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Description

Field of the Invention

[0001] The present invention relates to surgical tem-
plate systems for use in working on bones, and in par-
ticular, although not exclusively, to surgical template sys-
tems for use in total knee replacement surgery.

Background to the Invention

[0002] Surgical template systems for use in working
on bones, and for preparing bones to receive prosthetics
are known.
[0003] WO 2004/017842 A2 discloses template sys-
tems for use in total knee replacement surgery. The tem-
plate systems comprise an adjustable positioning block
and a surgical tool guide. The systems are designed to
allow further adjustment after placement on the bone and
have mechanisms which allow this to occur. Disclosed
positioning blocks sit on articular surfaces of bones, and
this may lead to inaccuracies in placement. A disclosed
adjustable positioning block comprises a tracker member
which, in use, is tracked by a camera-based optical com-
puter assisted surgery (CAS) system to assist the sur-
geon in correctly positioning the template system. Thus,
use of the template systems entails adjustments of at
least the positioning block in the operating theatre. This
is disadvantageous because it is likely to increase both
the complexity and time of the implantation procedure
and adds to the number of intra-operative decisions to
be made by the surgeon. Furthermore, the apparatus of
the template system itself and the associated tracking
equipment is complex and costly. Adjustable mecha-
nisms are more expensive to manufacture than fixed,
non-adjustable systems, are more prone to failure, and
are harder to clean after use.
[0004] WO 2006/060795 Al discloses a surgical tem-
plate comprising an alignment guide, in the form of a
mold having a surface for engaging a joint surface, and
an instrument guide, comprising one or more tool-guiding
apertures, that communicates with the mold. The mold
(alignment guide) may be designed specifically for a giv-
en patient and is used to help orientate an instrument
guide relative to the patient’s anatomy. For knee surgery,
each mold is adapted to conform to an articular surface
of the femur or tibia. The instrument guide may be man-
ufactured from a hard material and may be re-usable,
whereas the alignment guide may be formed from a rel-
atively soft material. Optional adjustment between the
alignment device and the instrument guide during the
surgical procedure is disclosed. Optional use of a metal
insert in an opening in a plastic mold to accept a reamer
or saw is disclosed. Where the instrument guide is posi-
tioned over the mold, such that a tool guided by the in-
strument guide needs to pass through the mold to reach
the bone beneath, the document discloses the option of
arranging for openings in the plastic mold (alignment

guide), corresponding to the instrument guide opening
positions, to be oversized to avoid introducing plastic de-
bris into the joint being worked on. Disadvantages of the
disclosed templates include the following. The custom
(patient-specific) mold parts of both the femoral and tibial
devices are adapted to conform with and sit on their ar-
ticular surfaces. This can lead to inaccuracies in place-
ment. During knee surgery the oscillating saw blade
causes any device in contact with the joint to vibrate. In
the disclosed systems in which the instrument guide
blocks sit directly on top of the moulded parts, a problem
is how to fasten the guide block to the mold so as not to
come apart whilst the bone cuts are made. Positioning
the instrument guide block on top of (over) a custom mold
can move a guide aperture away from the bone surface,
and can thus result in reduced accuracy when using that
aperture to guide a cut. Furthermore, relatively thin (in
terms of the depth of guide aperture provided) instrument
guide blocks are disclosed, and by providing relatively
shallow guide apertures, the accuracy of the bone cuts
that can be made using those guide apertures if reduced.
This is also exacerbated when the instrument guide block
is located over the mold, such that a guided tool must
also pass through the mold to reach the bone as the saw
blade passes through the slits in them. The tibial and
femoral devices sitting over the articular surfaces restrict
the visibility of the surgeon whilst performing the bone
cuts. A disclosed femoral mold, adapted to conform to
the femoral articular surface, would appear to have to be
made from flexible material to fit onto the end of the femur
(which is, as a rough approximation, bell shaped). A flex-
ible mold cannot be used to provide rigid location for an
instrument guide block, and hence further inaccuracies
in cutting the bone are introduced.
[0005] The paper "Computer-assisted Total Knee Ar-
throplasty Using Patient-specific Templating", M. A.
Hafez et al, Clinical Orthopaedics and Related Research,
No. 444, pp. 184-192 discloses femoral and tibial tem-
plates for total knee replacement surgery. This paper dis-
closes one femoral and one tibial template, each cus-
tomized to an individual bone by a process comprising
scanning, and each then manufactured by a rapid proto-
typing technique. Each template is a one-piece block,
comprising locators having surfaces adapted to seat the
template in a unique position on the respective bone, and
also comprising guide slots and holes to guide saw
blades and drill bits to work on the bone. Each template
comprises the features of the precharacterising portion
of claim 1. Each template is designed for single use (i.e.
after that use it is disposed of). The paper discloses use
of the templates to perform total knee arthroplasties on
cadaveric and plastic knees only. The templates are pro-
duced from a Polyamide (nylon) composite material (Du-
raForm™, 3D Systems), which is a durable material for
creating functional (tooling) prototypes. This material is
licensed for in vivo exposure, i.e. coming into contact with
tissue when used as an instrument, but not as an implant.
Once manufactured, the templates are sterilized and
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ready for use. The paper demonstrates the usefulness
and some of the advantages of patient specific templates.
However, disadvantages of the disclosed templates in-
clude the following. The relatively soft material used to
form each of the single unit templates, and which there-
fore forms the walls of the guide apertures, readily sheds
particulate material when in contact with moving tool bits
(e.g. saw blades, drill bits), which is unacceptable as it
might in the long term have an undesirable toxic effect
on the tissues of a patient. Further, the particulate matter
might cause damage to the plastic prosthetic component
if trapped between the two prosthetic components while
they are in use. Friction between the moving surgical
tools and the device can cause further shedding of par-
ticulate material from the device and would generate suf-
ficient heat that can melt DuraForm™ under normal op-
erating conditions. This melting of the device material
can cause seizure of the cutting tool. DuraForm™ is po-
rous. The inclusions in the material may be ’opened up’
during surgery by the movement of powered surgical
tools over its surface resulting in the release of more par-
ticulate material with the consequences stated above. It
is now possible to rapid prototype customized devices
using stainless steel resulting in non-porous devices.
However, constructing each device as a single unit, for
the purpose of single use is extremely expensive and this
option is therefore not likely to be cost effective. Lastly,
the templates disclosed in the paper are relatively bulky,
and substantially reduce visibility of the femur and tibia
being worked on.
[0006] Embodiments of the present invention aim to
obviate or mitigate at least one of the problems associ-
ated with the prior art.

Summary of the Invention

[0007] According to a first aspect of the present inven-
tion there is provided a surgical template system, for use
in working on a bone, as defined by claim 1.
[0008] As the locating means and tool guide block are
separate from one another (and must be assembled and
attached together to use the template) they can be man-
ufactured separately and this provides a number of ad-
vantages. Firstly the tool guide block may be manufac-
tured as a hard-wearing, reusable component that is not
patient-specific. It can, for example, be manufactured
from a metal, such that the guide apertures have hard
metal surfaces which can guide a moving tool (such as
a vibrating or reciprocating saw blade or rotating drill bit)
without shedding material. The locating means can be
made separately, by different techniques. For example,
the locating means may be manufactured using rapid
prototyping techniques so as to be patient-specific,
based on a predetermined bone shape, that is a bone
shape, topography or geometry that has been deter-
mined by a suitable technique on the patient, such as by
scanning (which may also be referred to as imaging).
Thus, a patient-specific system can be produced by rapid

prototyping of just the locating means, and not the tool
guide block. This helps speed up the process and also
reduces costs. In other words, embodiments of the in-
vention offer the advantage that just some parts of the
template system need be patient-specific, with other
parts being "standard" i.e. predetermined and possibly
reusable components. Advantageously, as the guide ap-
erture or apertures are provided in the tool guide block
and not in the patient-specific "custom" locating means,
material can be used for the locating means that is suited
to the patient-specific manufacturing technique (for ex-
ample it may be a relatively soft plastic) whilst avoiding
the problem of locating means material shedding during
use, as the tools are guided by the guide block apertures.
[0009] It will be appreciated that the locating members
of the locating means are rigid such that the assembled
guide block and locating means seats securely on a bone
to be worked on in a predetermined, defined position.
[0010] In certain embodiments the attachment means
is adapted to releasably and non-adjustably attach the
tool guide block to the locating means.
[0011] In certain embodiments the locating means is
adapted such that when attached to the tool guide block,
locating member end surfaces conform to different re-
spective portions of a predetermined bone surface and
enable the attached locating means and tool guide block
to be seated in a defined position with respect to said
predetermined bone surface, with each member end sur-
face in contact with its respective portion of the bone
surface.
[0012] In certain embodiments the locating means has
been manufactured using a method comprising:

determining a surface shape (topography, geome-
try) of a bone to be worked on;
manufacturing the locating means according to the
determined shape such that when the locating
means is attached to the tool guide block the locating
member end surfaces conform to different respec-
tive portions of the bone surface and enable the at-
tached locating means and tool guide block to be
seated in a defined position with respect to the bone,
with each member end surface in contact with its
respective portion of the bone surface.

[0013] A plurality of the member end surfaces may be
adapted to be in contact with respective portions of a
non-articular surface of the bone when the attached lo-
cating means and tool guide block are seated in said
defined position. In certain embodiments all of the locat-
ing members are arranged to seat against non-articular
surfaces of the bone. This is advantageous, because in
general the non-articular surface can be more precisely
determined from scanning, and thus enables the tem-
plate to be manufactured such that it locates on the bone
in a substantially unique position. However, in certain
other embodiments, at least one of the locating member
end surfaces is adapted to seat against an articular sur-
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face of the bone.
[0014] In certain embodiments the first material may
be harder than the second material. For example, the
tool guide block may be formed from a metal, and the
locating means may be formed from a non-metallic ma-
terial, such as a plastic.
[0015] The locating means may have been formed by
a rapid prototyping technique, e.g. from a non-metallic
or a metallic material. Although rapid prototyping in metal
is currently expensive, only the patient-specific locating
means would need to be formed in this way, not the tool
guide block as well. Thus, rapid prototyping of just the
locating means in metal could be performed, at lower
cost than if a unitary guide block and locating means
were produced with such a technique. However, in many
embodiments, the locating means is rapidly prototyped
in non-metallic material.
[0016] In certain embodiments at least one of the lo-
cating members is generally cylindrical and/generally
elongate. At least one of the locating members may be
a locating finger.
[0017] In certain embodiments the locating means and
guide block are arranged such that, when attached to-
gether, the/or each guide aperture is arranged to guide
a tool so as to avoid the locating means. This avoids the
shedding problem, even if the locating means is formed
from a plastic or other relatively soft material.
[0018] The system may further comprise securing
means for securing the attached locating means and tool
guide block to a bone to be worked on. For example, at
least one said member may comprise a bore extending
through the member to the member’s end surface, and
the securing means may comprise a pin adapted to ex-
tend through the bore so as to be drivable into a bone
surface to pin the member to the bone. Certain embod-
iments further comprise a sleeve arranged to line said
bore, wherein the pin is adapted to extend through the
sleeve. A plurality of said members (some or all) may
comprise bores, and the securing means then comprises
a corresponding plurality of pins.
[0019] In certain embodiments, the securing means
comprises a bore extending through the tool guide block,
and the system further comprises a pin adapted to extend
through the guide block bore so as to be insertable into
a bone surface to pin the guide block to the bone. The
pin may be adapted so that it can be driven into the bone
(for example with blows from a hammer or mallet). How-
ever, in alternative embodiments, the pin may be adapted
to screw into the bone. As the tool guide block can be
manufactured from material which does not pose any
shedding problems when in contact with a moving (e.g.
rotating) pin such embodiments of the invention can pro-
vide clear advantages.
[0020] The use of one or more securing bores and cor-
responding pins in the tool guide block itself can be in
addition to bores and pins on the locating means, or an
alternative. Thus, in certain embodiments the tool guide
block may be secured to the bone independently of the

locating means. In certain examples, having secured the
tool guide block in this way at a position determined ini-
tially by the locating means, the locating means may be
removed.
[0021] In certain embodiments the tool guide block
comprises a plurality of securing bores and correspond-
ing pins. In certain examples, this plurality of bores com-
prises a pair of parallel bores arranged such that when
their respective pins are inserted into the bone they con-
strain the tool guide block in directions transverse to the
bores but not in a direction along those bores. In certain
cases, if the locating means is detached from the tool
guide block the tool guide block may then be slid off the
parallel attachment pins, and if desired could be replaced
by another tool guide block with one or more tool guide
apertures arranged to provide cutting or drilling (or oth-
erwise working) on the bone at a modified position.
[0022] In certain embodiments each bore extending
through a member is arranged so as to be generally per-
pendicular to a respective portion of the surface of a pre-
determined bone against which the respective end sur-
face is adapted to seat. This helps the pins to be driven
into the bone without skidding, so maintaining the accu-
rate placement of the template system on the bone.
[0023] In certain embodiments the locating means and
guide block are arranged such that, when attached to-
gether, the/or each guide aperture is arranged to guide
a tool so as to avoid the locating means and the or each
pin when driven into a bone surface. In other words, the
system is designed so that the locating members and
pins driven through the bores avoid any of the cut sur-
faces and holes that are produced when the guide aper-
tures are used.
[0024] In certain embodiments, at least one guide ap-
erture comprises at least one slot for guiding a saw blade.
The slot may be an open-ended slot. This facilitates in-
sertion of a saw blade into the slot and also enables the
overall size of the guide block to be reduced as slot-clos-
ing material at at least one end of the slot is dispensed
with. It also allows completion of the bone cuts without
the need to remove the attached template.
[0025] At least one guide aperture may be a hole for
guiding a drill bit, and in certain embodiments the tool
guide block comprises a plurality of guide apertures.
[0026] The locating members may be separate com-
ponents, and the relative positions of their end surfaces
may only be defined when they are attached to the tool
guide block. However, in certain other embodiments the
locating means comprises a body portion with a plurality
of the locating members attached to that body portion
and extending from it to their respective end surfaces.
The attachment means may then be adapted to attach
the body portion to the tool guide block. The body portion
and the locating members extending from it may be in-
tegral. By manufacturing this body portion and plurality
of locating members as a single unit, this provides the
advantage that the relative positions of the end surfaces
of those members extending from the body portion are
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completely fixed, even before the body portion is at-
tached to the tool guide block. Thus, their relative posi-
tions cannot be affected by any tolerances involved in
attachment of the body portion to the guide block, and
hence the integral body portion and locating members
help seat the assembled template system in the desired,
substantially unique position on the bone.
[0027] Achieving placement of a customised template
component on its respective bone requires careful con-
sideration of the number and position of the locators. The
following applies to the component customised for the
femoral bone, but it will be appreciated that the general
features may be applicable to other bones. The custom-
ised template component may have four locators, two on
the medial side and two on the lateral side. While the
template component might be placed such that the four
locators are simultaneously in contact with the bone,
there is still the possibility that the template may be in-
correctly placed; because of the presence of a slippery
soft tissue layer (albeit thin) on the bone surfaces, this
may render the contact between the locators and bone
surfaces to be soft and consequently the template may
be pushed further in the posterior and inferior directions,
thus resulting in inaccuracies in cutting the bone. This
can have serious consequences, especially if the move-
ment in the posterior direction is large, as it could result
in violating the anterior cortex of the femur. For this rea-
son, in another embodiment of the invention there may
be included two additional locators, each of which may
be arranged to limit the movement of the template in one
of the two directions mentioned above. During surgery,
should either of these additional locators be in contact
with soft tissue, the latter could be removed so that the
locator is in contact with bone. This concept is also ap-
plicable to the tibial template, and of course to other tem-
plates for working on other bones. Thus, during surgery,
if it is determined that a locator would be seated on rel-
atively soft material, the surgeon may remove the soft
material with a scalpel so as to properly seat the locator
on a hard bone surface.
[0028] In certain embodiments the locating means fur-
ther comprises an additional locating member having an
end surface for positioning against a bone surface, and
means for releasably attaching the additional locating
member to the body portion such that the additional lo-
cating member extends from the body portion to its end
surface, whereby the additional locating member may be
attached to the body portion to assist in seating the at-
tached locating means and guide block against a bone
to be worked on, and then removed to facilitate working
on the bone. Whereas the other locating members may
be arranged so that they are avoided by tools guided by
the guide aperture or apertures in the tool guide block,
the additional locating member may not be avoided, for
example it may be in line with a guide slot such that a
saw blade guided by that slot would intersect the addi-
tional locating member. However, as the additional lo-
cating member is releasably attached, it can be removed

after locating the assembled template system on the
bone and securing it in place. In this manner it can assist
a surgeon in positively locating the template system on
the bone in the required position and yet, by being re-
movable, still avoids the potential shedding and contam-
ination problems.
[0029] In certain embodiments the body portion and
guide block are adapted to key together in a defined po-
sition, so as to assist in fixing the relative positions of
locator end surfaces and guide apertures.
[0030] The attachment means may, for example, com-
prise at least one screw or bolt.
[0031] In certain embodiments the attachment means
comprises a snap-fit mechanism. This may be arranged
to allow the custom and re-usable parts to be securely
and quickly attached to one another without the use of
bolts or screws (or alternatively could be used in addition
to bolts or screws). In certain examples, the snap-fit
mechanism may be such that additional devices may be
required to separate the two components once attached
(or to bring the components together). In certain embod-
iments, in order to separate the custom part (locating
means) from the re-useable part (tool guide block) it may
be necessary to break the custom part (or at least some
component, element or part of the snap-fit mechanism).
It is conceivable that in further alternative embodiments,
the locating means may be removable from the tool guide
block in alternative ways, for example by dissolving the
locating means material.
[0032] In certain embodiments the tool guide block
comprises a first portion including at least one guide ap-
erture and a second portion including at least one guide
aperture. The tool guide block may then further comprise
a connecting portion, connecting said first portion to the
second portion, and this connecting portion may be
adapted to improve visibility of the joint being worked on.
For example, it could be perforated, transparent, or have
reduced width and/or thickness compared with the first
and second portions. It could have a depth greater than
its width, said depth being in a direction generally toward
the bone to be worked on, and said width being in a di-
rection generally transverse to the bone. It may, for ex-
ample be provided by a single web.
[0033] Thus, the connecting portion may comprise a
web. This web may also be described as an arm. By
connecting the first and second portions using a single
web or arm, the surgeon is provided with improved ac-
cess and visibility of the bone being worked on. It will be
appreciated that the web or arm must provide rigid con-
nection of the first and second portions so that the relative
positions of the respective guide apertures are fixed and
well defined. The separate guide block and locating
means of embodiments of the invention makes this pos-
sible because suitable materials for forming a rigid con-
necting web can be used in the manufacture of the guide
block and which would be unsuited to the manufacture
of the patient-specific locating means. In particular, the
first, second, and connecting web portions of the guide
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block may be manufactured from a metal, and may in-
deed be manufactured as a single, integral unit. At least
one of the guide apertures may be a slot having a length,
and the web may have a thickness substantially smaller
than that length.
[0034] In certain embodiments first portion comprises
at least one slot for guiding a saw blade to make a cut in
a plane, and said second portion comprises at least one
slot or guide hole for guiding a saw blade or drill bit re-
spectively to make a cut or hole in a direction substantially
perpendicular to said plane.
[0035] The first portion may include a guide slot for
guiding a saw blade to cut off an end portion of a bone
against which the assembled locating means and guide
block are positioned and said second portion includes a
plurality of guide holes to guide a drill bit to drill into the
sawn end surface.
[0036] In certain embodiments the system is a femoral
system (i.e. for working on a femur), in which the locating
means is arranged such that, when attached to the tool
guide block, the member end surfaces are positioned to
seat the locating means and guide block in a predeter-
mined position on a specific femur by engaging non-ar-
ticular surface portions of the femur. The tool guide block
may then comprise a first portion including a guide slot
for guiding a saw blade to cut off an end portion of the
femur to leave a sawn end surface when the block and
locating means are seated in the predetermined position,
and a second portion including a plurality of guide holes
to guide a drill bit to drill into the sawn end surface. The
second portion may further comprise at least one guide
slot for guiding a saw blade to make at least one further
cut in the femur. The locating means may comprise an
additional locating member having an end surface for
positioning against a non-articular anterior surface (i.e.
the cortical bone surface just above the trochlea; this may
be more accurate than just seating against the trochlea,
as this may well have cartilage residues, as thick as
2-4mm, that would affect the accuracy) of the femur. Ad-
vantageously, this additional locating member adapted
to sit on the above mentioned anterior cortical bone sur-
face of the femur may be arranged so that it extends
through a cut plane defined by one of the guide slots in
the guide block. By positioning the end of the additional
locating member against the said anterior surface of the
femur to locate the assembled template system in the
required position, this then ensures that the above-men-
tioned cut plane is away from the anterior surface (en-
suring that the saw blade when guided by that aperture
does not violate the anterior cortex of the bone). The
additional locating member can then be removed after
the template system has been secured in place. Thus,
the system may further comprise means for releasably
securing the additional locating member with respect to
the guide block and locating member end surfaces,
whereby the additional locating member may be secured
in place to assist in seating the attached locating means
and guide block against the femur, and then removed to

facilitate working on the femur.
[0037] Other embodiments provide a tibial template
system, in which the locating means is arranged such
that, when attached to the tool guide block, a plurality of
said member end surfaces are positioned to seat the lo-
cating means and guide block in a predetermined posi-
tion on a specific tibia by engaging non-articular surface
portions of the tibia. It may employ further locators to seat
on articular surface portions as well.
[0038] In certain embodiments the locating means
comprises a first body portion and a first plurality of said
locating members extending from the first body portion
to their respective end surfaces, and a separate second
body portion and a second plurality of said locating mem-
bers extending from the second body portion to their re-
spective end surfaces, and the attachment means is
adapted to attach said first body portion to the tool guide
block and said second body portion to the tool guide
block. The first body portion and the first plurality of said
locating members may be integral, as may the second
body portion and the second plurality of locating mem-
bers.
[0039] In certain embodiments the tool guide block
comprises a first portion including at least one guide ap-
erture and a second portion including at least one guide
aperture, the tool guide block further comprises a con-
necting portion connecting said first portion to the second
portion, and the attachment means is adapted to attach
said first body portion to the first portion of the tool guide
block and said second body portion to the second portion
of the tool guide block. The first portion of the guide block
may be adapted to extend around an arc of less than 100
degrees and/or may be generally arcuate. The connect-
ing portion may comprise a web portion connected at or
proximal one end of the first portion. Thus, the guide block
may be asymmetrical, being suited to use in surgery on
the bone requiring access to the bone from essentially
just one quadrant.
[0040] In certain embodiments the second portion of
the guide block comprises a composite guide aperture
comprising a hole portion for guiding a drill bit to drill a
hole in a bone, and at least one slot portion for guiding
a saw blade to make a cut extending from said hole.
[0041] Certain embodiments are adapted for working
on a tibia, wherein the end surfaces of the first plurality
of locating members are adapted to seat on respective
portions of a non-articular surface of a specific tibia and
the end surfaces of the second plurality of locating mem-
bers are adapted to seat on respective portions of an
articular surface of the specific tibia.
[0042] In certain embodiments the tool guide block is
a first tool guide block, the system further comprising a
second tool guide block including at least one additional
guide aperture. Such an arrangement is particularly suit-
ed to the requirements of minimally invasive surgery be-
cause the total number of guide apertures required to
guide tools to prepare the bone in a desired manner to
receive a prosthesis can be split between the first and
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the second blocks, thus enabling each block to be made
substantially smaller than the single block that would oth-
erwise be required to define all of the necessary guide
apertures. It also provides the advantage that, as the first
guide block provides only one or some of the guide ap-
ertures, rather than all of them, it gives greater freedom
in the locating means manufacturing process to provide
a plurality of locating members to securely seat the tem-
plate system in the required position whilst keeping those
locating members out of the way of tools guided by the
guide aperture or apertures. In other words, the two-block
template system provides a greater degree of flexibility
during the custom locating means design process.
[0043] The first tool guide block may comprise at least
one guide slot for guiding a saw blade to cut a bone to
provide a flat surface and at least one guide hole to guide
a drill bit to drill at least one hole in the flat surface, and
the second tool guide block has a flat surface adapted
to sit on the bone flat surface prepared using the first tool
guide block and comprises at least one protruding mem-
ber extending from the block flat surface to locate in the
at least one hole, to locate the second guide block on the
bone flat surface.
[0044] In certain embodiments the first tool guide block
further comprises mounting means for mounting the sec-
ond guide block on the first guide block after the first
guide block has been used to guide at least one tool to
work on the bone.
[0045] In certain embodiments the locating means
comprises an additional body portion and at least one
additional locating protrusion extending from the addi-
tional body portion and having an additional end surface
for locating against an additional bone surface portion to
help seat the locating means and attached guide block
on the bone, and wherein the attachment means is adapt-
ed to releasably and non-adjustably attach the additional
body portion to the guide block.
[0046] In certain embodiments the locating means fur-
ther comprises at least one feature having a dimension
measurable to check a manufacturing accuracy of the
locating means.
[0047] In certain embodiments, the locating means fur-
ther comprises at least one paid of indicia having a sep-
aration measurable to check the manufacturing accuracy
of the locating means.
[0048] In certain embodiments, the system further
comprises a gauge adapted to engage the locating
means to provide a check on a manufacturing accuracy
of the locating means. The locating means may comprise
at least one feature adapted to mate with the gauge to
provide this check.
[0049] Another aspect of the present invention pro-
vides a method of manufacturing a surgical template sys-
tem for use in working on a bone, the method being as
defined by claim 16.
[0050] The manufacturing of the locating means may
further comprise manufacturing the locating means ac-
cording to the determined shape such that a plurality of

said member end surfaces are adapted to be in contact
with respective portions of a non-articular surface of the
bone when the attached locating means and tool guide
block are seated in said defined position.
[0051] At least one member end surface may be adapt-
ed to be in contact with a portion of an articular surface
of the bone when the attached locating means and tool
guide block are seated in said defined position.
[0052] The method comprises manufacturing the tool
guide block from the first material (e.g. a metal) and man-
ufacturing the locating means from the second, different
material (e.g. using a rapid prototyping technique).
[0053] The method may further comprise manufactur-
ing the locating means and guide block such that, when
attached together, the/or each guide aperture is arranged
to guide a tool so as to avoid the locating means. At least
one member may be manufactured to comprise a bore,
such that a pin can be driven through the bore into the
bone surface to secure the locating means to the bone,
and each guide aperture may then be arranged to guide
a tool so as to avoid the or each pin driven into the bone
through a respective bore. In certain embodiments each
bore is arranged so as to be generally perpendicular to
a respective portion of the surface of said bone against
which the respective end surface is adapted to seat.
[0054] Manufacturing the locating means may com-
prise manufacturing a body portion and a plurality of said
locating members attached to and extending from the
body portion to their respective end surfaces, for example
as an integral unit.
[0055] Manufacturing the locating means may further
comprise manufacturing an additional locating member
according to the determined shape, the additional locat-
ing member having an end surface for positioning against
the bone surface, and the method further comprises pro-
viding means for releasably attaching the additional lo-
cating member to the body portion such that the addi-
tional locating member extends from the body portion to
its end surface, whereby the additional locating member
may be attached to the body portion to assist in seating
the attached locating means and guide block against the
bone to be worked on, and then removed to facilitate
working on the bone.
[0056] In certain embodiments the tool guide block
comprises a first portion, comprising at least one guide
aperture, a second portion, comprising at least one guide
aperture, and a connecting portion connecting said first
portion to the second portion, the method comprising
manufacturing the first, second, and connecting portions
as an integral unit.
[0057] The bone may be a femur. The additional locat-
ing member end surface may then be arranged for posi-
tioning against an anterior surface of the femur.
[0058] The bone may also be a tibia.
[0059] The locating means may be manufactured such
that, when attached to the tool guide block, a plurality of
said member end surfaces are positioned to seat the lo-
cating means and guide block in a predetermined posi-
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tion on the bone by engaging non-articular surface por-
tions of the bone, and optionally such that another plu-
rality of said member end surfaces are positioned to seat
the locating means and guide block in a predetermined
position by engaging articular surface portions of the
bone.
[0060] Manufacturing the locating means may com-
prise manufacturing a first body portion and an integral
first plurality of said locating members extending from
the first body portion to their respective end surfaces,
and a separate second body portion and an integral sec-
ond plurality of said locating members extending from
the second body portion to their respective end surfaces.
[0061] Said step of determining a surface shape of the
bone may comprise non-invasive scanning of a patient.
[0062] Embodiments of the invention may be used in
a method of fitting a prosthesis to a bone, the method
comprising:

manufacturing a surgical template system embody-
ing the invention;
using the attachment means to attach the locating
means to the tool guide block;
arranging the attached locating means and tool
guide block such that they are seated in the defined
position with respect to the bone;
using the at least one guide aperture to guide a tool
to work on the bone to prepare the bone for receiving
the prosthesis; and
fitting the prosthesis to the prepared bone.

[0063] The method may further comprise scanning a
patient to determine the surface shape of the bone, and
selecting the prosthesis from a plurality of prostheses.
This plurality of prostheses may include prostheses hav-
ing a variety of different sizes.
[0064] The method may further comprise selecting a
desired position for the prosthesis relative to the bone.
[0065] In certain examples the method further compris-
es forming a virtual model of the bone and manipulating
a virtual model of the selected prosthesis relative to the
bone virtual model to determine the desired position. The
selected prosthesis in certain examples has a defined
interior surface shape, and the method further comprises
using the selected desired position and the defined inte-
rior surface shape to determine the position of each guide
aperture when the assembled template is seated in the
defined position on the bone.
[0066] The method may further comprise selecting the
tool guide block from a plurality of tool guide blocks, the
selected block comprising a plurality of guide apertures
corresponding to said defined interior surface shape.
[0067] Embodiments of the invention may be used in
a surgical method comprising:

manufacturing a surgical template system embody-
ing the invention;
using the attachment means to attach the locating

means to the tool guide block;
arranging the attached locating means and tool
guide block such that they are seated in the defined
position with respect to the bone;
using the at least one guide aperture to guide a tool
to work on the bone.

[0068] In certain examples the method further compris-
es using the tool guide block to guide a saw blade to cut
a flat surface on the bone and to guide a drill bit to drill
at least one locating hole in the cut flat surface, locating
a second guide block on the cut flat surface and at least
one locating hole, and using the second guide block to
guide a tool to perform further work on the bone.
[0069] In certain examples the method further compris-
es mounting a second tool guide block comprising at least
one guide aperture on the first guide block and using the
second guide block to guide a tool to perform further work
on the bone.
[0070] Certain embodiments further comprise:

patient identification means providing an indication
of the patient to whom said bone to be worked on
belongs.

[0071] In certain embodiments, the patient identifica-
tion means may be provided on the locating means, but
in alternative embodiments the identification means may
be linked to the locating means by linking means.
[0072] In certain embodiments the locating means
comprises locating means for a template system for a
femur and for a template system for a tibia for a specific
knee joint of a particular patient.
[0073] In certain embodiments the locating means, pa-
tient identification means, and linking means have been
manufactured together using a rapid prototyping tech-
nique.
[0074] In certain embodiments the surgical apparatus
further comprises an indicator, manufactured together
and integrally with the locating means, the indicator com-
prising at least one feature having a dimension measur-
able to check a manufacturing accuracy of the locating
means. This indicator may, for example, be separable
from the locating means before the locating means is
used in surgery.
[0075] In certain embodiments, the apparatus further
comprises a gauge adapted to engage the indicator and
thus provide a quick check of the indicator dimensions
and hence the accuracy of manufacture of the integrally
formed locating means before use.
[0076] From the above summary, and the following de-
scription, it will be appreciated that embodiments of the
invention provide a number of advantages, as follows. In
certain embodiments, a template is essentially split into
two components; a "standard" (i.e. non-patient specific)
cutting block (guide block), which may be made of a bio-
compatible metal, is attached to a "customized" locating
means (which may be a block), thus forming a unitary
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template. The customized component is designed so as
to locate in the unique position for the bone cuts and
holes to be made. By making the cutting (guide) block
from a biocompatible metal the problem of shedding of
potentially harmful particulate matter that is associated
with DuraForm does not arise. Stainless steel may be
used to manufacture the cutting block and is also robust
enough so as to allow the use of the metallic component
repeatedly. The locating means (which in certain exam-
ples may be described as orientating blocks) can be man-
ufactured with rapid prototyping technologies and are in-
tended for single use. This approach not only avoids the
problems associated with the porosity of structures man-
ufactured using rapid prototyping but is more cost effec-
tive. The optimal position of the prosthesis is determined
precisely during the preoperative planning procedure.
The preoperative position of the prosthesis determines
the positing of the device relative to the patient’s anato-
my. Thus the operative procedure is less complex and
may be achieved in a shorter time. Embodiments of the
invention do not need, and so do not include, adjustable
mechanisms, and so are less complex to manufacture,
are user friendly and more cost effective. Locators with
a relatively small cross sectional area may be used, lo-
cated upon the tibial plateau with certain tibial device.
However, the small cross-sectional area of these cylin-
ders reduces the errors. Certain minimally invasive tibial
devices embodying the invention avoid the articular sur-
face of the tibia altogether. The separate components of
certain femoral and tibial devices embodying the inven-
tion are securely fastened by means of a screw so as to
form a single unitary device which will not vibrate apart
during use. Convergent pins securely fasten the relevant
device to the appropriate bone. Care can be taken during
the preoperative planning procedure to place the locators
perpendicular to the bone surface. In doing so any pos-
sible collisions with the saw blade/drill/adjacent pins are
identified and rectified when it is appropriate to do so. In
embodiments of the invention, the custom locating
means does not sit between the guide block apertures
and the bone, so it is possible to design the cutting to be
of the required depth to ensure accurate cutting of the
bone whilst keeping the overall size of the cutting blocks
small. Template systems embodying the invention are
designed to be fitted with both ease and accuracy in a
unique position on the appropriate bone. The positioning
of each template system can be tested in the laboratory,
before surgery, e.g. virtually tested during the pre-oper-
ative planning procedure. Certain embodiments are de-
signed specifically to increase the visibility the surgeon
has of the knee whilst performing the bone cuts. This will
not only increase the appeal of each device to the sur-
geon but also the safety of its use.

Brief Description of the Drawings

[0077] Embodiments of the invention will now be de-
scribed, by way of example only, with reference to the

accompanying figures, of which:

Figures 1a- 1f are views of a surgical template sys-
tem for use in working on a femur;
Figures 2a- 2e are views of the surgical template
system from Figure 1 in use in a surgical method
embodying the invention;
Figures 3a - 3e are views of another surgical tem-
plate system embodying the invention for use in
working on a tibia;
Figures 4a - 4e are views of the tibial template system
of Figure 3 in use in a surgical method embodying
the invention;
Figures 5a - 5d are views of surgical apparatus em-
bodying the invention (that apparatus including pa-
tient-specific locators for use in surgical template
systems embodying the invention);
Figures 6a - 6e are views of part of another surgical
template system embodying the invention and for
use in working on a femur;
Figures 7a - 7e are views of the apparatus of Figure
6 in use in a surgical method embodying the inven-
tion to prepare a femur for receiving a prosthesis;
Figures 8a - 8f are views of further components of
the surgical template system including the apparatus
of Figure 6;
Figures 9a - 9e are views of the apparatus of Figure
8 in use in a surgical method embodying the inven-
tion for preparing a femur to receive a prosthesis;
Figures 10a - 10d are views of another surgical tem-
plate system embodying the invention and for use in
working on a tibia;
Figures 11a - 11d are views of the template system
from Figure 10 in use in a method embodying the
invention;
Figures 12a - 12d are further views of the apparatus
from Figure 10 in use in a tibial preparation method
embodying the invention;
Figures 13a - 13d are views of another surgical tem-
plate system embodying the invention and for use in
working on a tibia;
Figures 14a - 14d are views of the apparatus of Fig-
ure 13 in use in a method embodying the invention;
Figures 15a - 15d are views of another surgical tem-
plate system embodying the invention and for use
on a tibia;
Figures 16a - 16d are views of the apparatus from
Figure 15 in use in a method embodying the inven-
tion;
Figure 17 is a flow chart illustrating steps in a surgical
method embodying the present invention;
Figure 18 is a flow chart illustrating further detail of
the preoperative planning step from Figure 17;
Figure 19 is a flow chart illustrating further detail of
the manufacturing step of a method from Figure 17;
Figure 20 is a flow chart illustrating further detail of
the surgery step of the method from Figure 17;
Figures 21a - 21e are an end view of a femur end
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surface, a perspective view of the femur end surface
before preparation, a perspective view of a prosthe-
sis, a perspective view of the femur prepared to re-
ceive the prosthesis, and a perspective view of the
prosthesis fitted to the prepared femur respectively;
Figures 22a - 22e are an end view of the knee joint
articular surface of a tibia, a perspective view of the
end of the tibia, a perspective view of a tibial pros-
thesis, a perspective view of the end of the tibia pre-
pared to receive the prosthesis, and a perspective
view of the tibial prosthesis fitted to the prepared tibia
respectively;
Figures 23a - 23e are views of a bone surface and
components of a surgical template system illustrat-
ing steps in the design of customised locator ele-
ments and methods embodying the present inven-
tion;
Figure 24 is a perspective view of another template
system embodying the invention and positioned on
a tibia to work on that bone;
Figure 25 is another view of the template system of
Figure 24 in position on a tibia;
Figure 26 is a view of another template system em-
bodying the invention and positioned to work on a
tibia;
Figure 27 is a view of another surgical template sys-
tem embodying the invention and positioned to work
on a bone;
Figures 28a - 28d are front, left, top, and isometric
views respectively of a template system embodying
the invention positioned on a femur;
Figures 29a - 29d are front, left, top, and isometric
views respectively of parts of the template system
shown in Figure 28;
Figures 30a - 30c are bottom, left, and isometric
views respectively of a tool guide block of a template
system embodying the invention together with a re-
movable locator;
Figure 31 illustrates another template system em-
bodying the invention;
Figure 32 illustrates another template system em-
bodying the invention;
Figures 33a - 33d illustrate components of another
template system embodying the invention and posi-
tioned with respect to a femur;
Figures 34a - 34c illustrate the locating means of a
template system embodying the invention, the locat-
ing means comprising an indicator measurable with
a gauge or other means to provide a check on the
manufacturing accuracy of the locating means;
Figures 35a - 35c are different views of the locating
means of another embodiment of the invention, the
locating means incorporating pairs of indicia having
separations measurable to check a manufacturing
accuracy of the locating means before use in sur-
gery; and
Figure 36 illustrates an indicator manufactured to-
gether and integrally with the locating means of cer-

tain embodiments and measurable with a gauge or
other measurement means to provide a check in
three dimensions on the manufacturing accuracy of
the locating means before use in surgery.

Detailed description of the preferred embodiments

[0078] Certain embodiments of the invention may be
used in the field of total knee replacement (TKR) surgery.
In one example of TKR surgery, two different assemblies
each embodying the invention are used, one for use with
the femur the other with the tibia, to aid the surgeon in
cutting both of these bones to receive prosthetic knee
components.
[0079] Each assembly comprises a patient specific ori-
enting block (locating means) and a cutting block (tool
guide block), the latter having the appropriate number of
slits and holes for guiding moving surgical tools to make
the cuts in the relevant bone accurately and in the correct
orientation so as to receive the relevant prosthetic com-
ponent in the position that has been determined through
the preoperative planning procedure. Prior to being used
in surgery, the orienting and cutting blocks for each bone
are assembled and firmly attached with screws to form
rigid unitary guides that locate each in a unique position
onto the relevant bone and is firmly pinned to the bone
at a number of sites on the bone to maintain that position
during the process of bone cutting. The sites where the
pins engage the bone are carefully chosen such that they
avoid the paths of the saw blade when making the bone
cuts.
[0080] Detailed views of the femoral and tibial assem-
blies are provided in figures 1-5. Figure 1 illustrates ex-
ploded views of the femoral device from the front, top,
bottom, and side, along with an isometric view. Figure 2
illustrates views of the same device assembled and
pinned to the femur. Figure 3 illustrates exploded views
of the tibial device from the front, top, bottom, and sides,
along with an isometric view. Figure 4 illustrates views
of the same device assembled and pinned to the tibia.
Figure 5 illustrates front, side, top and isometric views of
the customised components immediately after manufac-
turing, and the figures shows these components kept to-
gether as a group, with an additional thin elongate rod
that is attached at both ends to a plate containing a unique
identification string of alphanumeric characters for each
patient. Each component within the group will have in-
scribed on it means of identification as belonging to this
group.
[0081] Referring to the labelled views in figures 1 & 2,
the customised orienting component 1 , is located into a
protrusion 24 in the reusable metallic cutting block 2 and
firmly attached to it with two screws 3. Countersunk holes
4 on the upper surface of the orientating component align
precisely with screw threads 5 in the reusable metallic
cutting block.
[0082] Although the customised component 1 is cur-
rently constructed from DuraForm (PA) it is envisaged
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that it may be constructed from any of a number of ma-
terials that will become available over time. The custom-
ised component includes four locators 6 all of which are
intended to simultaneously contact the bone of the par-
ticular patient, and sit on it in a unique position, thus ori-
enting the cutting block in the appropriate position that
has been determined in the preoperative planning stage
so as to achieve with precision the appropriate bone cuts
and alignment of the prosthetic component within the
bone.
[0083] The orienting block is firmly attached to the rel-
evant bone with pins 7 through the locators 6. These are
positioned during the preoperative planning so as to be
perpendicular to the bone surface they are in contact
with. This ensures the pins 7 do not skid as they are
driven through the bone surface thus firmly securing the
orienting block in place while the bone is being cut with
oscillating saw blades that are guided by the slits 12 in
the cutting block.
[0084] A removable locator 8 fits onto a protrusion 9 in
the orienting block and is held in place by a square metal
peg 10. This removable locator is designed so as to come
into contact with a non-articular anterior surface (i.e. the
cortical bone surface just above the trochlea) of the femur
and in doing so insures that the anterior cortex of the
femur will not be violated when making the anterior, since
that locator’s length is adjusted (during the preoperative
planning procedure) so that its tip falls posterior to the
slit in the cutting block through which the anterior cut of
the femoral bone is made. The removable locator 8 has
a hole 11 close to its top surface. This allows it to be
grouped with all of the customized components for a giv-
en patient during their manufacture (see Figure 5).
[0085] The removable locator 8 has to be removed
once the saw blade has advanced sufficiently into the
bone when making the anterior cut in order to complete
that cut.
[0086] The bone cuts are accurately made by passing
the saw blade through slits 12 . These slits are aligned
with precision to the internal surfaces of the relevant fem-
oral prosthesis.
[0087] Besides slits for making the bone cuts, the me-
tallic cutting block 2 has two holes 13 to guide a drill bit
for making holes into both the medial and the lateral con-
dyles of the femur to receive the fixation lugs of the pros-
thesis.
[0088] Components of the template system thus in-
clude: custom component 1; Standard metallic compo-
nent 2; Protrusion 24; Metallic screws 3; Countersunk
holes in custom component 4;. Screw threads 5; Pins 7;
Locators 6; Removable locator 8; Protrusion 9 to receive
locator 8; Square metal peg 10 to hold 8 to 9; Hole 11 in
removable locator; Slits 12 to guide saw bade; and Holes
13 to guide drill.
[0089] Thus, from the above description of Figures 1
and 2, it will be appreciated that a first surgical template
system embodying the present invention comprises a
tool guide block 2 comprising a plurality of guide aper-

tures 200 for receiving and guiding the tool or tools to
work on a bone. The system further comprises locating
means 1 comprising a plurality of locating members in
the form of locating fingers 6, each finger having a re-
spective end surface 61 for positioning against a surface
of the bone. The template system also includes attach-
ment means 3 for releasably and non-adjustably attach-
ing the tool guide block 2 to the locating means 1. In other
words, the securing means 3 secures the locating means
1 and tool guide block 2 when they are assembled to-
gether. When the locating means 1 and tool guide block
2 are attached together by the attachment means 3 the
finger end surfaces 61 are secured in fixed position with
respect to each other, for engaging different portions of
the surface of the bone, and the guide apertures 200 are
also secured in fixed position with respect to those locat-
ing end surfaces 61. In this first embodiment, the locating
means 1 has been manufactured using rapid prototyping
technique from plastic material. The manufacturing tech-
nique has included the step of determining the shape of
a femur to be worked on, and the locating finger end
surfaces 61 are adapted to conform to the particular fe-
mur surface and enable the assembled template to be
seated in a defined, substantially unique position on that
particular femur with the guide apertures 200 then posi-
tioned so that when cuts and holes are made in the femur
the resultant prepared surface conforms to the interior
surface of a prosthesis.
[0090] In this first example, the locating means 1 com-
prises a body portion 60 and the four fixed locating fingers
6 extend from that body 60 to their bone-engaging end
surfaces 61. In fact, in this example the locating fingers
6 and body 60 are integral. Thus, as the fingers 6 and
body 60 are substantially rigid, the positions of the end
surfaces 61 are in a defined, fixed relationship to one
another even before the attachment means secures the
guide block 2 to the locating means 1. However, it will be
appreciated that in alternative embodiments, at least
some of the locating fingers 6 may be separate from one
another, such that their end surfaces 61 are only in fixed
positions with respect to each other when these separate
locators 6 have been secured to the guide block 2.
[0091] Each of the four rigid locating fingers 6 is sub-
stantially cylindrical and elongate, and includes a bore
extending through the finger 6 to its end surface 61. The
template system further comprises a plurality of pins 7,
each pin being arranged so as to extend through the bore
of a respective locating finger 6 so that it can be driven
into the bone surface against which a template system
is positioned to secure the template system to the bone
to be worked on. The orientation of the bores has been
determined during the template system manufacturing
method so that each bore is substantially perpendicular
to the portion of the bone surface against which its re-
spective locator end surface 61 is seated. This helps to
ensure that when the pins are driven into the bone they
do not skid. An advantage of securing the locating means
to the bone in this way is that the tool guide block of the
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system is then rigidly and securely held in place, and will
not become unseated even when cutting operations us-
ing saws and or drills are being used on the bone.
[0092] The locating means 1 and tool guide block 2 in
this example are adapted to key together by means of a
block-like protrusion 24 on the guide block 2 and a cor-
responding recess 624 in the body 60 of the locating
means. The attachment means takes the form of two
machine screws or bolts which pass through countersunk
holes 4 in the locator body 60 and which are then received
in a pair of threaded holes 5 in the tool guide block 2.
The machine screws 3 thus releasably and non-adjust-
ably attach the tool guide block 2 to the locating means 1.
[0093] In addition to the four fixed locating fingers 6,
the locating means comprises an additional, removable
locating member 8 having an end surface 81 for engaging
another portion of the femur surface when the template
system is in the defined position. In this example, the
removable locator end surface 81 is adapted to sit on an
anterior non-articular surface of the femur. The remova-
ble locator 8 is removably mounted on a mount or pro-
trusion 9 extending from the locator body 60 and is se-
cured in place by means of a square peg 10. The protru-
sion 9 is received in a corresponding slot on the remov-
able locator 8, and the square peg 10 then passes
through an end surface of the removable locator 8 to
effectively pin it to the portion of the protrusion 9 received
in the slot of the locator 8. The removable locator 8 also
has a hole or bore 11 by means of which it can be linked
to the other patient-specific components during manu-
facture.
[0094] It will be appreciated from the above that, as
the locating members (fingers or cylinders) 6 are provid-
ed with bores 62 (in other words they are cannulated for
driving pins 7 through them) their end surfaces 61, which
are adapted to conform to respective portions of the pre-
determined femur, are annular.
[0095] Turning now to the details of the guide block 2
in this first example the guide block 2 is metallic. It com-
prises a first portion 21 which comprises a guide aperture
in the form of a slot 201 for receiving and guiding a re-
ciprocating saw blade to perform a cutting operation on
the femur against which the template is positioned and
secured. This first portion 21 is the portion of the guide
block 2 to which the attachment means 3 attaches the
locating means 1. The guide block 2 comprises a second
portion 22 which comprises a plurality of guide slots 12
and a plurality of guide holes 13. The guide slot 201 in
the first portion 21 enables a saw blade to be guided and
used to cut a flat surface on the end of a femur, substan-
tially from a side direction relative to the longitudinal axis
of the bone. The guide slots and holes 12, 13 provided
in the second portion 22 of the block then enable guided
holes to be drilled in the sawn end femur surface and for
the end of the femur to be further shaped. The guide slots
intersecting the guide holes 13 are inclined with respect
to each other and the other two slots in the second portion
22 of the guide block are substantially parallel to one

another. The first portion 21 and second portion 22 of the
guide block are rigidly connected together by a connect-
ing portion 23 which in this example is in the form of a
relatively thin web 23. The first, second and connecting
portions 21, 22, 23 have in fact been formed by suitable
machining of a single metallic block. The connecting por-
tion 23 can be made so thin, i.e. having a thickness sub-
stantially smaller than the lengths of the guide slots 12
(e.g. between 2-20mm, 3-12mm, or even 4 - 6mm thick),
and yet hold the first and second portions 21, 22 securely
and rigidly together as a result of being formed from a
metal, and it will be appreciated that this enables the
template system as a whole to provide improved visibility
of the bone being worked on to the surgeon. In other
words, as a strong, rigid material can be used for the
guide block 21, the connecting portion 23 can be small,
and hence obscures only a small part of the bone being
worked on.
[0096] The locating means body 60 and integral locat-
ing fingers 6 in Figures 1 and 2 may also be described
as a customised orienting component, in that it has been
manufactured so as to be patient specific. In contrast,
the guide block 2 is not patient specific. Its array of guide
apertures 200 (i.e. slots 12 and holes 13) are in a prede-
termined relationship with respect to each other and are
not influenced by the geometry of a specific patient’s
bone. Instead, they are arranged so that when used to
prepare the surface of a femur, the prepared surface then
conforms to the interior surface of a predetermined pros-
thesis.
[0097] The method by which the template system of
figure 1 has been manufactured, in addition to taking into
account the specific bone shape to determine the loca-
tions, and indeed shapes, of the locator end surfaces 61,
81, has also been arranged to ensure that the positions
and orientations of the guide slots 12 and holes 13 are
such that tools guided by them avoid the locator body
60, the fixed locators 6 extending from it and the pins 7.
The removable locator 8 and in particular its tip with end
surface 81, is, however, in the line of a cut made by the
saw guided by slot 121. Thus, in use, the removable lo-
cator 8 is secured to the locator body 60 during the step
of positioning the assembled template system on the fe-
mur and remains there until the pins 7 have been driven
into the bone to secure the template. The removable lo-
cator 8 is then detached and removed from the locator
body 60 before the cut guided by slot 121 is made. In this
way, cutting of locating means material is avoided.
[0098] In certain embodiments, plastic material is used
to manufacture the locating means 1 comprising cannu-
lated locators 6. Suitably sized metallic pins 7 may then
be received directly in the bores of those cannulated
members 6, i.e. with the pin surface in direct contact with
the plastic interior surface of the bore 62. However, in
alternative embodiments cylindrical sleeves of relatively
hard material (e.g. metal) may be provided in these bores
62, with the pins 7 then being received inside the sleeves.
This can further help prevent contamination of a surgical
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site with particles of the locating means material, as all
locating means surfaces are kept away from any moving
component (pin or tool).
[0099] In the embodiment shown in Figure 1 it will be
appreciated that the first portion 21 of the cutting block
2 is generally curved, and the connecting web 23 extends
generally from a midpoint of the first portion 21 to the
midpoint of an end surface of the second portion 22 of
the block 2. In other embodiments, however, the web
may be connected at a different position with respect to
the first portion, i.e. not necessarily at a midpoint. Looking
at Figure 2, Figure 2a shows the template system from
Figure 1 assembled, and arranged in the predetermined,
defined position with respect to the surface of the pa-
tient’s femur. Positioning the template against the femur
in this way is part of the process of preparing the bone
to receive a selected prosthesis. The extent would be to
drive pins 7 into the bone surface through the bores 62
to secure the template in the illustrated position. Then, a
lateral cut would be made by inserting a reciprocating
saw blade in the guide slot 201 to remove an end portion
of the femur. The removable locator 8 could then be de-
tached, and further cuts would then be made using the
guide slot 12 in the second portion 22 of the block 2 and
holes would be drilled through guide holes 13.
[0100] Although the first portion 21 of the cutting block
2 in fig. 1 has just one guide slot 210, in alternative em-
bodiments a plurality of adjacent parallel slots may be
provided (e.g. two or more, separated by relatively small
distances, such as 0.5 - 2 mm). These can give the sur-
geon a choice and provide some flexibility during surgery
as to the position of a cut. The surgeon can thus adapt
to circumstances revealed only after surgery has begun.
The plurality of slots may, of course, be provided else-
where on the template block; they are not necessarily on
a first portion.
[0101] Referring now to the labelled views of the tibial
system in figures 3 & 4, the customised orienting com-
ponent 101, is located into the top of standard cutting
block 102 from its underside and firmly attached to it with
a metallic screw 103. Countersunk holes 104 on the un-
der surface of the orientating component 101 align pre-
cisely with the screw threads 105 in the standard cutting
block. The customised component 101 has two locators
106 both of which simultaneously contact the tibial pla-
teau of the particular patient, and sit on it in a unique
position, thus (along with the locators 107 orienting the
reusable metallic cutting block in the appropriate position
that has been determined in the preoperative planning
stage so as to achieve with precision the appropriate
bone cuts and alignment of the prosthetic component
within the bone.
[0102] Although the custom components 101 and 108
are constructed from DuraForm (PA) it is envisaged that
they may be constructed from a number of materials that
will become available over time.
[0103] The customised orientating component 108 is
located into protrusions in the front of the reusable me-

tallic component 102 and firmly attached to it with a me-
tallic screw 109. Countersunk holes 110 on the back sur-
face of the orientating component 108 align precisely with
the screw threads 111 in the reusable metallic cutting
block. The custom component 108 has two locators 107
both of which simultaneously contact an anteromedial
region of the tibia of the particular patient, and sit on it in
a unique position, thus (along with the locators 106) ori-
enting the cutting block in the appropriate position that
has been determined in the preoperative planning stage
so as to achieve with precision the appropriate bone cuts
and alignment of the prosthetic component within the
bone.
[0104] The orienting blocks are firmly attached to the
relevant bone with pins through locators 106 and 107.
These are positioned during the preoperative planning
so as to be perpendicular to the bone surface they are
in contact with. This ensures the pins do not skid as they
are driven through the bone surface thus firmly securing
the orienting block in place while the bone is being cut
[0105] The ’tibial’ bone cut is accurately made by pass-
ing the saw blade through the slit 112 on the cutting block
102 . This slit is aligned with precision to the internal sur-
faces of the relevant tibial prosthesis.
[0106] The reusable metallic cutting block 102 has a
hole 113 aligned with the axis of the tibial component
fixation stem and serves to guide with precision a drill bit
through the tibial plateau. Slits 114 in the shape of a ’T’
which are aligned to the keels of the relevant tibial pros-
thesis guide the passage of a saw blade into the tibial
plateau with precision. The resulting hole and cuts in the
bone receive the lug and keel of the prosthesis. For pros-
theses with different internal surface formations, the
guide apertures in the cutting block are of course adapted
to facilitate cutting/drilling of an appropriate "receiving"
structure on the bone.
[0107] Components of the tibial system thus include:
Custom component 101; Standard metallic component
102; Metallic screw 103 to fix 101 to 102; Counter sunk
hole 104 in custom component 101; Screw thread 105
in 102; Locators 106associated with 101; Locators 107
associated with 108; Custom component 108; Metallic
screw 109 to fix 108 to 102; Counter sunk hole 110 in
custom component 108; Screw thread 111 in 102; Slit
112to guide saw blade; Hole 113 to guide drill; and
Slits114 to guide saw blade.
[0108] From the above description of Figures 3 and 4,
it will be appreciated that these show another surgical
template system embodying the invention and its use in
a surgical method to prepare a tibia to receive a prosthe-
sis. The template system of Figures 3 and 4 can thus be
used in conjunction with template system of Figures 1
and 2 in total knee replacement surgery. It will be appre-
ciated, however, that although the system of Figures 1
and 2 was described in connection with work on a femur
and the system of Figures 3 and 4 will be described with
reference to work on a tibia, the features of the described
systems may also be employed in template systems for
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working on other bones.
[0109] Returning to Figures 3 and 4, in the illustrated
embodiment the template system again comprises a met-
al tool guide block 102 which is steralisable and reusable
and is not patient-specific. This metal guide block (which
may also be referred to as a standard cutting block) com-
prises a first portion 1021, which provides a saw guide
slot 112, and a second portion 1022 which provides a
guide aperture comprising both a guide hole portion 113
and guide slots 114. A connecting portion 1023 in the
form of a rigid arm or web of uniform thickness connects
the first and second portions 1021, 1022. The first portion
1021 extends around an arc and in this example is curved
(i.e. is generally arcuate), providing the guide slot 112
within which an oscillating saw blade can be moved
through a defined arc to produce a cut on the bone (in
this case a tibia) being worked on. The connecting arm
1023 is connected to one end of the generally arcuate
first portion 1021. As can be seen from the figures, this
arrangement provides the advantage that it gives im-
proved visibility of the bone surface being worked on and
by reducing the overall size of the guide block 102 makes
the system particularly suited for minimally invasive sur-
gery, in that it can be inserted and positioned on the bone
surface through a smaller incision and would be neces-
sary if the first portion of the guide block extended also
from the other side of the connecting arm or web 1023.
Plus, in contrast to the guide block 2 of the system from
figures 1 and 2 which was generally symmetrical about
a plane through the connecting web 23, the guide block
102 of this second template system is asymmetric.
[0110] In the example shown in Figures 3 and 4, the
locating means comprises a first component 101 (which
may be described as a first customised orienting com-
ponent) and a second component 108 (which may be
described as a second customised orientating compo-
nent). The first orienting component 101 comprises a first
body portion 1060 and two integral locators 106 (in this
example generally cylindrical locating fingers). These lo-
cators 106 extend from the body portion 1060 to their
respective end surfaces 1061. These locators 106 are
again cannulated, having respective bores 62 to receive
securing pins. The first component 101 has been pro-
duced by a method involving determining a shape of part
of the articular surface of tibia, and using the determined
shape to determine the positions and shapes of the end
surfaces 1061 of the locators 106 such that they help
seat the assembled template system on the specific tibia
in a well defined position. The second portion of the guide
block 1022 is adapted to receive the body portion 1060
of the first component 101 from below, such that the guide
block then prevents any further upwards movement of
the component 101. When assembled in this manner, a
screw or bolt 103 is inserted through a hole 104 in the
first component 101 and is received in a threaded hole
1030 in the second portion of 1022 of the guide block
102. This screw 103 is then tightened to releasably and
non-adjustably attach the first component 101 to the

guide block so that its locating surfaces 1061 are in fixed
position with respect to the plurality of tool guiding aper-
tures.
[0111] Similarly, the second customised locating com-
ponent 108 comprises a body portion 1060 from which
two locating fingers 107 extend to their respective bone-
engaging surfaces 1071. Again, this second locating
component 101 has been produced by a method involv-
ing determination of a shape of the tibia surface and rapid
prototyping to produce the component 108 such that the
end surfaces 1071 conform to and are seated on non-
articular portions of the tibia surface when the template
system is in the desired, defined position. The second
component 108 is adapted to slot into the nominal base
of the first portion 1021 of the cutting block and is then
secured and attached in this assembled position by
means of another screw or bolt 109 passing through a
hole 110 into a threaded hole 111 in the first portion 1021
of the guide block 102.
[0112] Referring in particular to Figure 4, these views
show the assembled template system of Figure 3 ar-
ranged in the predetermined, defined (and substantially
unique) position on a tibia, with the locators 106 engaging
portions of the articular surface of the tibia, and the end
surfaces 1071 of the other locators 107 engaging por-
tions of the non-articular surface of the tibia. As can be
seen from the figures, the first portion 1021 of the cutting
block extends around less than a quarter of the circum-
ference of the tibia when looking generally along the lon-
gitudinal axis of the tibia, and in Figure 4c). However, the
curved guide slot 112 it provides enables a saw blade
guided by that slot to reach the entire tibia surface. Plus,
the arrangement is particularly suited to minimally inva-
sive techniques. Although not shown in Figure 4, with the
template arranged in the shown position, pins will then
be driven through the bores 62 to secure the assembled
template system to the bone. The slot 112 can then be
used to guide a saw blade to produce a cut across the
end of the tibia. The composite guide aperture (compris-
ing guide hole 113 and slot 114) in the second portion of
1022 of the guide block can also be used to cut a corre-
spondingly shaped recess in the end surface of the tibia
to receive a correspondingly shaped formation (which
may also be referred to as a keel) on an underside of a
tibial prosthesis for fitting to the prepared bone.
[0113] Again, the two-part locating means 101, 108 of
the template system in Figures 3 and 4 has been man-
ufactured according to a determined shape of the bone
to be worked on and such that the locating means is
avoided by tools guided by the plurality of guide apertures
in the reusable guide block 102. By doing this, small par-
ticles of locating means material are not produced when
working on the bone and hence contamination of the sur-
gical site by such particles is also avoided.
[0114] Referring now to Figure 5, this shows views of
surgical apparatus in accordance with another aspect of
the present invention. As mentioned above, the two tem-
plate systems of Figures 1 - 4 can be used in total knee
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replacement surgery for fitting prostheses to both the fe-
mur and tibia. Those template systems comprise reusa-
ble metal cutting blocks and a plurality of patient-specific
custom-made components forming the locating means.
The apparatus of Figure 5 comprises the plurality of com-
ponents of the custom-made locating means for the fem-
oral and tibial template systems corresponding to a par-
ticular patient’s knee joint, together with patient identifi-
cation means, providing an indication of the particular
patient to whom the knee belongs, and linking means
linking the locating means to the patient identification
means. In this example the linking means is in the form
of a rod 201, which passes through holes in each of the
individual components of the locating means of the fem-
oral and tibial template systems and connecting them to
an identification plate 202 which carries information 2020
identifying the patient. Both ends of the rod 201 are con-
nected to the plate 202 so that the locating means com-
ponents cannot become separated from it. As further se-
curity, the plate 202 carries a unique identifier 9 and each
component of the locating means also carry this identifier.
Thus, the surgical apparatus, which can also be regarded
as a pack of patient-specific components, can be provid-
ed to the surgeon. A linking means (rod 201) can then
be broken or cut to separate the locator components,
which can then be assembled together with the sterilised,
reusable cutting blocks.
[0115] Thus, figure 5 shows surgical apparatus em-
bodying the invention and comprising customised com-
ponents, immediately after manufacturing. The custom-
ised orientating components 1 , 8 , 101 and 108 have
been manufactured with rapid prototyping technology,
threaded together as a group, with an additional thin elon-
gate rod 201 that is attached at both of its ends to a plate
202 containing a unique identification string of alphanu-
meric characters for each patient. Each component with-
in the group will have inscribed on it means of identifica-
tion as belonging to this group. This mode of manufac-
turing is adopted to prevent mixing components manu-
factured for different patients. The apparatus (which can
be described as a custom part holder) thus includes: Cus-
tom femoral part 1; Custom removable locator 8 for fem-
oral part; Unique code 9 which corresponds exactly to
the code given by 202; 101 Custom tibial part for tibial
plateau; Custom tibial part 108 for anteromedial tibia;
Elongated rod 201; and plate 202 carrying unique iden-
tification string of alphanumeric characters for each pa-
tient
[0116] Certain embodiments of the invention are mod-
ified so as to facilitate achieving bone cuts in TKR surgery
that adopts a minimally invasive (MI) approach. In this
approach it is aimed to perform the bone cuts and im-
plantation procedure through the smallest possible inci-
sion into the joint. This reduces the trauma to the sur-
rounding tissues, and speeds up the recovery of the pa-
tient.
[0117] In certain examples of MI surgery two different
template systems embodying the invention are used, one

for use with the femur the other with the tibia, to aid the
surgeon in cutting the knee bone. Each assembly com-
prises a patient specific orienting block(s) and two sep-
arate cutting blocks with the appropriate number of slits
and holes guiding moving surgical tools to make the cuts
in the relevant bone accurately and correctly oriented so
as to receive the relevant prosthetic component in the
position determined by the preoperative planning proce-
dure. The orienting and cutting blocks are assembled
and firmly attached with screws to form a rigid unitary
guide that locates in a unique position onto the relevant
bone and is pinned to the bone at a number of carefully
chosen sites on the bone such that the pins avoid the
path of the saw blade used for making the bone cuts.
Using the results of the first cutting block a second cutting
block is then guided into position and the preparation of
each bone completed so as to receive the relevant pros-
thetic component.
[0118] Detailed views of the minimally invasive femoral
and tibial assemblies embodying the invention are given
in figures 6 - 9.
[0119] Figure 6 illustrates exploded views of Part A of
the femoral device from the front, top, bottom, and side,
along with an isometric view. Figure 7 illustrates views
of the same device assembled and pinned to the femur.
Figure 8 illustrates exploded views of Part B of the fem-
oral device from the front, top, bottom, along with an iso-
metric view. Figure 9 illustrates views of the same device
pinned to the femur after the distal cut has been made.
[0120] Referring to the labelled views of the MI femoral
system in figures 6 & 7, the customised orienting com-
ponent 301 , is located into a protrusion in the reusable
metallic cutting block 302 and firmly attaches to it with a
metallic screw 303 . Countersunk holes 304 on the upper
surface of the orientating component align precisely with
screw threads 305 in the standard cutting block.
[0121] Although the custom component 301 is con-
structed from DuraForm (PA) it is envisaged that it may
be constructed from a number of materials that will be-
come available over time. The customised component
includes three locators 306 all of which simultaneously
contact the bone of the particular patient, and sit on it in
a unique position, thus orienting the cutting block in the
appropriate position that has been determined in the pr-
eoperative planning stage so as to achieve with precision
the appropriate bone cuts and alignment of the prosthetic
component within the bone. In addition to the three loca-
tors the customised component also has a protrusion 307
which also sits on the bone of the particular patient in a
unique position, thus also assisting in the orientation of
the cutting block. It may be appropriate to vary the size
of this protrusion. An alternate approach is this protrusion
as a guide, which, although close to the bone surface of
the particular patient it will not come into contact with it.
[0122] The orienting block is firmly attached to the rel-
evant bone with pins 308 through locators 306. These
are positioned during the preoperative planning so as to
be perpendicular to the bone surface they are in contact
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with. This ensures the pins 308 do not skid as they are
driven through the bone surface thus firmly securing the
orienting block in place while the bone is being cut. The
locator 306a sits in the trochlea of the femur and so acts
as an additional reference with regard to placement of
the device.
[0123] The distal bone cut is accurately made by pass-
ing the saw blade through slit 309. This slit is aligned with
precision to the internal distal surface of the relevant fem-
oral prosthesis. The size of both the slit 309 and the stand-
ard cutting block 302 is determined prior to manufacturing
based upon the thickness of saw blade to be used and
the permitted deviation of the saw blade in the slit 309.
The standard cutting block 302 has two holes 310 to
guide a drill bit into both the medial and the lateral con-
dyles of the femur. The resulting holes in the bone ulti-
mately receive the fixation lugs of the prosthesis.
[0124] The resulting flat bone surface created by per-
forming the distal cut along with the holes in the medial
and lateral condyle are also used to locate Part B of the
femoral device.
[0125] Referring now to part B of the MI femoral tem-
plate system, the lugs 311 are located in the drilled holes
in the medial and lateral condyles and the flat surface
312 of the cutting block 313 placed precisely onto the cut
flat surface created by performing the distal cut. The flat
surface 312 is aligned with precision to the internal distal
surface of the relevant femoral prosthesis. The cutting
block 313 is securely fastened to the flat bone surface
by pins 314. These pins pass through lugs 315 which
each have a hole of precise dimensions to guide the pin
into the bone whilst avoiding both the lugs 311 and the
saw blade.
[0126] In order to prevent the pins 314 from loosening
by vibration during the bone cutting procedure a means
of locking the pins into lugs 315 is provided. Such means
(not shown) would by the way of example be a spring
washer to be fitted in a groove in the pin 314 which would
come into view, once the pin has been driven into the
bone, at the side of the lug 315 nearer to the bone.
[0127] The four slits 319 are aligned with precision to
the remaining four internal surfaces of the relevant fem-
oral prosthesis. The size of both the slits 319 and the
standard cutting block 313 is determined prior to manu-
facturing based upon the thickness of saw blade to be
used and the permitted deviation of the saw blade in the
slits 319.
[0128] From the above description of Figures 6 - 9 it
will be appreciated that the illustrated surgical template
system comprises a first tool guide block, patient-specific
locating means 301, attachment means 303 for releas-
ably and non-adjustably attaching the locating means
301 to the tool guide block 302, and a second tool guide
block 313 having a flat surface 312 adapted to sit on a
bone flat surface prepared using the first tool guide block
302. The first tool guide block 302 again comprises a first
portion 3021 to which the locating means 301 is securely
fastened (i.e. clamped) by the attachment bolt 303. This

locating means 301 again comprises a body portion 3060
and three integrally formed locating fingers 306. In addi-
tion, the locating means includes an additional integral
locator 307 in the form of a protrusion extending from the
body 3060. The three locating fingers 306 are cannulat-
ed, whereas the additional locating protrusion 307 is sol-
id. The locating means 301 is arranged to key with the
guide block 302 and to this end the locating means body
3060 is provided with a pair of slots or mortises 3065
adapted to receive correspondingly shaped tongues or
tenons 3056 on the first portion 3021 of the guide block.
This first portion 3021 of the guide block provides a tool
guiding slot 309 which is open at both ends of the first
portion 3021. This facilitates insertion of a saw blade into
the slot. Furthermore, by not requiring material to close
the slot at both ends, it enables the size of this first portion
3021 to be made smaller than would otherwise be the
case and so makes the template system more suitable
for minimally evasive surgery. The first guide block 302
again comprises a connecting portion 3023 in the form
of a web or connecting arm, connecting the first portion
3021 to the second portion 3022 which in this example
comprises a pair of guide holes 310. Again, the first guide
block 302 is asymmetrical, with the connecting web 3023
being connected to the first portion 3021 towards one
end of the open ended guide slot 309. In use, the assem-
bled first guide block 302 and customised locator com-
ponent 301 are positioned against the femur as shown
in Figure 7, and pins 308 are driven through the bores
62 in the cylindrical locators 306 to attach the template
to the bone. The saw blade is then inserted in guide slot
309 and appropriately manipulated to cut a flat end sur-
face of the femur. Then, guide holes 310 are used to
guide a drill to drill two locating holes in the sawn end
surface of the femur. The assembly is then detached from
the femur and the second guide block 313 is then posi-
tioned on the sawn femur surface, with its flat surface
312 in contact with the sawn surface of the bone and with
locating protrusions 311 located in the locating holes pre-
viously drilled using guide apertures 310. The second
guide block 313 is then secured in place and the guide
slots 319 are used to guide the saw blade to perform
further work on the femur.
[0129] It will be appreciated that the first and second
guide blocks 302 and 313 of the template system showing
Figures 6 - 9 are individually smaller than a guide block
that would be required if that guide block were to provide
all of the guide apertures to prepare the femur surface in
the manner shown. Thus, by effectively splitting the guide
block into two, with each component being relatively
small, the template system of Figure 6 - 9 is particularly
suited for minimally invasive surgery.
[0130] A minimally invasive two-part tibial template
system embodying the invention will now be described.
Referring to the labelled views in figure 10 & 11, the cus-
tomised orientating block 401 is located onto the stand-
ard cutting block 402 with protrusions in the latter. Metallic
screws pass through countersunk holes 403 on the upper
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surface of the orientating component 401 and fasten with
precisely aligned screw threads 404 in the standard cut-
ting block 402. The customised orientating component
405 is located into the front of the standard component
402 with protrusions in the latter and firmly attached to it
with a metallic screw. Countersunk holes on the back
surface of the orientating component align precisely with
the screw threads in the standard cutting block. In doing
so the customised orientating blocks and the standard
cutting block are firmly fixed together.
[0131] The customized orientating block 401 has pro-
trusions 406 and the customized orientating block 405
has locating cylinders 407 all of which simultaneously
contact the bone of the particular patient and sit on it in
a unique position thus orientating the cutting block in the
appropriate position which is determined during the pre-
operative planning stage so as to achieve with precision
the appropriate bone cuts and alignment of the appropri-
ate prosthesis within the bone.
[0132] The orienting block is firmly attached to the rel-
evant bone (see figure 11) with pins 408 through locators
407. These are positioned during the preoperative plan-
ning so as to be perpendicular to the bone surface they
are in contact with. This ensures the pins 408 do not skid
as they are driven through the bone surface thus firmly
securing the orienting block in place while the bone is
being cut. Attention is paid to the position of the pins
relative to one another during the preoperative planning
procedure to ensure they do not collide with one another
when driven into the bone. The tibial bone cut is made
by passing a saw blade through slit 409 . This slit can be
open at either end so as to allow greater movement of
the saw blade whilst making the tibial cut.
[0133] With regard to the second part (part B), referring
to the labelled views in figure 10 & 12, after making the
tibial cut the waste bone is removed and the standard
cutting block 410 is positioned onto the cut bone surface
411. This cutting block has an arm 412 with a rectangular
section 413 of precise dimensions removed from it. This
allows the cutting block 410 to be guided into the position
determined during the preoperative planning procedure
by the rectangular post 414 which has precise dimen-
sions and forms part of the cutting block 402 . The cutting
block 410 is then pinned to the bone through holes 415.
These may be inclined slightly so as to offer a more se-
cure placement of the block 410 . It may be necessary
to remove one or more of the pins 408 so that tools can
be passed through the guide 416 and into the bone un-
hindered as the tibia is prepared to receive the appropri-
ately sized prosthesis.
[0134] From the above description of Figures 10 - 12
it will be appreciated that the template system again com-
prises a first tool guide block 402 and a second tool guide
block 410. Also, in that system the locating means com-
prises a first body portion 4060 and a plurality of locating
fingers 407 formed integrally with the body portion 4060
and extending from it to respective bone engaging end
surfaces 4071. Attachment means in the form of a screw

(not shown in the figure) can be used to attach the first
body portion 4060 to the first guide block 402. The locat-
ing means also comprises an additional body portion
4066. A pair of additional locating members 406 in a form
of fifths is integrally formed with the second body portion
4066, and extend from it to their respective end surfaces
4061 which have been manufactured to conform with and
engage respective portions of the surface of a bone to
be worked on. The attachment means comprises addi-
tional screws or bolts to attach the additional body portion
4066 to the first guide block 402 by means of holes 403
in the additional body portion and threaded holes in the
first guide block 402.
[0135] The first guide block 402 comprises mounting
means in the form of mounting post 414 for mounting the
second guide block 410 on the first guide block 402 after
the first guide block and locating means assembly has
been used to guide a saw, using guide slot 409 to produce
a cut surface on the end of the tibia. When the second
guide block 410 has been mounted in place of first guide
block the second guide block 410 can be used to guide
a drill and then a saw blade using composite guide ap-
erture 113, 114. Again, by employing a template com-
prising two separate guide blocks, the individual guide
blocks can be made smaller than would be the case of
a single guide block providing all guide apertures were
used, and hence the system is particularly suited to min-
imally invasive surgery.
[0136] Another two-part minimally invasive tibial tem-
plate system embodying the invention will now be de-
scribed with reference to figures 13 to 16. Referring to
the labelled views in figure 13 & 14, the customised ori-
entating block 501 is located onto the standard cutting
block 502 with protrusions in the latter. Metallic screws
pass through countersunk holes 503 on the upper sur-
face of the orientating component 501 and fasten through
precisely aligned screw threads 504 in the standard cut-
ting block 502 . The customized orientating component
505 is located into the front of the standard component
502 with protrusions in the latter and firmly attached to it
with a metallic screw. Countersunk holes on the back
surface of the orientating component align precisely with
the screw threads in the standard cutting block. In doing
so the customised orientating blocks and the standard
cutting block are firmly fixed together.
[0137] The customized orientating block 501 has pro-
trusions 506 and the customized orientating block 505
has locating cylinders 507 all of which simultaneously
contact the bone of the particular patient and sit on it in
a unique position thus orientating the cutting block in the
appropriate position which is determined during the pre-
operative planning stage so as to achieve with precision
the appropriate bone cuts and alignment of the appropri-
ate prosthesis within the bone.
[0138] The orienting block is firmly attached to the rel-
evant bone (see figure 14) with pins 508 through locators
507 . These are positioned during the preoperative plan-
ning so as to be perpendicular to the bone surface they
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are in contact with. This ensures the pins 508 do not skid
as they are driven through the bone surface thus firmly
securing the orienting block in place while the bone is
being cut. Attention is paid to the position of the pins
relative to one another during the preoperative planning
procedure to ensure they do not collide with one another
when driven into the bone. The tibial bone cut is made
by passing a saw blade through slit 509 . This slit can be
open at either end so as to allow greater movement of
the saw blade whilst making the tibial cut.
[0139] Referring to the labelled views in figure 15 & 16,
after making the tibial cut the waste bone is removed,
along with Part A of the tibial device. The customized
orientating block 509 is located onto the arm 510 of the
standard cutting block 511 and may be firmly attached
to it by means of a metallic screw. The standard cutting
block 511 is positioned onto the cut bone surface 512.
Locating cylinders 513 all of which are sectioned along
their long axis simultaneously contact the bone of the
particular patient and sit on it in a unique position thus
orientating the cutting block 511 in the appropriate posi-
tion which is determined during the preoperative planning
stage so as to achieve with precision the appropriate
bone cuts and alignment of the appropriate prosthesis
within the bone. These sectioned cylinders align precise-
ly with the cylinders 507 from Part A of the tibial device.
Thus after removing Part A the pins 508 may be replaced
and the sectioned cylinders 513 located upon them so
as to increase the accuracy of placement.
[0140] The cutting block 511 is then pinned to the bone
through holes 514. These may be inclined slightly so as
to offer a more secure placement of the block 511. It may
be necessary to remove one or more of the pins 508 so
that tools can be passed through the guide 515 and into
the bone unhindered as the tibia is prepared to receive
the appropriately sized prosthesis.
[0141] It will be appreciated from the above description
of Figures 13 - 16 that the template system comprises a
first guide block, providing a single, open ended guide
slot 509, and locating means comprising a first body por-
tion 5060 from which a plurality of locating members 507
extend, and a second body portion 5036, from which a
further plurality of locating members 5061 extend. The
attached assembly of the first guide block 502 and first
locating means 501, 505 is positioned on the bone sur-
face, secured in place using pins through the locators
507, and the guide slot 509 is used to guide a saw to
produce a cut in the tibia end surface. The assembly is
then removed from the tibia. The template system com-
prises a separate, second tool guide block 511 and a
separate, second locating means 509 which comprises
an integral body and plurality of locating fingers 513. This
second locating means 509 is adapted to receive the
second guide block 511 and holds that second guide
block in the desired, correct position on the tibial sawn
surface when the second locating means 509 is pinned
in place. Manufacturing methods, surgical methods, and
methods of fitting prostheses embodying the invention

will now be described.
[0142] With regard to the application of this invention
in the field of total knee replacement (TKR) surgery a
number of steps need to be followed which are unique
to the device itself. These are summarised in the flow-
charts in Figure 17. Figure 18 -20 identify the decisions
and processes involved in Steps B-D which are dis-
cussed in more detail below. Figure 21 illustrates a view
of the femur from below along with isometric views of the
femur, femoral prosthesis, femur with all bone cuts per-
formed and the prosthetic component aligned to the cut
femoral bone. Figure 22 illustrates a view of the tibia from
above along with similar isometric views of the tibia.

Step A - Imaging

[0143] Images of the patient’s joint under consideration
may be acquired using CT, MRI or any other appropriate
imaging modality. These are used to generate 2D/3D dig-
ital models of the joint bones from which it is possible to
make accurate anatomical measurements, which will de-
termine the size of prosthetic components for the recip-
ient. These 2D/3D models will also allow accurate place-
ment of virtual prosthetic components and their corre-
sponding templates.

Step B - Preoperative Planning

Overview

[0144] Proper treatment planning is essential for the
long-term success of the surgical procedure. Recon-
struction of the CT data (for example) provides 3-D im-
ages, of the femur and tibia, without details of the sur-
rounding soft tissues (Step A). Determining the correct
size of the prosthetic femoral component can be
achieved by measuring the antero-posterior (AP) dimen-
sion APfem of the distal femur (Figure 21). Similarly meas-
urements of the width WIDTHtib and antero-posterior
APtib dimensions of the proximal tibia (Figure 22) will de-
termine the appropriate size of the prosthetic tibial com-
ponent. From these measurements selection can be
made of the exact (or a closely matched) size of pros-
thetic component for the relevant bone (Figure 21c and
Figure 22c), from the electronic library of prosthetic com-
ponents’ files containing their exact geometries and di-
mensions. Sizing accuracy is confirmed when the select-
ed component is superimposed (i.e. virtually implanted)
over the bone and observed on the 3-D models or the 2-
D projections obtained from the CT data. For instance
the correct size when placed optimally will avoid violating
the anterior cortex of the femur and exclude overhanging
of the tibial component beyond the tibial bone. The inter-
active 3-D manipulation of images allows adjustment of
rotation, translation, and inclination of the prosthetic com-
ponents until the optimum alignment of the prosthesis
within the joint is achieved. Thus in place (Figure 21e
and Figure 22e), the final shape of the bone (Figure 21d

33 34 



EP 2 517 655 B1

19

5

10

15

20

25

30

35

40

45

50

55

and Figure 22d) after all the cuts are made is defined by
the prosthesis internal surfaces (these will be in direct
contact with the bone). The position of the metallic reus-
able cutting block referred to earlier is then aligned so
that its slits and guide holes coincide with the planes de-
fining the final shape of the bone (these are the planes
defining the internal surface of the prosthesis). The de-
sign of the single use component (the standard part of
which will be already attached to the reusable metallic
block) is then finalised by adjusting the positions and ori-
entations of its locators so that these are perpendicular
to the surfaces of the bone where they come into contact
with it. Once the locators are positioned the single use
component is ready for manufacturing using rapid proto-
typing technologies.

Step B1 - Anatomical measurements:

[0145] Anatomical measurements are taken using the
images acquired in Step A. These are used to help select
the most appropriately sized prosthetic components for
a given patient. The decision at this stage is not critical
as it is possible to try simultaneously a range of prosthetic
components of different sizes on the relevant bone, as
described in Step B2 and finalise the decision on selecting
the best size in step B3.

Step B2 - Importing of Standard Prosthesis & Template 
Library:

[0146] As will be appreciated, the assembly of the
guide for a given prosthetic size is the same except that
the locators of the customised components are the only
aspect that needs to be adjusted (customised) for the
recipient. It is possible to construct a library of electronic
assemblies, each pertaining to one of the different sizes
of the prosthetic components. Such an electronic assem-
bly would comprise the virtual prosthetic component
aligned to the assembled guide components for that pros-
thetic size such that the slits and holes guiding the cutting
instruments coincide with the inner surfaces of the pros-
thetic implant and fixation lugs.

Step B3 - Sizing of the prosthetic Components and de-
termining their Orientation in the joint

[0147] When the electronic assembly is imported on
the screen and oriented with respect to the relevant bone
such that the prosthetic component is optimally placed
on the bone (as described above), the standard assembly
of the guide is automatically placed in the correct orien-
tation so that the bone cuts made during surgery would
be identical to that in the preoperative planning proce-
dure. Only the locators’ positions on the single use com-
ponent, their lengths and orientations with respect to the
bone remain to be finalised in Step B4.
[0148] If the prosthetic size first determined from the
anatomical measurements (Step B1) is slightly larger or

slightly smaller, a prosthesis of a different size together
with its guide assembly could be imported and used in-
stead. However, to save time it is proposed to import all
the electronic files of these assemblies of prosthetic com-
ponents and associated guide assemblies simultaneous-
ly and once the correct size has been identified all the
others can be discarded.

Step B4 - Customised elements design

[0149] Whilst positioning the customisable parts it is
vital to superimpose images which highlight the paths of
the saw blade, drill bits and pins (used to firmly attach
the guide to the bone while it is being cut) so as to avoid
any obstructions by these during the preparation of the
bone. Each locator therefore has a locus of points 320
relative to each template within which it must be placed.
Each locus can be represented visually and therefore
forms an integral part of the template library. It is antici-
pated that the locus of each locator can be used to fully
automate Step B4.
[0150] The locus of points for each locator has to be
of sufficient size so as to account for the variability of the
anatomy between patients. This is achieved by ensuring
each custom part can accommodate the locators in a
number of positions. For example with the custom part
301 the locators 306 can be united with a number of dif-
ferent locator arms 321 . By uniting the locators 306 with
single arms 322 the visibility the surgeon has of the joint
whilst performing the bone cuts is kept to a maximum.
[0151] After the optimal position for each locator has
been decided and fixed a number of Boolean operations
are performed on the template. These are used (i)to unify
the customizable components of the relevant template
so that a single part is formed which can then be fixed to
the relevant standard metallic component, and (ii) to en-
sure the custom parts match with precision the bone sur-
face upon which they will eventually sit.

Step C - Manufacturing

[0152] Step C2 - Manufacture reusable standard parts
by CNC machining or rapid prototyping Reusable stand-
ard parts are manufactured by CNC machining or rapid
prototyping.

Step C2 - Manufacture custom parts by rapid prototyping

[0153] The custom parts for a given patient are man-
ufactured together as separate parts held together by a
rod using rapid prototyping. Although each part is free to
move on the rod it cannot be removed unless the rod is
broken. Each part has a unique identifier which corre-
sponds to the patient for which they are intended.

Step C3 - Clean and assemble custom parts

[0154] The custom parts are removed from the rod and

35 36 



EP 2 517 655 B1

20

5

10

15

20

25

30

35

40

45

50

55

cleaned prior to assembling them on their corresponding
standard metallic parts.

Step C4 -_Sterilisation of devices

[0155] The assembled components are sterilized and
packaged ready for shipping.

Step D - Surgery

Step D1 -Assembled device fitted to patient

[0156] The assembled device is fitted to the patient so
as to conform to the unique position relative the patient’s
anatomy as identified in Step B.

Step D2 - Procedure performed

[0157] The template is used to guide the necessary
bone cutting for the relevant prosthesis to be received.
[0158] As will be appreciated, certain embodiments of
the invention provide template systems for knee surgery.
The knee joint comprises two cruciate ligaments: the an-
terior cruciate ligament and the posterior cruciate liga-
ment. The anterior cruciate ligament is not ordinarily pre-
served during total knee replacement surgery; indeed
very few of the prior art total knee replacement systems
allow the preservation of this ligament after surgery. How-
ever, using embodiments of the present invention it may
be possible to preserve the posterior cruciate ligament
during total knee replacement surgery, and in many cas-
es this is desirable. The surgeon is able to make this
decision whilst in the operating theatre and no additional
instruments are required to ensure its preservation. Cer-
tain minimally invasive tibial template systems embody-
ing the invention avoid the tibial plateau; they can be
located on the appropriate bone whilst avoiding damage
to the cruciate ligament. Similarly, the femoral template
system can be placed on the femur without the need to
cut the cruciate ligaments. Additionally, to aid accurate
template placement the locators of certain template sys-
tems embodying the invention have minimal contact be-
tween the bone and themselves. The contact surfaces
used in the prior art have to be large because of the local
geometry of the bones upon which they sit, reducing the
surface area that contacts the bone may significantly re-
duce their accuracy. Adapting the templates described
in the prior art for unicondylar knee surgery appears not
to be possible.
[0159] Unicondylar knee arthroplasty is minimally in-
vasive and requires both cruciate ligaments to be pre-
served. Therefore embodiments of the present invention
can be used to achieve this: the unicondylar templates
would be very similar to the minimally invasive femoral
and tibial templates described above, in all respects but
size: they would be smaller. The adoption of CAS in uni-
condylar knee replacement allows placement of the fem-
oral component such that the surface of the implant merg-

es with that of the femoral condyle to form a smooth con-
tour. This is very difficult to achieve with conventional
instrumentation and the result is that the implant either
protrudes above or locates below the surface of the con-
dyle forming a step onto which the patella comes into
contact with. This is undesirable as it might cause wear
of the patella and might cause pain to the patient. Em-
bodiments of the invention are able to solve this problem.
[0160] Referring now to figures 24 to 27, these show
tibial template systems embodying the invention and in-
corporating removable locators. In Figure 24 the remov-
able locator 91 is shown sitting is shown in the intended
position. The locator helps the surgeon correctly position
the device prior to fixing it upon the bone. It need not be
removed as it is possible to include a slit 92 during its
manufacture which allows unhindered movement of the
saw blade during the preparation of the bone for the pros-
thesis. There is a hole 93 in the removable locator 91.
This hole is aligned precisely to a hole which passes
through the arm 94 of the standard tibial device. This
allows a removable metal pin to be passed through 93
and into the standard metallic component. This pin along
with the metal lug 95 of the standard tibial device locks
the locator into position. The lug 95 is so designed that
once the pin is removed the locator 91 can be removed
without dislodging the fixed device.
[0161] Figure 25 shows a tibial device similar to that
shown in Figure 1. However the removable locator 96 is
inside the arm 97 of the standard part 98. This reduces
the size of the device in Figure 25 compared to that in
Figure 24. Figure 26 shows the same standard metallic
part 97 as that shown in Figure 25 but with the removable
locator 96 no longer in place. The metal lug 99 holds the
removable locator in position along with a metal pin sim-
ilar in nature to the pin described above.
[0162] Figure 27 shows the same tibial device as Fig-
ure 24. The custom part 910 is located into the metallic
part 911 and the two parts secured with a bolt or screw.
Attention has to be paid to the tolerances of each part
otherwise they will not fit together. Where there is a
curved region gaps 912 exist between the custom part
910 and the metallic part 911. By reducing the area of
contact between 910 and 911 in the vertical direction to
two orthogonal regions 913 and 914 the preciseness of
fit between 910 and 911 is maintained whilst the risk of
the custom part 910 being too large for the standard part
911 is reduced.
[0163] In certain embodiments the orienting block 1 (or
locating means) is firmly attached to the relevant bone
with pins through locators 6. These are positioned during
the preoperative planning so as to be perpendicular to
the bone surface they are in contact with. This ensures
the pins do not skid as they are driven through the bone
surface thus firmly securing the orienting block in place
while the bone is being cut. However there are instances
when it may be advantageous to fix both the orientating
block and its standard cutting block (tool guide block 2)
to the relevant bone with pins. Such an example is shown
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in Figure 28 and 29. In certain alternative embodiments,
just the tool guide block may be attached to the bone. To
enable the tool guide block to be attached to the bone it
is provided, in certain embodiments, with one or more
bores (which may also be described as pin holes or
guides). Thus, in certain embodiments, the system com-
prises pin holes passing through a metallic cutting block.
[0164] The example shown in Figures 28-29 is that of
a femoral template, but the majority of features that will
be described in detail are also applicable in principle to
the tibial template and indeed any other template system
for use on a bone. An asymmetrical custom part (in this
instance) [a_1] (or locating means 1) is firmly attached
to a standard, re-usable cutting block [a_2] (or tool guide
block 2). The arms [a_7] of the locating means are there-
fore close to the appropriate bone, so reducing the intra-
operative displacement of a number of tissues whilst in-
creasing the strength of the custom part. The customised
part [a_1] is guided into the correct position (for attach-
ment to the cutting block) by pegs [a_37] (see Figure 29)
on the under surface of the locating means [a_1]. These
pegs sit in holes [a_38] that originate on the upper surface
of the guide block [a_2]. Once in position, the custom
part [a_1] is firmly and securely attached to the standard
cutting block [a_2] by means of a hexagonal fixing bolt
[a_9] in this example (alternative embodiments may of
course employ alternative attachments means. The pegs
[a_37] may be positioned in a manner that ensures the
customised parts can only be secured to the correct sized
cutting block [a_2] as determined by the preoperative
plan.
[0165] The standard cutting block [a_2] is located on
the bone as determined by the orientating block (custom
part) [a_1]. The locating fingers [a_8] (which may also
be described as locators 6) of the orientating block si-
multaneously contact the bone of the particular patient
and sit on it in a unique position, thus orientating the
cutting block in the appropriate position. Once this unique
position has been achieved it can be fixed securely in
place with a number of pins. Two of the pins [a_3] pass
through the standard block in this example (in other
words, they pass through bores [a_12] in the tool guide
block. These pins are parallel to one another and the slit
[a_10]. The pins [a_3] are almost perpendicular to the
anterior bone surface. In this instance slit [a_10] allows
the distal bone cut to be made by accurately guiding the
saw blade. By having the pins [a_3] parallel to one an-
other it is possible to remove the template whilst keeping
the pins [a_3] in situ (provided or course that any other
pins that would otherwise prevent this removal have been
removed or are not yet fitted, or the locating means has
been detached from the tool guide block). Thus, the tool
guide block may be separated from the bone by sliding
it off the parallel fixing pins. This allows additional parts
to be readily fitted to the standard part [a_2] or, the custom
part [a_1] intra-operatively without the potential for inter-
ference from the patients surgically exposed tissues.
[0166] In Figure 29 the holes [a_12] that allow the pas-

sage of pins [a_3] are shown. Although only two holes
are shown it is possible to have a series of holes whose
axes are all parallel to one another; the two most con-
venient holes may be then selected by the surgeon intra-
operatively. By having the holes [a_12] in the standard
metal part it is possible to drill the pins into place without
the danger associated with the shedding of material into
the patient’s tissues. Pin [a_4] passes through the cus-
tom part [a_1]. This is guided by the bore [a_5] (through
a locator [a_8]) whose orientation is adjusted pre-oper-
atively so that its orientation is perpendicular to the sur-
face of the patient’s bone (to prevent skidding as it is
driven into the bone). Pin [a_4] is approximately perpen-
dicular to the pins [a_3], so it serves to ’lock the template’
in place. The surgeon has greater access to the patient’s
knee bones from the medial side hence the bore [a_5] is
located on the medial side of the operated joint.
[0167] Although only one pin [a_4] is shown through
bore [a_5], additional, similar pins and bores that pass
through the custom part [a_1] may be required to fix the
template firmly in place and prevent it from loosening as
the bone is cut with the oscillating blade. These pins and
bores may be in positions that are anterior or lateral to
the patient’s knee bone. It is also feasible for the standard
part [a_2] to be modified so that a pin serving the same
function as [a_4] passes through the standard part in
addition to, or instead of, those passing through the cus-
tom part. Any pin passing through the standard part may
be driven or drilled into the bone without the danger of
shedding particulate material into the patient’s bone.
[0168] Achieving placement of a customised template
component on its respective bone requires careful con-
sideration of the number and positions of the locators.
The following applies to the component customised for
the femoral bone. The customised template component
might have five locators (for example), two on the medial
side, one anterior and two on the lateral as illustrated in
Figure 28. While the template component might be
placed such that the five locators are simultaneously in
contact with the bone there is still the possibility that the
template can be incorrectly placed: because of the pres-
ence of a slippery soft tissue layer (albeit thin) on the
bone surfaces, this renders the contact between the lo-
cators and bone surfaces to be soft and consequently
the template may easily be pushed further in an inferior
direction thus resulting in inaccuracies in cutting the
bone. For this reason, in another template system em-
bodying the invention, an additional locator is included
and which is arranged to limit movement of the template
in the direction mentioned above.
[0169] In certain examples, this additional locator is a
removable locator [a_13], and is shown in Figure 28 and
Figure 30. This sits inferiorly to the patient’s femoral con-
dyles and simultaneously contacts the patient’s knee
bone along with the locating fingers [a_8]. To ensure all
of the locators contact the bone simultaneously the sur-
geon may have to remove some cartilage from the sur-
face of the condyles. The removable locator is locked
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into the standard part [a_2] within of the bore [a_14] and
constrained by the arms [a_15]. To fit the removable lo-
cator its shaft [a_130] is inserted into bore [a_14] from
below, and twisted such that the arms [a_15] capture its
lugs [a_150]. It may be necessary to include a series of
bores similar to [a_14] or a slit within the standard part
so that the most suitable position for the removable lo-
cator can be determined during the pre-operative plan-
ning stage. The inclusion of appropriate lettering [a_16]
(A for anterior, a P for posterior in this instance) or sym-
bols ensures the removable locator is correctly orientated
with the standard part.
[0170] The slit [a_10] extends laterally and medially
(see Figure 28) but is closed centrally so that the sawb-
lade can make the intended bone cut though it (see Fig-
ure 31). The central solid section within the said slit allows
the thread of the hexagonal fixing bolt [a_9] to pass
through the body of the standard part. The central portion
[a_17] is angled to permit a greater range of movement
for the saw blade.
[0171] Implants of the same type are available in a
number of different sizes. The most appropriate implant
size for the patient is determined from appropriate meas-
urements taken from the patient’s bones preoperatively.
Different implant sizes may require standard cutting
blocks such as [a_2] shown in Figure 28 to be of different
sizes. Thus implants of the same type may require an
inventory of a plurality of cuttings blocks (e.g. six), each
a different size but all similar to [a_2]. The correct size
of cutting block for a given patient is determined during
the preoperative plan. However, by allowing the relative
positions of the distal cut block and the lug block to be
changed it may be possible to reduce the number of
standard blocks [a_2] required (typically from 6 to 2) for
a given implant type.
[0172] Figure 32 shows a standard cutting block com-
prising of two main parts (in this instance) [a_18] and
[a_19]. The position of [a_18] relative to [a_19] may be
adjusted and fixed rigidly with a screw or screws (for ex-
ample) such as that shown [a_21] according to the size
of implant required. The screw locates in depressions
[a_22] on the arm [a_23]. A custom part similar to [a_1]
(shown in Figure 28 and Figure 29) is securely fastened
to the distal cut block [a_18] and serves to orientate both
the distal cut block and the lug block [a_19] simultane-
ously according to the preoperative plan. The lug block
[a_19] has two holes [a_20] passing through it. The pur-
pose of the holes [a_20] in both Figure 29 and Figure 32
is to guide a drill in preparing holes that will allow a cutting
block similar to the one shown in Figure 8 to be positioned
on the bone as indicated in Figure 9. These holes align
exactly with the lugs [311] as shown in Figure 8. They
may also coincide with lugs on the femoral implant.
[0173] It is also possible for the lug block to hold a
removable locator similar to [a_13] (see Figure 28) within
a bore [a_25] (see Figure 32) which is similar to [a_14]
(Figure 29). Although not shown in figure 32, this remov-
able locator may be locked into place with similar means

to that described previously. Also, if the removable loca-
tor is deemed unnecessary it is possible for the distal cut
block to hold a lug block similar to [a_19] that sits exactly
on the femur after the distal cut has been made in a po-
sition that has been determined during the preoperative
plan. Additional holes in the body of the distal cut block
similar to [a_26] may be necessary to hold the arms sim-
ilar to [a_23] and [a_24] in the correct position before
locking them by a screw(s) similar to [a_21].
[0174] On occasions it may be necessary to revise the
distal cut (for example) of the femur for patients with a
flexion contracture of the knee (for example). In such
cases a revised distal cut parallel but superior to the first
is performed. In all other respects the preparation of the
patients bone is likely to remain as planned preopera-
tively. Figure 33 shows a distal cutting block [a_27] that
has been guided into place by the pins [a_3] (see Figure
28 also). Although both pins are not shown contacting
the bone, the intention is for them to be located sufficiently
deep in the bone tissue to provide (in conjunction with
pin [a_4]) a means of securely fixing a template such as
the one shown in Figure 28 onto the bone. As indicated
previously, the pins [a_3] are parallel to one another and
the distal cut. This makes it possible to position an addi-
tional distal cutting block [a_27] in a precise position rel-
ative to the patient’s bone without removing the pins
[a_3]. In other words, a first cutting block may be attached
to the bone using parallel pins [a_3], and a cut may be
made using the first block as a tool guide. Then, if it is
decided to perform a cut at a revised position, the first
block may be removed by sliding it off the parallel pins,
and a second block may be slid onto the pins, that second
block providing the guide means necessary to perform
the cut at the revised position. In doing so the surgeon
is able to address the problem of patients with a flexion
contracture intraoperatively. A feature such as that indi-
cated by [a_28] may be used to lock a handle onto the
distal cutting block [a_27] which the surgeon or assistant
may use to steady the cutting block as the distal cut is
revised.
[0175] With rapid prototyping techniques, objects are
typically built in a series of layers between .01 and 1.0mm
thick. This allows for the precise construction of complex
geometries. If there is sufficient space within a build
chamber a number of different objects can be built up
simultaneaosly by rapid protoyping. In certain embodi-
ments of the invention the custom parts of the patient
specific templates are manufactured with a rapid proto-
typing machine. With rapid protyping (for example) it is
possible that the manufactured custom parts may be dis-
orted and dimensionally inaccurate in any or all of the x,
y, z directions: these inaccuracies resuting from the man-
ufacturing process alone. The inaccuracies may not be
uniform, they may occur in a particular direction (x, y, z)
in space and even within a confined region of the build.
Figures 34 and 35 illustrate locating means manufac-
tured to include features enabling checks to be made
easily on the accuracy of the manufacturing process. By
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including a number of features such as those shown in
Figure 34 and Figure 35 within the template designs (for
example) it is possible to quickly assess the dimensional
accuracy of the custom parts for a given patient.
[0176] In Figure 34 identical and prominent features
are incorporated into the custom, locating part of the tem-
plate. The locating means shown in figures 34a-34c in-
cludes a generally cruciform indicator having disctinct
and easily measurable dimensions. The three dimen-
sions [a_29], [a_30] and [a_31] of the indicator structure
are mutually orthogonal and should be of identical length
if the manufacture has taken place properly. This facili-
tates checking of the indicator dimensions with a go / no-
go gauge. Such a guage is adapted to engage the indi-
cator to provide the dimensional check. It is also possible
to include on certain locating means features such as
those shown in Figure 35. These features comprise pairs
of indicia having separations measurable with suitable
gauges or other means. In the example shown in figs
35a-35c, the dimensions [a_32], [a_33] and [a_34] (each
corresponding to a separation between a respective pair
of indicia) are orthogonal to one another, enabling the
accuracy of manufacturing to be determined in all three
dimensions.
[0177] When manufacturing the locating means it is
also possible to include an indicator or indicator structure,
separate but attached to the locating means, and having
features such as those shown in Figure 36. The part or
indicator [a_35] consists of fingers of nominally identical
length which are orthogonal to one another. The lengths
of these fingers can easily be checked before the locating
means is used in a surgical procedure. If the fingers are
all the same, correct length, then the co-manufactured
locating means will also be dimensionally correct in three
dimensions. This allows a means of checking the dimen-
sional accuracy of the custom parts similar to that already
described. In certain embodiments indicator [a_35] may
be joined to the custom locating parts by a thin rod
(formed during the rapid prototyping process). This would
also allow the dimensional accuracy of the manufactured
parts to be checked. Once checked the component can
be detached by breaking the rod. It may also be appro-
priate to include a unique identifier [a_36] on such parts
which relates it uniquely to the given custom parts. With
such an identifier it may not be necessary to physically
link the custom parts with parts such as [a_35]. However
it may be appropriate for a known spatial relationship to
exists between the custom parts and the parts that allow
their dimensional accuracy to be checked.
[0178] With regard to surgical methods and prosthesis
fitting methods embodying the invention, it will be appre-
ciated that because the locators in certain embodiments
are designed on the basis of CT scans, to sit on bone,
during the operation if there is any cartilage residue at
the site of these locators then that cartilage residue
should be removed before locating and securing the tem-
plate system, otherwise the accuracy of the cut(s) and/or
hole(s) using the template would be affected.

[0179] From the above description it will be appreciat-
ed that certain embodiments of the present invention re-
late to systems and devices for facilitating total knee re-
placement surgery, particularly in respect of making the
bone cuts in the knee bones so these are made to allow
the prosthetic components to be implanted accurately
and in the correct orientation within the joint of the recip-
ient. Certain embodiments of the present invention com-
prise template systems that are customised for total knee
replacement surgery via large incisions as well as those
for minimally invasive surgery in which it is aimed to pre-
pare the bone cuts and implant the prosthetic compo-
nents through the smallest possible incisions in the joint.
This reduces the trauma to the surrounding tissues, and
speeds up the recovery of the patient.

Claims

1. A surgical template system for use in working on a
bone, comprising:

at least one guide aperture (200) for receiving
and guiding a tool to work on a bone; and
patient specific locating means (1) comprising a
plurality of locating members (6, a_8, 91), each
member having a respective bone-engaging
surface adapted to conform to a respective por-
tion of a predetermined surface of a specific
bone of a patient,
characterised in that the surgical template sys-
tem further comprises:

a tool guide block (2) comprising the at least
one guide aperture; and
attachment means (3) for non-adjustably at-
taching the tool guide block to the locating
means such that, when attached, the mem-
ber bone-engaging surfaces are secured in
fixed position with respect to each other, for
engaging the different respective portions
of said surface of the bone, wherein the at
least one guide aperture is secured in a
fixed position with respect to the bone-en-
gaging surfaces, and the bone-engaging
surfaces of the locating members conform
to said predetermined surface so as to en-
able the attached locating means and tool
guide block to be seated in a defined posi-
tion with respect to the specific bone, with
each member bone-engaging surface in
contact with its respective portion of the
bone surface, and in that the tool guide
block is formed from a first material and the
locating means is formed from a second,
different material.

2. A system in accordance with claim 1, wherein at least
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one of said bone-engaging surfaces is an end sur-
face (61) of the respective locating member.

3. A system in accordance with claim 1 or claim 2,
wherein each said bone-engaging surface is an end
surface (61) of the respective locating member.

4. A system in accordance with any preceding claim,
wherein the attachment means (3) is adapted to re-
leasably and non-adjustably attach the tool guide
block to the locating means.

5. A system in accordance with claim 4, wherein the
attachment means (3) comprises a snap-fit mecha-
nism.

6. A system in accordance with any one of claims 1 to
3, wherein the attachment means (3) is adapted to
non-releasably and non-adjustably attach the tool
guide block to the locating means.

7. A system in accordance with any preceding claim,
wherein the tool guide block (2) is formed from a
metal, and the locating means (1) is formed from a
non-metallic material.

8. A system in accordance with any preceding claim,
wherein at least one of said locating members (6,
a_8, 91) is generally elongate.

9. A system in accordance with any preceding claim,
further comprising securing means for securing the
attached locating means (1) and tool guide block (2)
to a bone to be worked on.

10. A system in accordance with claim 9, wherein at least
one said member (6, a_8) comprises a bore (62, a_5)
extending through the member to the member’s
bone-engaging surface, and the securing means
comprises a pin (7) adapted to extend through the
bore so as to be drivable into a bone surface to pin
the member to the bone.

11. A system in accordance with claim 10, further com-
prising a sleeve arranged to line said bore (62, a_5),
wherein the pin (7) is adapted to extend through the
sleeve.

12. A system in accordance with any preceding claim,
wherein said at least one guide aperture comprises
a slot (200) for guiding a saw blade.

13. A system in accordance with any preceding claim,
wherein the locating means (1) comprises a body
portion and a plurality of said locating members ex-
tending from the body portion to their respective
bone-engaging surfaces, the attachment means is
adapted to attach said body portion to the tool guide

block (2), and wherein said body portion and the
members extending from it are integral.

14. A system in accordance with any preceding claim,
wherein said tool guide block is a first tool guide block
(302), the system further comprising a second tool
guide block (313) including at least one additional
guide aperture.

15. A system in accordance with claim 14, wherein said
first tool guide block (302) comprises at least one
guide slot (309) for guiding a saw blade to cut a bone
to provide a flat surface and at least one guide hole
(310) to guide a drill bit to drill at least one hole in
the flat surface, and the second tool guide block has
a flat surface adapted to sit on the bone flat surface
prepared using the first tool guide block and com-
prises at least one protruding member (311) extend-
ing from the block flat surface to locate in the at least
one hole, to locate the second guide block on the
bone flat surface.

16. A method of manufacturing a surgical template sys-
tem in accordance with any preceding claim, the
manufacturing method comprising:

determining a shape of said surface of the spe-
cific bone to be worked on;
manufacturing the tool guide block (2) from said
first material;
manufacturing the locating means (1) from said
second material according to the determined
shape such that when the locating means is at-
tached to the tool guide block the locating mem-
ber bone-engaging surfaces conform to said
predetermined surface so as to enable the at-
tached locating means and tool guide block to
be seated in said defined position with respect
to the specific bone, with each member bone-
engaging surface in contact with its respective
portion of the bone surface.

17. A method in accordance with claim 16, wherein said
step of determining a shape of said surface compris-
es non-invasive scanning of a patient.

18. A surgical template system in accordance with any
one of claims 1 to 15, further comprising patient iden-
tification means providing an indication of the patient
to whom said bone to be worked on belongs.

Patentansprüche

1. Chirurgisches Schablonensystem zur Verwendung
beim Arbeiten an einem Knochen, das Folgendes
umfasst:
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wenigstens eine Führungsöffnung (200) zum
Aufnehmen und Führen eines Werkzeugs zum
Arbeiten an einem Knochen; und
ein patientenspezifisches Positionierungsmittel
(1), das mehrere Positionierungselemente (6,
a_8, 91) umfasst, wobei jedes Element eine je-
weilige Knocheneingriffsfläche aufweist, die so
gestaltet ist, dass sie der Form eines jeweiligen
Teils einer vorbestimmten Oberfläche eines be-
stimmten Knochens eines Patienten entspricht,
dadurch gekennzeichnet, dass das chirurgi-
sche Schablonensystem ferner Folgendes um-
fasst:

einen Werkzeugführungsblock (2), der die
wenigstens eine Führungsöffnung auf-
weist; und
Anbringmittel (3) zum nichtverstellbaren
Anbringen des Werkzeugführungsblocks
an dem Positionierungsmittel, so dass die
Knocheneingriffsflächen des Elements
nach dem Anbringen in einer festen Positi-
on relativ zueinander befestigt sind, zum
Eingreifen in die verschiedenen jeweiligen
Teile der genannten Oberfläche des Kno-
chens, wobei die wenigstens eine Füh-
rungsöffnung in einer festen Position mit
Bezug auf die Knocheneingriffsflächen be-
festigt wird und die Knocheneingriffsflächen
der Positionierungselemente der Form der
genannten vorbestimmten Oberfläche ent-
sprechen und es ermöglichen, das/den an-
einander angebrachte(n) Positionierungs-
mittel und Werkzeugführungsblock in eine
definierte Position mit Bezug auf den be-
stimmten Knochen zu setzen, wobei jede
Elemente-Knocheneingriffsfläche mit ih-
rem jeweiligen Teil der Knochenoberfläche
in Kontakt ist, und dadurch, dass der Werk-
zeugführungsblock aus einem ersten Mate-
rial gebildet ist und das Positionierungsmit-
tel aus einem zweiten, anderen Material ge-
bildet ist.

2. System nach Anspruch 1, wobei wenigstens eine
der genannten Knocheneingriffsflächen eine Endflä-
che (61) des jeweiligen Positionierungselements ist.

3. System nach Anspruch 1 oder Anspruch 2, wobei
jede der genannten Knocheneingriffsflächen eine
Endfläche (61) des jeweiligen Positionierungsele-
ments ist.

4. System nach einem vorherigen Anspruch, wobei das
Anbringmittel (3) für ein lösbares und nichtverstell-
bares Anbringen des Werkzeugführungsblocks am
Positionierungsmittel ausgelegt ist.

5. System nach Anspruch 4, wobei das Anbringmittel
(3) einen Einschnappmechanismus umfasst.

6. System nach einem der Ansprüche 1 bis 3, wobei
das Anbringmittel (3) für ein nichtlösbares und nicht-
verstellbares Anbringen des Werkzeugführungs-
blocks am Positionierungsmittel ausgelegt ist.

7. System nach einem vorherigen Anspruch, wobei der
Werkzeugführungsblock (2) aus einem Metall gebil-
det ist und das Positionierungsmittel (1) aus einem
nichtmetallischen Material gebildet ist.

8. System nach einem vorherigen Anspruch, wobei we-
nigstens eines der genannten Positionierungsele-
mente (6, a_8, 91) allgemein länglich ist.

9. System nach einem vorherigen Anspruch, das ferner
Befestigungsmittel zum Befestigen des angebrach-
ten Positionierungsmittels (1) und Werkzeugfüh-
rungsblocks (2) an einem zu bearbeitenden Kno-
chen umfasst.

10. System nach Anspruch 9, wobei wenigstens eines
der genannten Elemente (6, a_8) eine Bohrung (62,
a_5) aufweist, die durch das Element zur Knochen-
eingriffsfläche des Elements verläuft, und das Be-
festigungsmittel einen Stift (7) umfasst, der so ge-
staltet ist, dass er durch die Bohrung verläuft, so dass
er in eine Knochenoberfläche geführt werden kann,
um das Element am Knochen festzustecken.

11. System nach Anspruch 10, das ferner eine Hülle zum
Auskleiden der genannten Bohrung (62, a_5) um-
fasst, wobei der Stift (7) so gestaltet ist, dass er durch
die Hülle verläuft.

12. System nach einem vorherigen Anspruch, wobei die
genannte wenigstens eine Führungsöffnung einen
Schlitz (200) zum Führen eines Sägeblatts umfasst.

13. System nach einem vorherigen Anspruch, wobei das
Positionierungsmittel (1) einen Körperteil und meh-
rere der genannten Positionierungselemente um-
fasst, die von dem Körperteil zu ihren jeweiligen Kno-
cheneingriffsflächen verlaufen, wobei das Anbring-
mittel zum Anbringen des genannten Körperteils am
Werkzeugführungsblock (2) ausgelegt ist und wobei
der genannte Körperteil und die sich davon erstre-
ckenden Elemente aus einem Stück ausgebildet
sind.

14. System nach einem vorherigen Anspruch, wobei der
genannte Werkzeugführungsblock ein erster Werk-
zeugführungsblock (302) ist, wobei das System fer-
ner einen zweiten Werkzeugführungsblock (313)
umfasst, der wenigstens eine zusätzliche Führungs-
öffnung beinhaltet.
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15. System nach Anspruch 14, wobei der genannte erste
Werkzeugführungsblock (302) wenigstens einen
Führungsschlitz (309) zum Führen eines Sägeblatts
zum Schneiden eines Knochens zum Erzeugen ei-
ner flachen Oberfläche und wenigstens ein Füh-
rungsloch (310) zum Führen eines Bohreinsatzes
zum Bohren von wenigstens einem Loch in die flache
Oberfläche umfasst und der zweite Werkzeugfüh-
rungsblock eine flache Oberfläche hat, die zum Sit-
zen auf der mit dem ersten Werkzeugführungsblock
vorbereiteten flachen Knochenoberfläche gestaltet
ist, und wenigstens ein vorstehendes Element (311)
umfasst, das von der flachen Blockoberfläche zur
Positionierung in dem wenigstens einen Loch ver-
läuft, um den zweiten Führungsblock an der flachen
Knochenoberfläche zu positionieren.

16. Verfahren zur Herstellung eines chirurgischen Scha-
blonensystems nach einem der vorherigen Ansprü-
che, wobei das Herstellungsverfahren Folgendes
beinhaltet:

Ermitteln einer Form der genannten Oberfläche
des zu bearbeitenden bestimmten Knochens;
Herstellen des Werkzeugführungsblocks (2)
aus dem genannten ersten Material;
Herstellen des Positionierungsmittels (1) aus
dem genannten zweiten Material gemäß der
vorbestimmten Form, so dass die Knochenein-
griffsflächen des Positionierungselements,
wenn das Positionierungsmittel an dem Werk-
zeugführungsblock angebracht ist, der Form der
genannten vorbestimmten Fläche entsprechen
und es ermöglichen, das/den aneinander ange-
brachte(n) Positionierungsmittel und Werk-
zeugführungsblock in die genannte definierte
Position mit Bezug auf den bestimmten Kno-
chen zu setzen, wobei jede Elemente-Knochen-
eingriffsfläche mit ihrem jeweiligen Teil der Kno-
chenoberfläche in Kontakt ist.

17. Verfahren nach Anspruch 16, wobei der genannte
Schritt zum Ermitteln einer Form der genannten
Oberfläche das nichtinvasive Abtasten eines Pati-
enten beinhaltet.

18. Chirurgisches Schablonensystem nach einem der
Ansprüche 1 bis 15, das ferner ein Patientenidenti-
fizierungsmittel umfasst, das einen Hinweis auf den
Patienten gibt, zu dem der zu bearbeitende genann-
te Knochen gehört.

Revendications

1. Système de gabarit chirurgical à utiliser en travaillant
sur un os, comprenant :

au moins une ouverture de guidage (200) pour
recevoir et guider un instrument pour travailler
sur un os ; et
un moyen de positionnement spécifique à un
patient (1) comprenant une pluralité d’éléments
de positionnement (6, a_8, 91), chaque élément
ayant une surface de mise en prise de l’os res-
pective adaptée pour coïncider avec une portion
correspondante d’une surface prédéterminée
d’un os spécifique du patient,
caractérisé en ce que le système de gabarit
chirurgical comprend en outre :

un bloc de guidage d’instruments (2) com-
prenant la au moins une ouverture de
guidage ; et
un moyen d’attache (3) pour attacher d’une
manière non ajustable le bloc de guidage
d’instruments au moyen de positionnement
de sorte que quand ceux-ci sont attachés,
les surfaces de mise en prise de l’os des
éléments sont ancrées dans une position
fixe les unes par rapport aux autres pour
mettre en prise les différentes portions cor-
respondantes de ladite surface de l’os, la
au moins une ouverture de guidage étant
ancrée dans une position fixe par rapport
aux surfaces de mise en prise de l’os et les
surfaces de mise en prise de l’os des élé-
ments de positionnement coïncidant avec
ladite surface prédéterminée si bien qu’il est
possible de poser le moyen de positionne-
ment et le bloc de guidage d’instruments
attachés dans une position définie par rap-
port à l’os spécifique et telle que la surface
de mise en prise de l’os de chaque élément
est en contact avec la portion correspon-
dante de la surface osseuse, et en ce que
le bloc de guidage d’instruments est formé
en un premier matériau et que le moyen de
positionnement est formé en un deuxième
matériau différent.

2. Système selon la revendication 1, dans lequel au
moins une des surfaces de mise en prise de l’os est
une surface d’extrémité (61) de l’élément de posi-
tionnement respectif.

3. Système selon la revendication 1 ou la revendication
2, dans lequel chaque surface de mise en prise de
l’os est une surface d’extrémité (61) de l’élément de
positionnement respectif.

4. Système selon l’une quelconque des revendications
précédentes, dans lequel le moyen d’attache (3) est
adapté pour attacher le bloc de guidage d’instru-
ments au moyen de positionnement d’une manière
détachable et non ajustable.
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5. Système selon la revendication 4, dans lequel le
moyen d’attache (3) comprend un mécanisme à en-
cliquetage.

6. Système selon l’une quelconque des revendications
1 à 3, dans lequel le moyen d’attache (3) est adapté
pour attacher le bloc de guidage d’instruments au
moyen de positionnement d’une manière non déta-
chable et non ajustable.

7. Système selon l’une quelconque des revendications
précédentes, dans lequel le bloc de guidage d’ins-
truments (2) est formé en un métal et le moyen de
positionnement (1) est formé en un matériau non
métallique.

8. Système selon l’une quelconque des revendications
précédentes, dans lequel au moins un desdits élé-
ments de positionnement (6, a_8, 91) est générale-
ment allongé.

9. Système selon l’une quelconque des revendications
précédentes, comprenant en outre un moyen de fixa-
tion permettant d’ancrer le moyen de positionnement
(1) et le bloc de guidage d’instruments (2) attachés
sur l’os qui est le siège de l’intervention.

10. Système selon la revendication 9, dans lequel au
moins un desdits éléments (6, a_8) comprend un
alésage (62, a_5) qui se prolonge au travers de l’élé-
ment jusqu’à la surface de mise en prise de l’os dudit
élément et dans lequel le moyen de fixation com-
prend une tige (7) adaptée pour se prolonger au tra-
vers de l’alésage de façon à être pouvoir être entraî-
née dans la surface d’un os pour fixer l’élément à l’os.

11. Système selon la revendication 10, comprenant en
outre une gaine disposée de manière à tapisser ledit
alésage (62, a_5), la tige (7) étant adaptée pour se
prolonger au travers de la gaine.

12. Système selon l’une quelconque des revendications
précédentes, dans lequel ladite au moins une ouver-
ture de guidage comprend une fente (200) servant
à guider une lame de scie.

13. Système selon l’une quelconque des revendications
précédentes, dans lequel le moyen de positionne-
ment (1) comprend une partie constitutive à partir de
laquelle une pluralité desdits éléments de position-
nement se prolongent jusqu’à leurs surfaces de mise
en prise de l’os respectives, le moyen d’attache étant
adapté pour attacher ladite partie constitutive au bloc
de guidage d’instruments (2) et ladite partie consti-
tutive et les éléments qui se prolongent à partir de
celle-ci constituant un ensemble intégral.

14. Système selon l’une quelconque des revendications

précédentes, dans lequel ledit bloc de guidage d’ins-
truments est un premier bloc de guidage d’instru-
ments (302), le système comprenant en outre un
deuxième bloc de guidage d’instruments (313) in-
cluant au moins une ouverture de guidage supplé-
mentaire.

15. Système selon la revendication 14, dans lequel ledit
premier bloc de guidage d’instruments (302) com-
prend au moins une fente de guidage (309) servant
à guider une lame de scie pour découper un os de
façon à produire une surface plate et au moins un
orifice de guidage (310) servant à guider un foret
pour percer au moins un trou dans la surface plate,
le deuxième bloc de guidage d’instruments ayant
une surface plate adaptée pour être posée sur la
surface osseuse plate préparée en utilisant le pre-
mier bloc de guidage d’instruments et comprenant
au moins un élément en saillie (311) qui se prolonge
à partir de la surface plate du bloc jusqu’au au moins
un trou et permet de positionner le deuxième bloc
de guidage sur la surface osseuse plate.

16. Procédé de fabrication d’un système de gabarit chi-
rurgical selon l’une quelconque des revendications
précédentes, le procédé de fabrication comprenant
les étapes consistant à :

déterminer une forme de ladite surface de l’os
spécifique qui est le siège de l’intervention ;
fabriquer le bloc de guidage d’instruments (2)
en ledit premier matériau ;
fabriquer le moyen de positionnement (1) en le-
dit deuxième matériau conformément à la forme
déterminée de sorte que quand le moyen de po-
sitionnement est attaché au bloc de guidage, les
surfaces de mise en prise de l’os des éléments
de positionnement coïncident avec ladite surfa-
ce prédéterminée et permettent de poser le
moyen de positionnement et le bloc de guidage
d’instruments attachés dans ladite position dé-
finie par rapport à l’os spécifique et telle que la
surface de mise en prise de l’os de chaque élé-
ment est en contact avec la portion correspon-
dante de la surface osseuse.

17. Procédé selon la revendication 16, dans lequel l’éta-
pe de détermination de la forme de ladite surface
comprend une exploration non invasive du patient.

18. Système de gabarit chirurgical selon l’une quelcon-
que des revendications 1 à 15, comprenant en outre
un moyen d’identification du patient donnant une in-
dication de l’identité du patient à qui l’os qui est le
siège de l’intervention appartient.
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