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(57) ABSTRACT 

Arnethod and system for the creation or modi?cation of the 

Wear surface of orthopedic joints, involving the preparation 
and use of one or more partially or fully preformed and 

procured components, adapted for insertion and placement 
into the body and at the joint site. In a preferred embodi 

ment, component(s) can be partially cured and generally 
formed eX vivo and further and further formed in vivo at the 

joint site to enhance conformance and improve long term 
performance. In another embodiment, a preformed balloon 
or composite material can be inserted into the joint site and 

?lled With a ?oWable biomaterial in situ to conform to the 

joint site. In yet another embodiment, the preformed com 
ponent(s) can be fully cured and formed eX vivo and 

optionally further ?tted and secured at the joint site. Pre 
formed components can be suf?ciently pliant to permit 
insertion through a minimally invasive portal, yet resilient 
enough to substantially assume, or tend toWards, the desired 
form in vivo With additional forming there as needed. 
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METHOD AND SYSTEM FOR MAMMALIAN 
JOINT RESURFACING 

CROSS REFERENCE TO RELATED 
APPLICATIONS 

[0001] The present application is a continuation-in-part of 
US application ?led Mar. 15, 2002 and assigned U.S. Ser. 
No. 10/098,601, Which is a continuation of an international 
patent application ?led Aug. 28, 2001 and assigned Serial 
No. PCT/US01/41908 Which application has not yet been 
published and Which itself is a continuation-in-part of Pro 
visional US. Application Serial No. 60/228,444, ?led Aug. 
28, 2000, the entire disclosures of Which are incorporated 
herein by reference. 

TECHNICAL FIELD 

[0002] In one aspect, this invention relates to biomaterials 
formed eX vivo for implantation and use Within the body. In 
another aspect, the invention relates to in situ curable 
biomaterials. In yet another aspect, this invention further 
relates to the ?eld of orthopedic implants and prostheses, 
and more particularly, for implantable materials for use in 
orthopedic joints. 

BACKGROUND OF THE INVENTION 

[0003] Applicant has previously described, inter alia, 
prosthetic implants formed of biomaterials that can be 
delivered and ?nally cured in situ, e.g., using minimally 
invasive techniques. See for instance, US. Pat. Nos. 5,556, 
429, 5,795,353, 5,888,220, 6,079,868, 6,140,452, 6,224,630 
and 6,248,131 as Well as published International Application 
Nos. WO 95/30388 and WO 97/26847 and International 
Application PCT/US97/20874 ?led Nov. 14, 1997 (the dis 
closures of each of Which are incorporated herein by refer 
ence). Certain of these applications describe, inter alia, the 
formation of a prosthetic nucleus Within an intervertebral 
disc by a method that includes, for instance, the steps of 
inserting a collapsed mold apparatus (Which in a preferred 
embodiment is described as a “balloon”) through a cannula 
that is itself positioned through an opening Within the 
annulus, and ?lling the balloon With a ?oWable biomaterial 
that is adapted to ?nally cure in situ and provide a permanent 
disc replacement. See also, Applicant’s “Porous Biomaterial 
and Biopolymer Resurfacing System” (PCT/US99/10004), 
as Well as “Implantable Tissue Repair Device (PCT/US99/ 
11740), and “Static Mixer” (PCT/US99/04407) applica 
tions. 

[0004] See also, US. Pat. No. 3,030,951 (Mandarino), 
US. Pat. No. 4,203,444 (Bonnell et al.), US. Pat. No. 
4,456,745 (Rajan), US. Pat. No. 4,463,141 (Robinson), US. 
Pat. No. 4,476,293 (Robinson), US. Pat. No. 4,477,604 
(Oechsle, III), US. Pat. No. 4,647,643 (Zdrahala), US. Pat. 
No. 4,651,736 (Sanders), US. Pat. No. 4,722,948 (Sander 
son), US. Pat. No. 4,743,632 (Marinovic et al.), US. Pat. 
No. 4,772,287 (Ray et al.), US. Pat. No. 4,808,691 (Konig 
et al.), US. Pat. No. 4,880,610 (ConstanZ), US. Pat. No. 
4,873,308 (Coury et al.), US. Pat. No. 4,969,888 (Scholten 
et al.), US. Pat. No. 5,007,940 (Berg), US. Pat. No. 
5,067,964 (Richmond et al.), US. Pat. No. 5,082,803 
(Sumita), US. Pat. No. 5,108,404 (Scholten et al.), US. Pat. 
No. 5,109,077 (Wick), US. Pat. No. 5,143,942 (BroWn), 
US. Pat. No. 5,166,115 (BroWn), US. Pat. No. 5,254,662 
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(SZycher et al.), US. Pat. No. 5,278,201 (Dunn et al.), US. 
Pat. No. 5,525,418 (Hashimoto et al.), US. Pat. No. 5,624, 
463 (Stone et al.), US. Pat. No. 6,206,927 (Fell), and EP 0 
353 936 (Cedar Surgical), EP 0 505 634 A1 (Kyocera 
Corporation), EP 0 521 573 (Industrial Res.), and FR 2 639 
823 (Garcia), W0 93/ 11723 (Regen Corporation), WO 
9531946 (Milner), WO 9531948 (Kuslich). 

[0005] Applicant’s PCT Application No. PCT/US97/ 
00457 (WO 9726847A1) includes the optional use of a 
mold, such as a balloon, and describes the manner in Which 
“[t]he mold created Within the joint is preferably of suf?cient 
shape and dimensions to alloW the resulting cured bioma 
terial to replace or mimic the structure and function of the 
removed ?brocartilage. The mold can be formed of synthetic 
and/or natural materials, including those that are provided 
eXogenously and those provided by the remaining natural 
tissues. The mold can either be removed from the site, upon 
curing of the biomaterial, or is sufficiently biocompatible to 
alloW it to remain in position.” 

[0006] Applicant’s later PCT Application No. PCT/US97/ 
20874 (WO 9820939A2) further describes the manner in 
Which ‘“mold’ Will refer to the portion or portions of an 
apparatus of the invention used to receive, constrain, shape 
and/or retain a ?oWable biomaterial in the course of deliv 
ering and curing the biomaterial in situ. Amold may include 
or rely upon natural tissues (such as the annular shell of an 
intervertebral disc) for at least a portion of its structure, 
conformation or function. The mold, in turn, is responsible, 
at least in part, for determining the position and ?nal 
dimensions of the cured prosthetic implant. As such, its 
dimensions and other physical characteristics can be prede 
termined to provide an optimal combination of such prop 
erties as the ability to be delivered to a site using minimally 
invasive means, ?lled With biomaterial, and optionally, then 
remain in place as or at the interface betWeen cured bioma 
terial and natural tissue. In a particularly preferred embodi 
ment the mold material can itself become integral to the 
body of the cured biomaterial.” 

[0007] Applicant’s oWn use of such mold apparatuses to 
date has concentrated largely on the use of thin, extensible 
balloons adapted to be positioned and then ?lled in situ With 
curable biomaterial, With particular use as a replacement for 
the intervertebral disc folloWing microdiscetomy. In turn, 
there has been considerably less focus, to date, on the use of 
any such molds in other joints, such as the knee. FIGS. 6 
and 7 of Applicant’s PCT Publication No. WO 920939 A2, 
for instance, shoWs a balloon and corresponding drilling 
template for use in knee surgery, the balloon having foot 
portions protruding from a generally ovoid in?atable por 
tion. 

[0008] Finally, US. Pat. No. 6,206,927 describes a self 
centering meniscal prosthesis device suitable for minimally 
invasive, surgical implantation into the cavity betWeen a 
femoral condyle and the corresponding tibial plateau is 
composed of a hard, high modulus material shaped such that 
the contour of the device and the natural articulation of the 
knee eXerts a restoring force on the free-?oating device. In 
What appears to be a related manner, SulZer has introduced 
a unicompartmental interpositional spacer to treat osteoar 
thritis in the knee. See “Little Device Could Pack a Big 
Punch”, SulZer Medica Journal Edition 2/2000 (WWW.sulZ 
ermedica.com/media/smj-full-teX/2000/0002-full-teXt 
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6.html). The device is described as a metallic kidney-shaped 
insert Which ?lls in for the damaged cartilage betWeen the 
femur and the tibia. 

[0009] Such a metallic device, as described in either the 
Fell patent and/or SulZer’s product literature, is described as 
appropriate for use in younger patients With moderate to 
severe chondromalacia, particularly since the product pro 
vides a hard, self-centering meniscal device that is “devoid 
of physical means that ?X its location”. In so doing, the 
device of Fell et al. tends to require a signi?cant amount of 
intact cartilage and meniscus. Applicant’s oWn products to 
date, including those improved embodiments described 
herein, have been largely geared toWard more elderly 
patients, Where such healthy cartilage is lacking. In turn, 
Applicant’s devices tend to provide angular correction and 
improved anchoring of the implant at the joint surface. 

[0010] In spite of developments to date, there remains a 
need for a joint prosthesis system that provides an optimal 
combination of properties such as ease of preparation and 
use, and performance Within the body. 

BRIEF DESCRIPTION OF THE DRAWING 

[0011] In the DraWing: 

[0012] FIG. 1 shoWs top and side perspectives of a 
preferred preformed knee implant prepared according to the 
present invention. 

[0013] FIG. 2 shoWs an embodiment in Which preformed 
components adapted to be inserted and assembled in situ. 

[0014] FIG. 3 shoWs an alternative embodiment in Which 
preformed components are employed. 

[0015] FIGS. 4 and 5 shoW an embodiment in Which a 
substantially open (saucer-shaped) mold is inserted into the 
joint site, to be ?lled With a corresponding curable biomat 
eral in situ. 

[0016] FIG. 6 shoWs a variety of alternative embodiments 
that include one or more preformed component. 

[0017] FIG. 7 shoWs a variety of alternative means for 
anchoring a preformed component such as that shoWn in 
FIG. 6d. 

[0018] FIG. 8 shoWs a further variety for anchoring or 
stabiliZing a preformed portion by the use of ancillary 
portions and/or surface teXture. 

[0019] FIG. 9 shoWs a variety of embodiments in a 
substantially closed (balloon like) mold is adapted to be 
inserted into the joint site and ?lled With a corresponding 
curable biomaterial. 

[0020] FIG. 10 shoWs a mold adapted for use as an 
acetabular mold in connection With the replacement of the 
articulating surface in a hip. 

[0021] FIG. 11 shoWs a patella femoral joint form suitable 
for use in combination With the method and system of this 
invention. 

[0022] FIGS. 12 and 13 shoW various vieWs of a particu 
larly preferred knee implant of the present invention. 

SUMMARY OF THE INVENTION 

[0023] The present invention provides a method and sys 
tem for the creation or modi?cation of the Wear surface of 
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orthopedic joints, including one or both of tWo articulating 
surfaces and/or portions thereof, and particularly articulating 
joints such as the knee. In one preferred embodiment, the 
method relies, at least in part, upon the manner in Which the 
various stages of curing a curable biomaterial, and in turn, 
the various stages of forming a component from the cured or 
curing biomaterial, can be correlated and optimiZed in a 
desired manner. In turn, such a method provides the ability 
to both generally and speci?cally form the component for 
use in situ. 

[0024] The present invention includes a variety of embodi 
ments, each of Which preferably includes one or more 
components that are formed eX vivo, and that are adapted to 
be inserted and ?nally formed or assembled in situ in order 
to provide a ?nal prosthesis and articulating joint surface. 
EXamples of the various embodiments include, for instance, 

[0025] 1) one or more components that are each 
partially molded eX vivo, in a manner that permits 
the component to be inserted and ?nally formed in 
situ, 

[0026] 2) a plurality of preformed components 
adapted to be assembled in situ, for instance in an 
overlapping or interlocking fashion, 

[0027] 3) an insertable open (e.g., saucer shaped) 
mold, adapted to be inserted and positioned Within 
the joint site, and there used in combination With a 
?oWable biomaterial adapted to be delivered to the 
open mold in situ, under conditions that permit the 
?oWable biomaterial to cure in contact and/or com 
bination With the mold in order to form a ?nal 
prosthesis, 

[0028] 4) one or more generally extensible envelope 
(e.g., balloon-type) molds, adapted to be positioned 
and ?lled in situ With corresponding curable bioma 
terials, one or more of the molds themselves provid 
ing one or more regions of generally non-extensible, 
preformed material. In one embodiment, for 
instance, a plurality of such envelope portions (e.g., 
a bi-compartmental single envelope) can be adapted 
for use on both the medial and lateral tibial surfaces, 
respectively. 

[0029] By the selection and use of a suitable biomaterial, 
and other features as described herein, the present invention 
provides an optimal combination of bene?ts, as compared to 
methods previously described. Such bene?ts include those 
that arise in the course of preparation and storage (e.g., 
sterility, storage stability), those that arise in the surgical 
?eld itself (e. g., ease of use, adaptability, predictability), and 
those that arise in the course of long term use Within the 
body (e.g., biocompatibility, moisture cure characteristics, 
tissue congruity and conformability, retention, Wear charac 
teristics, and physical-mechanical properties). 

[0030] In one preferred embodiment, the method and 
system involve the preparation and use of partially cured 
components that can be formed outside the body, for inser 
tion and placement into the body, and that can then be further 
formed Within the joint site in order to enhance conform 
ance. The ability to ?nally form one or more components in 
situ provides various additional bene?ts, such as increased 
control over the overall siZe and shape of the ?nal prosthesis, 
improved shape and compliance of the surface apposing 
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natural bone, and ?nally, improved shape and compliance of 
the opposite, articulating surface. 

[0031] As used herein, the Word “cure”, and in?ections 
thereof, Will refer to the eXtent to Which a curable bioma 
terial, as used to form a component of this invention, has 
begun or completed Whatever physical-chemical reactions 
may be contemplated in the course of fully forming the 
component, at the surgical site, for long term use in situ. In 
turn, the biomaterial can be considered as uncured (as in 
component parts that have not yet been miXed or composi 
tions that have not yet been activated), or it can be partially 
cured (e.g., Wherein the components have been miXed, or 
compositions activated, under conditions suitable to begin 
the curing process), or it can be fully cured (e.g., in Which 
case, Whatever chemical reactions may have occurred have 
substantially subsided). Generally, uncured compositions 
are sterile, storage stable, and often ?oWable, though are 
typically not yet formed or capable of being formed. 

[0032] Curing compositions, by contrast, generally begin 
as ?oWable compositions, but become non?oWable over a 
?nite time period as they begin to gel or set. Curing 
compositions can also be minimally formed, e.g., outside the 
body by the use of molds and/or suitable shaping tools, 
and/or Within the body, as by the initial positioning of the 
component on supporting bone and by the repositioning of 
opposing, articulating bone surfaces. Thereafter, it is con 
templated that certain compositions of this invention can be 
further formed, over time, as by the gradual effect of 
articulating bone in the course of long term use. 

[0033] As also used herein, the Word “form”, and in?ec 
tions and variations thereof, Will refer to the manner and 
eXtent to Which a component has been siZed and shaped, in 
either a general and/or speci?c manner, for use at a joint site. 
In turn, the forming of such a component can occur either eX 
vivo and/or in vivo, as Well as in a general manner (e.g., by 
the use of an eX vivo mold or tools) and/or a speci?c manner 
(e. g., by ?nal curing in apposition to supporting bone and/or 
opposing articulating bone surfaces), as Well as combina 
tions thereof. 

[0034] A component can be “speci?cally” formed in this 
manner in order to conform the component (and particularly 
its surfaces) to the corresponding speci?c shapes and dimen 
sions of bone in situ, including both supporting bone sur 
faces and/or opposing (e.g., articulating) bone surfaces. 
Such speci?c conformation, in turn, can be used to improve 
a variety of characteristics of the ?nal implant, including 
comfort, mechanical performance, and/or long term stabil 
ity. Such conformation can also include aspects in Which one 
or more components, or the composite prosthesis, are “con 
formed” in correspondence With the joint site (e.g., by ?nal 
shaping and curing processes that occur in situ). 

[0035] Such conformation can also include aspects in 
Which the components, or prosthesis itself, are adapted to be 
“deformed” Within the site, as by the application of force. 
For instance, a substantially fully formed component can be 
provided to have suf?cient mechanical properties (e.g., 
strength and resilience) to permit it to be inserted into a joint 
site and effectively deformed under normal anatomic forces 
For instance, a substantially conveX component can be 
deformed to assume the corresponding concave shape in 
situ, in, While retaining suf?cient resilient strength to tend 
toWards its original conveX shape (e.g., analogous to the 
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manner in Which a locking Washer can be deformed in use, 
While tending toWard its original shape). Preferably, a ?nal 
knee component is adapted to be deformed under conditions 
of use Within the body (e.g., under physiologic load), While 
maintaining desired siZe and tibial congruency, and in a 
manner that provides desired ?t and thickness for desired 
angular correction. 

[0036] Hence a “preformed” component Will generally 
refer to a component that is at least partially formed eX vivo, 
as by the surgeon’s selection and use of an appropriately 
siZed eX vivo mold. Such a preformed component can be 
speci?cally formed as Well, including in an eX vivo fashion, 
as by the use of a customiZed mold that is itself re?ective of 
the particular dimensions and contours of the intended joint 
site. Such customiZed molds can be prepared, for instance, 
by the use of external imaging means, and/or by the appro 
priate use of negative and/or positive molds taken at the 
tissue site. Optionally, and preferably, the preformed com 
ponent is speci?cally formed, in Whole or in part, by being 
positioned in situ, prior to the completion of the curing 
process, and in apposition to both supporting bone and 
opposing bone surfaces. Once positioned Within the joint 
site, any such component or prosthesis can be adapted to be 
deformed in order to improve its retention and/or perfor 
mance in situ, e.g., resiliently deformed upon release of 
distracting forces and repositioning of the opposing bone 
surface. 

[0037] For instance, a preformed composition is provided, 
formed initially by the eX vivo onset of cure, in Which the 
composition can be implanted Within on the order of 10 
seconds to several days of the onset of cure, preferably 
Within about 30 seconds to about 10 minutes, and more 
preferably Within about one to about ?ve minutes, While 
maintaining a surface eXotherm of less than about 50C, and 
more preferably less than about 45C once positioned Within 
the body. 

[0038] Once positioned in vivo, preferred preformed com 
ponents of this invention are adapted to be ?nally shaped, for 
a period of betWeen about 10 seconds and one or more hours, 
and more preferably betWeen about one minute and about 
?ve minutes. The loWer limit is de?ned largely by the time 
it takes to effectively reposition bone, or otherWise re 
establish suitable force on the implant. The upper limit, in 
turn, is generally de?ned by the susceptibility of the 
implanted composition to further deformation or shaping. 
Such ?nal shaping is generally accomplished, at least in part, 
under the force brought about by repositioning articulating 
bone surfaces. In one preferred embodiment, the partially 
cured composition is implanted under conditions that permit 
it to deform less than about 15%, preferably less than about 
10%, and most preferably less than about 5%, under physi 
ologic forces, While maintaining tibial congruency and 
imparting desired angular correction. 

[0039] Hence, a particularly preferred preformed compo 
nent of this invention can be implanted Within an initial 
about one to about ?ve minutes of the onset of its formation, 
and once implanted can be further molded or formed for a 
further period of about one to about ?ve additional minutes, 
in a manner that permits the resultant implant to substan 
tially retain a desired ?nal form and function. 

[0040] The system of the present invention thereby pro 
vides the surgeon With a variety of options, based on the 
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manner in Which these curing and forming processes are 
correlated. In one particularly preferred embodiment, for 
instance, the surgeon is provided With a composition adapted 
to be partially cured and generally formed ex vivo, and then 
promptly inserted into the body and positioned at the joint 
site, Where it can be ?nally, and speci?cally, formed in the 
course of becoming fully cured. 

[0041] By partially curing the prosthesis ex vivo, the 
present system simpli?es the preparation process consider 
ably, e.g., by lessening or avoiding potential problems (such 
as curing in the presence of moisture, and surface exotherm 
in the presence of tissue) that can arise When a comparable 
composition is mixed and delivered to the joint site While it 
is still ?oWable. Surprisingly, the present system permits 
such prostheses to be not only formed, but also manipulated 
and inserted into the joint (e.g., through an incision of 
betWeen about 1 cm and about 3 cm). Once inserted, the 
prosthesis can be positioned, and further formed in situ, all 
Within a reasonable time frame. In fact, it has been found 
that the procedure is amenable to outpatient use and even 
regional anesthesia. 

[0042] Moreover, the present system can avoid the use of 
such processes as the drilling anchor holes into the under 
lying bone, distraction of the knee joint, ligament release, 
leveling of the tibial plateau, and the various other proce 
dures typically involved With delivering the biomaterial 
directly to the joint site in still ?oWable form. Yet, the 
prosthesis of the present invention provides a combination 
of properties such as the extent of congruence With under 
lying bone, Wear characteristics, fracture toughness, and 
avoidance of ?brillated articular cartilage, that meets or 
exceeds the combination of properties obtained using a 
comparable biomaterial in ?oWable form, delivered and 
largely cured in situ. 

[0043] In addition to its immediate use in such joints as the 
knee, the system of the present invention provides particular 
advantages When applied to ball and socket joints, such as 
the hip. In one such embodiment, a balloon can be ?lled With 
a biomaterial as described herein, and inserted and posi 
tioned Within the acetabulum, prior to or folloWing ?lling, to 
provide a soft, conformable, durable lining for the placement 
of a hip prosthetic portion. In a further embodiment, the 
method and system involve the preparation and use of one 
or more partially or fully cured component(s) formed out 
side the body, for insertion and placement into the body and 
optionally further ?tting and securing at the joint site. These 
preformed component(s) typically require less manipulation 
at the bedside and alloW for alternative methods of terminal 
steriliZation, and ?nal inspection and release at the manu 
facturing site. 

[0044] In a particularly preferred embodiment, the present 
invention therefore provides an implant that is designed to 
be formed to and congruent With the tibial surface, having a 
?nal femoral surface shape that serves largely as a glide path 
With respect to the femoral condyle. 

[0045] This can be compared to other devices, such as that 
of the ’927 patent described above, Which discloses a “self 
centering” device, formed entirely outside the body, and 
generally of a hard metal, by ?rst determining the geometry 
of the entire knee compartment, including both the femoral 
and tibial surfaces. The device is designed to be very hard, 
and based on such things as the concavity and convexity of 
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various surfaces, Which are designed to permit continued 
movement (translational and rotational) and re-positioning 
of the device Within the knee compartment in the course of 
use. In turn, the device is permitted and expected to con 
tinually move Within the joint over the course of its use. 

[0046] The present device can be used in patients having 
joints that have progressed to the stage of “bone on bone”, 
and thus provides a replacement for the function of articular 
cartilage as Well as meniscus, and particularly at the central 
Weight-bearing area, in order to restore alignment. The 
implant provides an elastomeric, cushioning function, as 
compared to the rigid and hard device of the ’927 patent. The 
present implant is also congruent With the tibial surface, 
based upon both its initial shape and the ?nal shaping that 
occurs in situ. In turn, the present implant is more perma 
nently anchored in place, in signi?cant part by the posterior 
lip shoWn in FIGS. 1, and 12-13 as Well by the use of 
anterior ?xation means (such as embedded sutures). 

[0047] Finally, the presently preferred implant has a 
peripheral thickness that is generally thinner than the thick 
ness of their central portion, and is positioned only partially 
Within the knee compartment as de?ned in the ’927 patent, 
having a posterior lip that extends Well beyond a compart 
ment de?ned in that manner, and that serves a key role in 
?xation. 

DETAILED DESCRIPTION 

[0048] The method and system (e.g., preformed compo 
nent(s) and/or curable biomaterial and mold) can be used to 
prepare a ?nal prosthesis, in vivo, that provides a ?rst major 
surface in apposition to and retained upon the supporting 
bone itself, and a second (generally substantially parallel 
and opposite) major surface adapted to provide a Wear 
surface for opposing (e.g., articulating) bone. By “retained 
upon” it is meant that the ?nal prosthesis is maintained in a 
desired position upon the supporting bone surface in a 
manner suitable for its intended use, e.g., by the use of one 
or more anchor points, by the use of adhesive or other 
suitable interface materials, by the use of sutures, staples, 
and the like, and/or by a mechanical lock achieved by the 
combination of a bone-contacting surface suitably con 
formed or conformable to the terrain of supporting bone, 
together With the retaining (and optionally including 
deforming) effect achieved upon repositioning opposing 
articulating bone surface. 

[0049] The ?rst and second major surfaces can be pro 
vided in any suitable manner, for instance, 1) by the prepa 
ration and insertion of a single partially cured and generally 
preformed component into the joint, preferably under con 
ditions that permit the component to become further, and 
speci?cally, formed in vivo, 2) by adding a ?oWable bio 
material to an initial preformed component (e.g., in the 
shape of a balloon or open mold) positioned at the tissue site, 
3) by placing one or more fully cured and preformed 
components at the tissue site and optionally further ?tting, 
adapting and/or securing the component(s) as needed, and/or 
4) by assembling one or more preformed components in situ 
(e.g., side by side in an interlocking fashion upon the 
surface) such that the assembled components cooperate to 
provide the ?rst and second major surfaces. 

[0050] The system can therefore include modular 
implants, that include one or more preformed components as 



US 2002/0183850 A1 

described herein, in combination With one or more other 
(e.g., metallic) components. Any or all of such components 
can be made using materials having “shape memory” that 
permits the components to be easily inserted into the joint 
space, in a manner that permits the component(s) to assume 
or recover an alternative shape upon the application of 
energy (e.g., heat slightly above body temperature). Option 
ally, such alternative shape can be achieved prior to insertion 
into the body. Alternatively, the molded in the body implant 
can be taken out and reformed (e.g., by heat, radiation or 
other suitable means) and reimplanted for ?nal ?t. 

[0051] In addition to the partially or fully cured preformed 
component(s) and/or curable biomaterial and related molds, 
the method and system of this invention include the optional 
use of various additional materials and/or steps, e.g., to 
prepare the bone surface itself, to provide suitable interfaces 
(e.g., adhesive interfaces and/or protrusions that can be 
further secured to the joint site or by smoothing of the 
femoral condyle or tibial plateau as needed), to treat one or 
more surfaces in order to provide them With different or 
improved properties as compared to the inherent properties 
of the material providing the surface, and the like. Examples 
of such materials include, for instance, the use of adhesive 
materials, tissue in-groWth stimulators, and ?brous materials 
(e.g., Webs adapted to tether the implant and/or to facilitate 
?brous tissue ingroWth). 

[0052] The partially or fully cured preformed compo 
nent(s) can themselves each provide uniform or non-uniform 
properties, and can be provided in a plurality or range of 
styles and siZes. These components can be designed to 
conform to lateral or medial compartments, or both, and to 
right or left knees, or both. In a preferred embodiment, all 
embodiments can be inserted into the joint site in a mini 
mally invasive fashion. By “minimally invasive”, in this 
context, it is meant that the procedure of siZing, inserting, 
positioning and forming the prosthesis, in situ, can prefer 
ably be accomplished Without the need for open, invasive 
incisions of the type conventionally used for inserting total 
knee prostheses. In a preferred embodiment, the partially 
cured preformed components can be further formed and 
fully cured in vivo to enhance compliance With the joint site. 

[0053] The surface of the partially or fully cured pre 
formed component(s) can also be modi?ed to provide any 
desired properties (e.g., promote adhesion), such as by the 
design and use of polymers themselves or by surface treat 
ment of the fully cured or curing embodiments to provide 
suitable reactive groups such as amines, hydroxyl groups, or 
other reactive or hydrogen bonding functionalities. Simi 
larly, the partially cured preformed component or fully cured 
component, including balloons or composite materials, can 
be provided With appropriate surface coatings, e.g., biologi 
cally active agents to promote desired tissue interactions, 
including tissue or cellular adhesion, such as those selected 
from the group consisting of cytokines, hydroxyapatite, 
collagen, and combinations thereof. Such biologically active 
agents can also include, for instance, anti-in?ammatory 
agents, antitumor agents, antibiotics, complement inhibitors, 
cytokines, groWth factors, or inhibitors of groWth factors and 
cytokines, as Well as combinations of any such biologically 
active agents With each other and/or With adjuvants, and the 
like. 

[0054] In one embodiment of this invention, partially 
cured, and generally preformed components are inserted into 
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the joint site, and there further and speci?cally formed to 
enhance compliance. In an alternative embodiment, fully 
cured components in the shape of a balloon or open mold are 
employed to provide a ?nal composite material by inserting 
the balloon or mold into the joint and there ?lling it With a 
biomaterial that cures in situ and conforms With the joint 
site. In another alternative embodiment, the fully cured 
component(s) are provided and inserted into the joint either 
singly or piecemeal and optionally further ?tted and secured 
in vivo. 

[0055] As an example of the ?rst such embodiment, the 
invention provides an open ex vivo mold, adapted to 
approximate the desired dimensions of the joint site, and to 
receive a curable biomaterial. A suitable mold can be 
formed, for instance, from the use of conventional materials 
such as silicone materials, that permit the curing biomaterial 
component to be easily and entirely removed at the desired 
time. Optionally, the mold can itself be provided With a 
coating or release liner, including those that can be inte 
grated, in Whole or in part, With the component thus formed. 
Once the ?oWable biomaterial has been delivered and par 
tially cured in this ex vivo mold, and any optional molding 
or fabricating steps have occurred, the biomaterial can be 
removed from the mold and inserted into the joint site, under 
conditions suitable to permit it to be further and ?nally 
formed in vivo to enhance conformance With the joint site. 
Optionally, additional ex vivo forming steps or features can 
be performed, e.g., by imparting desired curvature and 
femoral glide paths, prior to inserting and ?nal forming in 
vivo. 

[0056] Also, in the course of molding the component ex 
vivo, and/or transferring it to the tissue site, various struc 
tures and/or materials can be incorporated into and/or onto 
the component itself, to enhance its placement, retention 
and/or performance in situ. For instance, the mold itself can 
be provided in a form suf?cient to impart various integral 
structural features, such as tibial “tabs”, adapted to provide 
or improve the retention of the component at the tissue site. 
Such tabs, for instance, can be provided in the form of one 
or more protrusions integral With the mold itself and adapted 
to be positioned Within and/or af?xed to the soft tissue 
and/or bone in vivo. Examples of such tabs are shoWn, for 
instance, in FIG. 1, Where reference number 18 depicts a 
raised posterior portion. 

[0057] An insertable component can also be provided With 
one or more ancillary portions or protrusions formed of 
materials other than that used to form the bulk of the 
component itself. For instance, sutures or ?brous materials 
can be incorporated into or onto the bulk material, for use in 
improving the initial and/or long term retention of the 
component in situ, e.g, by tethering the prosthesis at the joint 
site and in a desired position. Such other materials can be 
temporarily positioned into or upon the mold itself, for 
instance, or otherWise provided, in a manner that permits 
them to become integrated into the biomaterial as it ?lls the 
mold and becomes partially cured ex vivo. With the resulting 
component positioned in situ, the protrusions can be used to 
tether the implant, by securing them to the surrounding soft 
tissue and/or bone by use of adhesives, sutures, screWs, pins, 
staples, or the like, and other types of anchors, or combi 
nations thereof, Which in turn can be prepared using bioab 
sorbable and/or non-bioabsorbable cements, composites, 
and adhesives. The materials can provide both an immediate 



US 2002/0183850 A1 

?xation function, and optionally also a desired long term 
function, by permitting them to be either absorbed by the 
body over time, and/or to permit or encourage ?brous tissue 
ingroWth for long term ?xation. 

[0058] The reinforcing material can be provided in any 
suitable form, e.g., as ?bers (e.g., sutures) or as a uniform 
Woven or non-Woven fabric, optionally including one or 
more reinforcing ?bers or layers. A suitable non-Woven 
fabric, for instance, is preferably a material such as is 
commercially available under the trade name Trevira Spun 
bond from Hoechst Celanese Corporation. The non-Woven 
fabric is generally composed of continuous thermoplastic 
?ber, needle punched together to yield a felt-like fabric. In 
addition to fabrics like Trevira Spunbond, other materials 
such as polyester staple mat, glass ?ber mat, as Well as other 
organic and inorganic ?ber mats and fabrics can be 
employed. 

[0059] Reinforcing ?bers can be included Within the 
Woven or non-Woven fabric, or provided as separate layers 
of a composite. Such ?ber layers can preferably include a 
directional reinforcing ?ber layer of organic or inorganic 
structural reinforcing ?bers such as ?berglass, carbon ?bers, 
aramid ?bers Which is available from DuPont Corporation 
under the trade name Kevlar, linear polyethylene or polypro 
pylene ?bers such as is commercially available from Allied 
Signal, Inc. (noW HoneyWell) under the trade name Spectra, 
or polyester ?bers. The phrase “reinforcing ?ber” can 
include any ?ber Which, When used in its oWn right or added 
to a composite fabric material, retains or enhances desired 
structural properties. The ?bers can be randomly oriented, or 
preferentially, they can be oriented in one or more directions. 
While a number of speci?c types of materials have been 
given for use as the reinforcing ?ber layer, it Will be 
appreciated by those of ordinary skill in the art that other 
equivalent-type reinforcing ?ber layers can be employed in 
the practice of the invention. A reinforcing ?ber layer can be 
itself used to secure the prosthesis, or can be attached to a 
Woven or non-Woven ?ber layer having a number of inter 
stices or pores. Preferably, the reinforcing ?ber layer and 
other ?ber layers are secured to each other mechanically, as 
by conventional stitching, needle punching, stapling or 
buttons. In the case of certain applications, adhesives can 
also be used. 

[0060] Similarly, a partially cured preformed component 
(and/or ancillary portions incorporated therein) can also be 
provided With suitable means to improve its ability to retain 
the component in situ, e.g., by the use of surface character 
istics that provide improved chemical interactions With the 
joint site. Such interactions can be achieved by the judicious 
use of bulk material compositions themselves and/or the use 
of adhesives or other suitable interface materials. The par 
tially cured, preformed, component can also be physically 
modi?ed to increase its interactions With joint site, as by 
surface roughening, etching or cross-hatching, Which Would 
tend to provide increased surface area, and in turn, improved 
mechanical retention. A partially cured, preformed, compo 
nent can also be retained by external means that are other 
Wise secured to the surrounding bone and/or soft tissue by 
use of adhesives, sutures, screWs, pins, staples or the like or 
combinations thereof. On the major surface opposing articu 
lating bone, the partially cured preformed component can be 
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provided With suitable means as Well, intended to improve 
or alter either its compliance and/or interactions With the 
opposing bone surface. 

[0061] In one particularly preferred embodiment, the sys 
tem includes a partially cured preformed component that is 
?rst molded outside of the joint site and adapted to be 
delivered to a tissue site and there positioned in a ?xed 
position. The mold can be of an open or closed con?guration 
(and/or can involve a one- or multi-step molding process), 
adapted to preform one or both major surfaces, respectively. 
Once positioned, the partially cured component is adapted to 
be initially ?t and positioned Within the joint site, and to 
thereafter become better conformed to the speci?c dimen 
sions and/or terrain (e.g., anatomic structure) of the joint site 
in vivo. Optionally, and preferably, the molds are designed 
to yield components that have optimum adhesion and con 
formance to the joint sites. The molds may also be heated 
during the ex vivo partial curing process to optimiZe com 
ponent properties or to provide a component that is more 
formable in vivo. 

[0062] In an alternative preferred embodiment, the method 
and system involve the preparation and use of one or more 
fully or partially cured component(s) formed outside the 
body, for insertion and placement into the body and option 
ally further ?tting and securing at the joint site. In one 
embodiment, the invention provides a single preformed 
component that is inserted into the joint site and optionally 
further ?tted or secured as needed. In another embodiment, 
the invention provides a plurality of preformed components, 
formed of the same or different materials, and adapted to be 
delivered and positioned at the tissue site in a manner that 
provides a ?nal composite. The components can be com 
bined at the site in any suitable fashion, e.g., by providing a 
mechanical lock and/or by the use of interfacial materials 
such as adhesive layers. The components can be combined 
in any suitable fashion, e.g., as layers upon the bone, or as 
individual side-by-side components adapted to traverse the 
bone surface When combined. The use of preformed com 
ponent(s) can require less manipulation at the bedside and 
alloW for alternative methods of terminal steriliZation, and 
?nal inspection and release at the manufacturing site. The 
various means of retaining partially cured preformed com 
ponents, discussed herein, can be adapted to Work With fully 
cured preformed components. 

[0063] The method and system of this invention can be 
used for repairing a variety of mammalian joints, including 
human joints selected from the group consisting of the tibial 
plateau of the knee, the acetabulum of the hip, the glenoid 
of the shoulder, the acromion process of the shoulder, the 
acromio-clavicular joint of the shoulder, the distal tibial 
surface of the ankle, the radial head of the elboW, the distal 
radius of the forearm, the proximal phalanx surface of the 
great toe, the proximal metacarpal surface of the thumb, and 
the trapeZium of the Wrist. 

[0064] Those portions or combinations of preformed com 
ponent(s) that contact the bone surface are preferably 
adapted to physically conform closely to the prepared bone 
surface, e.g., to its macroscopic physical contours. Such 
conformation can be provided or enhanced in any suitable 
manner, e.g., 1) by providing a partially cured preformed 
component that is ?rst made in an ex vivo mold and then 
adapted or modi?ed to conform to the surface (e.g., by 






















