation 
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wherein the preventing rotation includes using a bone-lock 
ing portion having one of a barb, tooth, tang, flute and rib. 

16. A method according to claim 1, wherein the bone 
locking portion is characterized by a cross-section, the major 
ity of which is composed of shape-memory material. 

17. A prosthesis for use in an arthroplasty, the prosthesis 
comprising: 

a shaft member having a proximal end and a distal end, the 
shaft member sized for insertion into a Surgically created 
aperture in a bone; 

a connection feature disposed in proximity to the proximal 
end of the shaft member for attachment of a prosthetic 
ball; 

an expandable bone-locking portion integral to the shaft 
member comprising a shape-memory material adapted 
for insertion into an aperture created in a bone, the shape 
memory material adapted to radially expand through the 
formation of austenite in response to a temperature 
increase after insertion into the aperture so as to provide 
a locking-force Sufficient to stabilize the prosthesis in 
the aperture, the prosthesis being characterized by a 
length and a width, wherein the ratio of length/width is 
less than or equal to 5, wherein the prosthesis is sterile. 

18. A prosthesis according to claim 17, wherein the shaft 
member defines a central axis and the shape memory material 
in the bone-locking portion is compressed prior to use by an 
application of force having a component that is orthogonal to 
the central axis. 

19. A prosthesis according to claim 17, wherein the pros 
thesis is adapted to provide a majority of the locking-force to 
regions of the bone that are no more distal than a metaphysis 
of the bone that is exposed by the aperture. 

20. A reconstructed femur comprising: 
a resected long bone having a metaphysis, the bone further 

having a Surgically-created aperture at a proximal end, 
the bone defining an axis extending from a proximal end 
to a distal end; 

a sterile prosthesis embedded in the aperture and compris 
ing a bone-locking portion that includes a shape memory 
alloy characterized by an at least partially martensitic 
state at a first temperature and an at least partially aus 
tenitic state at a second temperature, the bone-locking 
portion having a contracted shape at the first temperature 
and an expanded State at the second temperature, the 
bone-locking portion of the embedded prosthesis being 
in the expanded State so as to apply a locking force to the 
bone; and 

a ball, attached to the prosthesis, for insertion into an 
acetabulum, 

wherein a majority of the locking force is applied to regions 
of the bone that are no more distal with respect to the axis 
than the metaphysis. 

c c c c c 


