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Kinamed SuperCable®
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About Kinamed

Established in 1987

Global medical device Company
+ Products sold in >30 countries

Focus on Bone & Joint Applications
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About Kinamed

Mission Statement

To develop, manufacture, and sell surgical
products that offer real clinical benefits and fill an
unmet need
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INCORPORATED

Corporate Headquarters
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About Kinamed
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Privately Owned Medical Device Company
Experienced Management Team
Ortho, Neuro, and Cardio-thoracic Products

Commercialization via Distributors & Agents
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Product Focus

SuperCable® CarboJet® KineMatch® NeuroPro®
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Su perCabIe®

Iso-Elastic™, Polymer Cerclage Cable




‘ INCORPORATED

’ j Ty upape CONFIDENTIAL

SuperCable History & Facts

2004: SuperCable (cable system) product launch

2008: Grip & Plate system product launch
= Numerous peer-reviewed publications

= Annual sales growth more than 2x global orthopaedic
market growth

= Kinamed has sold over 85,000 SuperCables worldwide
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SuperCable Indications for Use

+ Repair of long bone fractures due to trauma or reconstruction

+ Reattachment of the greater trochanter in total hip arthroplasty,
surface replacement arthroplasty, or other procedures involving
trochanteric osteotomy

+ Sternotomy closure

+ Sublaminar and intra-facet wiring of the spinal column
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SuperCable Grip/Plate Indications for Use

10

The SuperCable Grip and Plate System is indicated for use where wire,
cable, or band cerclage is used in combination with a trochanteric grip
or bone plate. The SuperCable Grip and Plate System is intended to be
used in conjunction with the SuperCable Iso-Elastic Cerclage System
for reattachment of the greater trochanter following osteotomy or
fracture, and for fixation of long bone fractures.
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1. What i1s the Clinical Relevance?

2. What i1s SuperCable?

3. What is the Clinical Evidence?
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Problems with Metal Cables

12

Thurs., 10/18/07 Femur, Paper #5, 1:31 pm ﬁj OTA-2007

Are Subtrochanteric Cerclage Wires Really the Work of the Devil?
Bruce H. Ziran, MD (n); Thomas F. Hull, BA (n); Mary-Kate Barrette-Grischow, MA, MPH (n}
Daneen M. Mace, BSN (n); James A. Shaer, MD (n);

\St. Elizabeth Health Center, Youngstown, Ohio, LISA /



http://www.kinamed.com/wordpress/wp-content/uploads/Ziran_2007_Metal_cerclage_work_of_the_devil.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Ziran_2007_Metal_cerclage_work_of_the_devil.pdf
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Problems with Metal Cables

The Journal of Arthroplasty 32 (2017) 2864—2868

Contents lists available at ScienceDirect

The Journal of Arthroplasty 3

journal homepage: www.arthroplastyjournal.org

Complications - Other

Trochanteric Fixation With a Third-Generation Cable-Plate System: ®Crmmk
An Independent Experience

Andrew D. Stewart, MD, Hesham Abdelbary, MD, MSc, FRCSC, Paul E. Beaulé, MD, FRCSC ~

Division of Ovthopaedic Surgery, Department of Surgery, University of Ottawa, The Ottawa Hospital, Otawa, Ontario, Canada

ARTICLE INFO ABSTRACT

Article history: Background: Greater trochanteric fracture/nonunion can be a devastating complication with significant
Received 30 November 2016 functional impact after total hip arthroplasty, and their fixation remains a challenge because of the
Received in revised form significant forces being transmitted as well as the poor bone quality often associated with these fractures.

28 March 2017
Accepted 18 April 2017
Available online 27 April 2017

The objective of this study is to investigate the rates of reoperation and trochanteric nonunion using a
third-generation cable-plate system at one center.

Methods: Thirty-five patients, mean age 72.9 years (range 46-98 years) with 24 women and 11 men,
underwent fixation of their fractured greater trochanter using a third-generation cable-plate system. The

:?;:1::':13. indications were: periprosthetic fracture (n = 17), complex primary arthroplasty (n = 5), and complex
trochanteric nonunion revision arthroplasty (n = 13). Primary outcomes included rates of reoperation and radiographic union.
total hip arthroplasty Results: At a mean follow-up of 2.5 years, trochanteric union rate was 62.9% with nonunion rate of 31.4%,
Accord cable-plate and fibrous union in 5.7%. In regard to quality of initial apposition, only 40% achieved a perfect bone on
revision bone reduction. Ten patients (28.6%) had evidence of wire breakage. Five patients (14.3%) required

reoperation and removal of the internal fixation because of lateral hip pain.

Conclusion: Fixation of the trochanteric fractures remains a challenge with a relatively high reoperation
rate. Poor bone quality and capacity to maintain a stable reduction continue to make this complication
after total hip arthroplasty a difficult problem to solve.



http://www.kinamed.com/wordpress/wp-content/uploads/Beaule_2017_trochanter_fixation.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Beaule_2017_trochanter_fixation.pdf
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Big Clinical Problems with Metal Cables
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Breakage (due to fatigue)
Loosening (due to in-elasticity)
Bone Cut-Through (due to in-elasticity)

Corrosion and Debris (due to fretting)

S N

Sharps Hazards for Patients and Surgeons
(due to sharp ends from broken or
trimmed ends)
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Problem: Breakage
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1979

Trochanteric Osteotomy ﬁj

Analysis of Pattern of Wire Fixation
Failure and Complications

RusseLL P. CLARKE* IJr., M.D., WILLIAM D. SHEA, M.D.
AND BENJAMIN E, BierBaUM, M.D.

Since the middle of 1969, total hip re-
placement using trochanteric osteotomy has
been a frequently performed procedure at
New England Baptist Hospital. We find that
greater exposure and the ability to improve
the biomechanics of the hip outweigh the
recognized disadvantages of increased
operating time and increased blood
|055_5.B.1ﬂ'll

We wish to discuss the problems and
complications that are directly related to
trochanteric osteotomy. These include: loss
of trochanteric position, osteotomy non-

Thompson' is 17.5% and is 9.9% as
Johnson?® reported although other authors
would dispute these high figures.

We realize that most of these complica-

tions and problems arise due to local irrita-
tion within a wound caused by wire and the
fatigue properties of wire. Wire knots and
twists can produce intractable pain, for
which wire removal becomes necessary.
Wire breakage is ordinarily due to fatigue
failure. Charnley states, '‘Wire breakage is
never due to tension except at the moment of
tightening by the surgeon.”’” We could,



http://www.kinamed.com/wordpress/wp-content/uploads/Bierbaum_1979_Wires_fail_in_Fatigue.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Bierbaum_1979_Wires_fail_in_Fatigue.pdf
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Problem: Breakage and Loss of Fixation

Metal cables have high rates of fatigue
failure (Ritter reported 32.5% breakage) ﬁj

Broken cables result in fixation loss, can
be painful, and can require additional
surgery for removal



http://www.kinamed.com/wordpress/wp-content/uploads/Ritter-1991-Cable-Grip-Fixation.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Ritter-1991-Cable-Grip-Fixation.pdf
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Problem: Breakage and Loss of Fixation

Point of cable failure

k Cable cut for implant removal

Broken cables result in loss of fixation and require additional
surgery for hardware removal




KINAMED CONFIDENTIAL 18

INCORPORATED

Problem: Breakage and Irritation

Photos and x-ray courtesy of:
Tom Norris, MD
San Francisco, California USA
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CoryrigHT & 2006 By THE JouRNaL oF Bone anp JoinT SURcERY, INCORPORATED ﬁ

MIGRATION OF A BROKEN
CERCLAGE WIRE FROM THE
PATELLA INTO THE HEART

A CASE REPORT
BY FLAVIO BIDDAU, MD, MASSIMO FIORITI, MD, AND GIOVANNI BENELLL, MD

Ivestigation performed at Ospedale Misericordia ¢ Dolce Prato, Prato, Ttaly

Figure: Chest radiograph showing a metallic wire
in the left ventricle (arrow).

19


http://www.kinamed.com/wordpress/wp-content/uploads/Biddau_2006_Broken_cerclage_wire_in_heart.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Biddau_2006_Broken_cerclage_wire_in_heart.pdf
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Problem: Metal Debris

Macro debris from failed metal cables

The Frank Stinchfield Award 1997

Contribution of Cable Debris  [g]
Generation to Accelerated
Polyethylene Wear

Jon D. Hop, MD; John J. Callaghan, MD; Jason P. Olejniczak, BS;
Douglas R. Pedersen MS; Thomas D. Brown, PhD;
and Richard C. Johnston, MD

Migration of metallic debris generated from
cable used for trochanteric reattachment was
seen in the extraarticular and intraarticular ar-
eas of the hip long term. Cases with cable
greater trochanteric reattachment showed sig-
nificantly increased amounts of acetabular
volumetric wear, osteolysis, and radiographic
acetabular loosening compared with the same
surgeon’s cases where wire reattachment was
used. To the authors know-ledge this is the



http://www.kinamed.com/wordpress/wp-content/uploads/Hop_1997_Cable_Debris_Generation.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Hop_1997_Cable_Debris_Generation.pdf
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Problem: Metal Debris

Macro debris from failed metal cables

 Pieces of the wire filament
components of a braided metal
cable are embedded in this
acetabular cup

« These pieces of wire become what
are termed “third body abraders” in
the bearing, causing accelerated
bearing wear

« The study documented a
significantly higher failure rate for
THA in which a braided metal cable
was implanted




4 «inAmED CONFIDENTIAL

INCORPORATED

Problem: Metal Debris

The Journal of Arthroplasty Viol. 11 No. 4 1996

E‘] Complications of a Cable Grip System

Craig D. Silverton, DO, Joshua J. Jacobs, MD, Aaron G. Rosenberg, MD,
Laura Kull, MS, Arthur Conley, MD, and Jorge O. Galante, MD

Fig. 2, Contact roentgenogram of a gross specimen oof
peendocapsule removed at revision surgery. Note the
multiple metallic filaments of various lengths as well as
finer particulate metal (arrow) {original magnification x
150,



http://www.kinamed.com/wordpress/wp-content/uploads/Silverton_1996_cable_grip_complications.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Silverton_1996_cable_grip_complications.pdf
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Problem: Metal Debris

23

Micro debris from orthopedic implants

DePuy Stryker
ASR Metal on Metal Hip Modular “Rejuvenate” Hip
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Problem: Metal Debris

Micro debris from orthopedic implants

Both devices produced fine metallic
debris that caused unusual and
significant tissue reactions!
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Braided Metal Cerclage Cables:
Anatomy of “The Perfect Metal Debris Factory”

Metal cerclage cables have been implicated as a
significant source of metallic debris that, along
with other sources such as modular junctions and
metal-on-metal (MoM) articulations, contributes to
the joint replacement patient’s total systemic metal
debris load.! Analysis of the construction of a
braided metal cable reveals a very large number of
potential wear sites formed where adjacent wire
filaments composing the braided cable contact one
another along the length of the cable. If is expected
that these numerous contact sites result in “fretting
wear” as the patient ambulates and loads the cable.

Fretting is defined as "A special wear process that
occurs at the contact area between two materials
under load and subject to minute relative motion by
vibration or some other force."2

In addition to fretting wear as a source of metal
debris, dissolution of metal ions due to galvanic
corrosion should also be considered. It has been
shown that fretting can greatly enhance galvanic
corrosion rates of implant materials due to fretting
wear’s removal of the passive oxide layer that
confers electrochemical stability as well as
“biocompatibility” to the cable material® Metal
cerclage cable materials are often “dissimilar™ to
one or more of the large masses of metal joint
prostheses implanted nearby, creating an
environment for galvanic corrosion.

“Galvanic Corrosion occurs when a metal or alloy is
electrically coupled to another metal or conducting
nonmetal in the same electrolyte. The three
essential components are: materials possessing
different surface potential, a common electrolyte
and a common electrical path.™

Cross-sectional images of two common metal
cerclage cables reveal a surprisingly large number
of potential sites for fretting wear. The 7 x 7 wire
bundle format (Fig. 1) tends to be used in older
cable designs while the 19 x 7 (Fig. 2) format is
utilized in some newer designs. The 7 x 7 wire
bundle cable yields a total of 96 sites where
individual wires filaments interact and “articulate™
with adjacent filaments when the cable is loaded as
the patient ambulates. The 19 x 7 bundle contains
263 of these wire filament wear sites.

Fig. 1. Cross-section of a “7 x 7 wire cable bundle">
Arrows show where adjacent wire filaments interact
with their neighbors under load. A total of 96 paired
wire filament wear couples are present.

n5

Fig. 2. Cross-section of a “19 x 7 wire cable bundle”.
Arrows show where adjacent wire filaments interact
with their neighbers under load. A total of 263
paired wire filament wear couples are present.
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These wear sites are actually lines of contact that run the
length of each pair of wire filaments making up the wear
couple (Fig. 3). Taling a typical 11 cm circumferential
length of cable as used in the fermr, and nmitiplying
this length by the total oumber of these wear couples. a
10.56 meter “total articular length™ for the 7 x 7 bundle
and a 28.93 meter “total articular length” for the 19 x 7
bundle is derived. Since the wires are wound in a
helical shape these lengths are actually greater. Of
course in many orthopedic constructs more than cne
cable is used, resulting in  a mwltiple of these total
articular lengths.

Was the vnintended consequence of attempting to
design a metal cerclage cable that offered improved
strength, flexibility and handling characteristics, as
compared to older wire cerclage. the creation of “the
perfect metal debris factory™?

An understanding of the extent of these MoM
articulations present in braided metal cables, along with
the recognition that these wire filaments were not
engineered to be optimized MoM articulations, raises
serious concerns about braided metal cerclage cable’s
contribution to systemic metal wear debris loads in joint
replacement patients. Wear debris from metal implants
are known to cause osteolysis that contributes to early
implant failure. Metal wear debris from implants also
yields metal oxides. hydroxides and phosphates which
become systemic throughout the body and have poorly
understood potential toxic effects §

25

Fig. 3. SEM photo of a metal cerclage cable.
Strands of braided metal cable exhibit
substantial metal-on-metal interface area.

1. Jacobs et al (2004). Accumulation in Liver and Spleen of Metal Particles Generated at Monbearing Surfaces in Hip

Arthroplasty. ). of Arthroplasty 19:94.

nopowom

441:237.

A5M Handbook, Volume 19: Fatigue and Fracture. ASM International p.321.

Urish et al {2013). The Challenge of Corrosion in Orthopaedic Implants. AADS Mow, April 2013.

ASM Handbook, Volume 134 Corrosion: Fundamentals, Testing, and Protection. ASM International p 210.
Barrack et al (2005). Current 5tatus of Trochanteric Reattachment in Complex Total Hip Arthroplasty. Clin Orthop

6. Keegan et al (2007). Orthopaedic Metals and Their Potential Toxicity in the Arthroplasty Patient. ) Bone Joint

Surg 89-B:567.

Kinamed Inc. ® 820 Flynn Road, Camarillo, CA 93012 » Toll Free 800.827.5775 » Fax 805.384 2792

www .kinamed.com
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http://www.kinamed.com/pdf/Perfect-Metal-Debris-Factory_White-Paper.pdf
http://www.kinamed.com/pdf/Perfect-Metal-Debris-Factory_White-Paper.pdf
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Polymer Cerclage Eliminates a Significant Source of
Metallic Debris in Revision Arthroplasty

Fretting from ancillary fixation dewices, such
as braided metal cerclage cables, can generate
a substantial volume of metallic debris that
contributes to local and systemic particulate burden
(Fig. 1).! Fretting is defined as “4 special wear
process that occurs at the contact area between
two materials under load and subject to minute
relative motion by vibration or some other force. '
Metal cerclage cables are highly susceptible to
fretting because they are comprised of bundles
of metal wire filaments that wear against each
other during cyclic loading. These wire filaments
(Fig. 2) act as wear couples and sites for initiation
of fretting wear. In addition, existing metal cable/
bone-plate combinations allow for direct contact
between the fixed plate or grip and the cyclically
loaded metal cable.

1 Fig.1. Postmortem
photomi

of white pulp of

the spleen shows
macrophages
(black armows)
containing abundant
submicrometer
particles of cobalt-
chromium-nickel-
tungsten alloy
generated by metal
cerclage cables.'

Released metal particles are thought to have a
cumulative effect on the body. When threshold
levels of metal particulate are exceeded in an
arthroplasty patient, hypersensitivity, “ALVAL”
and other forms of toxicity can result!?* Since
metal particles are generated from various implant
interfaces (including braided metal cerclage
cables, MoM articulations, modular junctions, and
implant/bone interfaces). and are cumulative, care
should be taken to reduce or eliminate sources of

debris generation wherever possible so that the
overall metal particulate burden is minimized.

Fig. 2. SEM photo of a metal cerclage cable. Strands of braided
metal cable exhibit substantial metal-on-metal interface area that can
produce metallic particles and debris during cyclic loading in sit.

The polymer SuperCable system (Fig. 3) offers an
alternative cerclage cable that eliminates cerclage
fixation as a source of metal debris burden.
Constructed from high-strength  polyethylene

Fig. 3. Polymer SuperCable comprised of UHMWPe fiber and nylon
filament with a titanium locking clasp.

CONFIDENTIAL

fibers and nylon, and fixed with a titanium clasp.
immunogenic metals such as chromium and
cobalt are avoided. The pliable polymer fibers
offer extraordinary fatigue strength and resistance
to abrasion” The “Iso-Elastic” nature of the
SuperCable is designed to allow it to move with
the bone during cyclic loading in order to help
prevent “digging in” and to remain tight during the
bone healing phase.

Fig. 4. Radiograph showing broken and frayed metallic cable.®

Braided metal cables have also been shown torelease
large amounts of metallic debris when mndividual

26

constituent wires fail due to metal fangue (Fig.
4). Such particles can become 3* body abraders
in implant articulations, leading to significant
additional wear and contributing to osteolysis
and implant loosening (Fig. 5)° The polymer
SuperCable system eliminates the potential for
this type of 3™ body abrasion and thus eliminates
the potential for catastrophic prosthesis failure and
bone loss attributable to metal cable debns.

Fig. 5. Retrieval of Charnley acetabular component with
metal cable debris embedded in its articular surface.®

Jacobs et al (2004). Accumulation in Liver and Spleen of Metal Particles Generated at
Nonbearing Surfaces in Hip Arthroplasty. J. of Arthroplasty 19:94

ASM Handbook, Volume 19: Fatigue and Fracture. ASM International. p.321.

Bolognesi et al (2010). Aseptic Lymphocyte-Dominated Vasculitis-Associated Lesion - A
Climicopathologic Review of an Underrecognized Cause of Prosthetic Fatlure. Am J Clin
Pathol 134:886.

Keegan et al (2007). O aedic Metals and Their Potential Toxicity in the Arthroplasty
Patient. ] Bone Joint Surg 80-B:567.

Barrack et al (2005). Current Status of Trochanteric Reattachment in Complex Total Hip
Arthroplasty. Clin Orthop 441:237.

Hop et al (1997). Contribution of Cable Debris Generation to Accelerated Polyethylene Wear.
Clin Orthop 344:20.

Sarin et al (2004). A Novel Iso-Elastic Cerclage Cable for Treatment of Fractures. ORS: 739,

Kinamed Inc. ® 820 Flynn Road, Camarillo, CA 93012 « Toll Free 800.827.5775 * Fax 805.384.2792

www.kinamed.com
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http://www.kinamed.com/wordpress/wp-content/uploads/B00214A_Polymer_Cerclage_Eliminates_Significant_Source_of_Metallic_Debris_in_Revision_Arthroplasty.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/B00214A_Polymer_Cerclage_Eliminates_Significant_Source_of_Metallic_Debris_in_Revision_Arthroplasty.pdf
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Problem: Sharps Hazard

Sharp frayed end of previously
¥ placed metal cable

(This surgeon elected to leave
metal cables in rather than risk
their removal)
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Problem: Sharps Hazard
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« Metal cable breakage may require
revision surgery for cable removal

« Even when unbroken, the stub of
cable, where excess cable was cutoff
after tightening, can cause tissue
irritation and significant pain

« Sharp cable ends irritate patient
tissue
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Problem: Sharps Hazard
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Metal cable ends “fray” as soon
as they are cut, exposing sharp
ends of fine wire

Metal cables and wires cause
“wire stick” injuries to surgeon
and surgical staff

These wire sticks expose
surgeon and staff to increased
blood borne pathogen risk
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Problems: Sharps Hazard

30

« Sharp cable tends to tear
surgeon’s gloves

e Re-gloving slows down the
procedure and increases surgery
time

« Torn gloves expose patients to
iIncreased infection risk
(hospitals are very concerned
about infection rates!)

 White Paper: Avoid Sharps Injury
with SuperCable
i fa


http://www.kinamed.com/pdf/Infection_Control.pdf
http://www.kinamed.com/pdf/Infection_Control.pdf
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1. What Is the Clinical Relevance?

2. What is SuperCable?

3. What is the Clinical Evidence?



; KINAMED
‘ INCORPORATED

CONFIDENTIAL

What Is SuperCable?

32
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The only available polymer cerclage
cabling system

Cable is made with Nylon core and
UHMWPE sheath (non-resorbable)

Clasp is made from Titanium alloy
(Ti6AI4V)

Cable diameter = 1.5mm x 2 strands
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Wwhy Polymer instead of Metal?

UHMWPE has superior fatigue strength
versus a metal cable

Wear / Fatigue test (>1 million cycles)

SuperCable is tough, soft, and durable
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Wwhy Polymer instead of Metal?

“Iso-Elastic”

SuperCable has engineered elasticity

Elasticity provides dynamic
compression across the surgical
construct offering the possibility of
X-Table iImproved fixation and healing
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Why Polymer instead of Metal?

35

“Iso-Elastic”

Metal cables dig into bone

Metal cables then become loose
and micro-motion ensues

SuperCable compensates because
It stores elastic energy
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Wwhy Polymer instead of Metal?

“Iso-Elastic”

The elastic SuperCable can stretch
with bone when bone flexes as well
as contract against the bone to
maintain tension

In contrast, crimped metal cables
are a fixed loop that cannot stretch
& flex with the bone or contract to
accommodate construct settling
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Wwhy Polymer instead of Metal?

“Iso-Elastic”

Because metal cables lack elasticity,
they tend to dig into bone as it
flexes and become loose

Also, the repaired bone construct
may “settle” as healing occurs,
resulting in loose metal cables
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Why Polymer instead of Metal?

38

“Iso-Elastic”

This cable looseness allows for
cable micromotion and thus fatigue
failure of the metal cable

Metal cables have high rates of
fatigue failure
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Wwhy Polymer instead of Metal?

“Iso-Elastic”

SuperCable can accommodate this
bone flexing and settling via the
elasticity of the tensioned cable,
maintaining tension and fixation over
time

Additionally, the polymer cable is
extremely resistant to fatigue failure as
demonstrated by in vitro testing for > 1
million cycles under high load
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SuperCable Fatigue Strength

Kinamed Cerclage Cable

gigye /| Abrasion Test

- . ’

Wear test fixture shown running “dry” (actual test was “wet”) to >1 million
cycles. SEM image, below left, shows cable that was adjacent to the corner of
the articulating bar in the test fixture. Test demonstrates the substantial fatigue
strength and abrasion resistance of SuperCable.



http://www.kinamed.com/wordpress/wp-content/uploads/SuperCable_Fatigue_Fixture.m4v
http://www.kinamed.com/wordpress/wp-content/uploads/SuperCable_Fatigue_Fixture.m4v
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Why Polymer instead of Metal?

41

 Revision surgery may be required for
hardware removal or to treat infection

« SuperCable has no sharp cable ends
to irritate patient tissue or cut
surgical gloves
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Wwhy Polymer instead of Metal?

Sharps Hazard

Glove tears

e “Wire stick” injuries to surgeon

« EXposes surgeon and patient to
Increased infection risk
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Why SuperCable?

_ - Each cable provides two strands instead
of one:

| « Spreads the compressive load over
\ twice the area
S e This “snowshoe” effect may reduce
T the bone cutting or grooving often

seen with metal
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SuperCable: Key Features

* |so-elastic Compression of Bone Fragments
e Superior Fatigue Strength

 No Metal Particle Generation

 Can be Retightened to Adjust Cable Tension
 No Metal Cable Contacting Metallic Implants
 No Sharp Cable Ends/ No “Sharps Injuries”
o (Cable Strands Not Visible on X-rays

e US & International Patents
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The Key Instrument

« Tensioner is simple, quick, and easy to
use

e (Cabletensioner is also the cable
locking device

Nosepiece o Cables can easily be retightened after
locking

Wedge  Faster, simpler system eliminates
Torque Knob  Insertion Lever cumbersome tension retaining devices

 No need for bulky bolt or wire cutters
Click Here For More Terminology


http://www.kinamed.com/wordpress/wp-content/uploads/Tensioner_and_Cable_Components.pdf

SuperCable®

Iso-Elastic™ Polymer Cerclage System

Document B00158

No Wire Sticks to
Surgeon or Patient

A clinically proven*™*" polymer cable
systemn providing superior fatigus
strength and dynamic compression
across healing bone fragments

-

INCORFORATED

K

SuperCable Brochure 'Ej

Instructions for Use (IFU) T’_’j

4
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KINAMED

Expect Innovation.


http://www.kinamed.com/wordpress/wp-content/uploads/SuperCable-Pocket-Folder-Brochure-B00158F.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/SuperCable-Pocket-Folder-Brochure-B00158F.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/B00109G_SuperCable_Cerclage_IFU.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/B00109G_SuperCable_Cerclage_IFU.pdf
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SuperCable “Grips & Plates”

a7
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SuperCable Grips & Plates

; g

4 Grip Options 3 Straight Plates (6-Hole, 8-Hole, 10-Hole)

(Short, 2-Hole, 4-Hole, 6-Hole) 2 Curved/Anatomic Plates (8-Hole, 10-Hole)
“Combi” Holes “Combi” Holes

C
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SuperCable Grips & Plates

49

bl

« Compression screws can be angled up to 57° and 16°to
optimize bone fixation

 Peri-prosthetic locking screws (10 to 16mm) for use adjacent
to intramedullary implants

 Proximal Grip hole allows Locking Screw for added fixation!
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SuperCable “Grips & Plates”

50

What are they?

Grips to re-attach the greater trochanter
(lateral side)

Plates for fractures of the femur

All grips, plates and screws are made from
Titanium alloy (Ti6Al4V)

Paired cable holes designed specifically
for SuperCables
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SuperCable Grip Design Rationale

Gluteus
medius

minimus

vAlnlnzig | Kinamed

o “Over-the-top” versus Lateral Design

« Bending (Contouring) not required

« Anatomically friendly (better clearance for muscle attachment)
e Long, sharp tines

Click Here For Pro-Tips

51


http://www.kinamed.com/wordpress/wp-content/uploads/SuperCable-Grip-Design-Rationale-Sales-Pro-Tip.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/SuperCable-Grip-Design-Rationale-Sales-Pro-Tip.pdf
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Cable Holes

=

Cable holes optimized for use with polymer SuperCable

52



SuperCable®

53
Trochanteric Grips & Cable-Plates Grip & Plate Brochure '!f’_;j

Instructions for Use (IFU) ﬁj

Utilizes both compression and locking bone screws
with polymer Iso-Blastic™ SuperCables® for repair
of periprosthetic and trochanteric fractures -1

' Document B00159

Versatile ¢ Biologic * Comprehensive

KINAMED
L INCORPORATED

Expect Innovation.


http://www.kinamed.com/wordpress/wp-content/uploads/SuperCable-Grip-and-Plate-Brochure-B00159E.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/SuperCable-Grip-and-Plate-Brochure-B00159E.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/B00154G-_Grip_and_Plate_IFU.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/B00154G-_Grip_and_Plate_IFU.pdf

’ @ KinAmED CONFIDENTIAL
SuperCable Cerclage

1. What Is the Clinical Relevance?

2. What i1s SuperCable?

3. What is the Clinical Evidence?



’ 4 «inaAMED CONFIDENTIAL
‘ OOOOOOOOOOOO

Clinical Evidence

1. Peer-Reviewed Clinical Studies

2. Case Reports

3. Case Examples
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Typical Uses
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Revision Total Hip Arthroplasty - trochanteric osteotomy

Revision Total Hip Arthroplasty - femoral osteotomy, ETO, etc.

Revision Total Hip Arthroplasty - onlay grafting
Primary Total Hip Arthroplasty - prophylaxis
Revision Total Shoulder Arthroplasty - onlay grafting
Peri-prosthetic fractures (hip, knee, shoulder)
Olecranon and Patella fractures

Fracture Repair with Grips & Plates as indicated
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Typical Use

Extended Trochanteric osteotomy (ETO)

-_l x"_;""\q
— H e
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Typical Use

SuperCable can be placed over
metal implants without metal-on-
metal interaction

“' (sharp edges are to be avoided)
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Clinical Studies

60

Revision Hip (Della Valle) ﬁ'j
Revision Hip (Berend) ﬁj
Revision Shoulder (Edwards) ﬁj

Olecranon (Rosenwasser) ﬁj ﬁj


http://www.kinamed.com/wordpress/wp-content/uploads/Della_Valle_et_al_-_Early_Experience_with_a_Novel_Nonmetallic_Cable_-_CORR_2010.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Della_Valle_et_al_-_Early_Experience_with_a_Novel_Nonmetallic_Cable_-_CORR_2010.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Berend_Lombardi_et_al_-_SuperCable_Grip_Plate_Clinical_Results_-_STI_2014.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Berend_Lombardi_et_al_-_SuperCable_Grip_Plate_Clinical_Results_-_STI_2014.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Edwards_et_al_-_Utility_of_Cerclage_Cables_in_Revision_Shoulder_Arthroplasty_-_Orthopedics_2011.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Edwards_et_al_-_Utility_of_Cerclage_Cables_in_Revision_Shoulder_Arthroplasty_-_Orthopedics_2011.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Rosenwasser_-_Surgical_techniques_of_olecranon_fractures_-_JHSA_2014.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Rosenwasser_-_Surgical_techniques_of_olecranon_fractures_-_JHSA_2014.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Rosenwasser_-_Technique_Using_Isoelastic_Tension_Band_for_Treatment_of_Olecranon_Fractures_with_QR_Code.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Rosenwasser_-_Technique_Using_Isoelastic_Tension_Band_for_Treatment_of_Olecranon_Fractures_with_QR_Code.pdf
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Clinical Studies

Revision Hip (Hao-China) ﬁj
Scapular Fusion (Ozturk) ﬁj

Revision Hip (Lombardi) ﬁj

Revision Hip (Westrich) ﬁ‘j


http://www.kinamed.com/wordpress/wp-content/uploads/Hao_et_al_2008_SuperCable_IsoElastic_System_Aids_Treatment_of_Long_Tubular_Bone_Fractures.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Hao_et_al_2008_SuperCable_IsoElastic_System_Aids_Treatment_of_Long_Tubular_Bone_Fractures.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Warren_-_Scapulothoracic_Fusion_With_Nonmetallic_Cables_-_TSES_2013.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Warren_-_Scapulothoracic_Fusion_With_Nonmetallic_Cables_-_TSES_2013.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Sutphen_Lombardi_2016_Treatment_of_the_Failed_Modular_Neck_Stems.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Sutphen_Lombardi_2016_Treatment_of_the_Failed_Modular_Neck_Stems.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Barlow_Westrich_2016_Rejuvenate_Revisions_with_SuperCable_Grip.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Barlow_Westrich_2016_Rejuvenate_Revisions_with_SuperCable_Grip.pdf
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Clin Orthop Relat Res (2010) 468:2382-2386
DOI 10.1007/s11999-010-1284-x

— || SYMPOSIUM: COMPLICATIONS OF HIP ARTHROPLASTY .

Early Experience with a Novel Nonmetallic Cable
in Reconstructive Hip Surgery

Nicholas T. Ting BA, Glenn D. Wera MD,
Brett R. Levine MD, Craig J. Della Valle MD i‘\

» 29 revision THA patients were followed for a mean of 21 months (range, 13 to 30 months)
« Mean age 63.9 years (34 to 94), 18 women and 11 men
» The average number of cables per case was 3.1 (1 to 6)

 The cables provided adequate early fixation strength to allow for both osteotomy and
fracture healing

» There were no complications directly related to the cables


http://www.kinamed.com/wordpress/wp-content/uploads/Della_Valle_et_al_-_Early_Experience_with_a_Novel_Nonmetallic_Cable_-_CORR_2010.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Della_Valle_et_al_-_Early_Experience_with_a_Novel_Nonmetallic_Cable_-_CORR_2010.pdf
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2384  Ting et al. Clinical Orthopaedics and Related Research®™

Fig. 2A-C (A) A preoperative
AP radiograph shows an infected
THA. (B) A radiograph taken
6 weeks postoperatively after
ETO for removal of the well-
fixed cementless femoral compo-
nent and antibiotic  spacer
placement; nonmetallic cables
were used to repair the ETO.
(C) A l-year followup radio-
graph shows healing of the
ETO and stable components.
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A

Ot hapacdic S urgery
SURGICAL TECHNOLOGY INTERNATION AL XXV

Polymer Cahle/Grip-Plate System with
Locking Screws for Stable Fixation to
Promote Healing of Trochanteric
Osteotomies or Fractures in Revision
Total Hip Arthroplasty

Kerm R. BErenp, MD
SURGEON PARTNER
JomT IMPLANT SURGEONS, INC.
New Argany, OHio
CLNICAL ASSISTANT PROFESSOR
DEPARTMENT OF ORTHOPAEDICS
Toe Omo STATE UNIVERSITY WEXNER MEDICAL CENTER
Corumeus, Omio
ATTENDING SURGEON
Mount CarMEL HEALTH SYSTEM
New Avsany, Omio

Jacor L. Wirien, BS
REsEARCH INTERN
JOINT IMPLANT SURGEONS, [NC.
New Argany, OHio
MEDICAL STUDENT
Tie UNvErRsITY 0F ToLapo COLLEGE OF MEDICINE AND
LIFE SCIENCES
Tovreno, OHID

Micnaer J. Morris, MD
SURGEON PARTNER
JomT IMPLANT SURGEONS, INC.
New Aveany, Omo
ATTENDING SURGEON
Mount CarMEL HEALTH SYSTEM
NEW ALBANY, OHIO

Joarme B, Apams, BEA
Researnci DIRECTOR
Jomut IMPLANT SURGEONS, INC.
NEw ALBANY, OHIO

Aporen V. LoMBArDI, Jr., MD, FACS
PRESIDENT

JomT IMPLANT SURGEONS, INC.

CLINICAL ASSETANT PROFESSOR

DEPARTMENT OF ORTHOPAEDICS

TuEe Oino STATE UNvERsITY WEXNER MEDICAL CENTER
CoLumeus, OO
ATTENDING SURGEON
Mount CarMEL HEALTH SYSTEM

NEw ALBany, Omio

27 revision THAs (26 patients) were followed for a mean of
2.5years (0.1t05.1)

Mean age was 63 years (44 to 89), 14 women

Average 3.1 cables per case (max 7)

At average 2.5 year follow-up, grip-plate fixation was
considered successful in 22 hips (81%) with five failures
* In one hip, short grip with trochanteric slide
* Intwo hips, short grip fixed to intra-operative
trochanteric fractures
* In two hips, trochanteric escape in hips with pre-
revision bony necrosis of the trochanter
Three grip-plates were removed electively for soft-tissue
irritation and pain but with successful fixation and healing
(70% free of reoperation due to grip-plates)

There were no complications directly related to the cables

The authors concluded that the cable-grip system and iso-
elastic SuperCables provide reliable fixation for adequate
healing of difficult ETO and trochanteric fractures with an 81%
rate of mechanical success with radiographic and clinical
healing observed. The ability of the construct to utilize multi-
modal fixation with locked screws appears to aid in its
success.


http://www.kinamed.com/wordpress/wp-content/uploads/Berend_Lombardi_et_al_-_SuperCable_Grip_Plate_Clinical_Results_-_STI_2014.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Berend_Lombardi_et_al_-_SuperCable_Grip_Plate_Clinical_Results_-_STI_2014.pdf
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Figure 3. Trochanteric Slide Osteotomy for acetabular exposure. a. Preoperative radiograph of the right

hip of an elderly female pati trates plete migration of the acetabular component and

femoral head through the acetabular wall, and loosening of acetabular screws and plate. b. A custom

acetabular triflange component was designed and required trochanteric slide osteotomy for exposure and

insertion. Given the patient’'s advanced age, osteoporosis, and multiple surgical history, a 2-hole {135

mm] grlp plnte with locked screws and Supercables was used. At four years postoperative, stable
ic ion and healing is present.

* The 81% success rate is impressive because
Figure 2. a. Preoperative radiograph of a patient with failed cemented femoral ﬁ:tation with long cement these cases are eXtremely CompleX! and revision
rn_alrlie. b. The patient underwent_iemnral revision requiring ETO for reimo L 'I1|e_ procedure was THA |S fl‘aught W|th Comp|lcatI0nS |n general

without fracture of the trochanteric fragment and thus three cables were used without grip-plate for ETO
fixation. A fourth Supercable is seen distal to the osteotomy as prophylaxis against fracture. At five years,
complete radiographic and clinical healing of the ETO is seen.

» The authors of this study are highly experienced

Figure 1. Complex reconstruction using Superca-

ble and grip-plate system. The patient had under- and well-respected, and they conclude in this

gone a two-stage treatment of infection with a ) i
10-inch, bowed, cylindrical stem which failed paper that SuperCab|e Grip & Plate System is a
from aseptic loosening and failure of ingrowth. . i

Subsequent revision was complicated hy infection good solution for these types of cases. It is also
requiring a second two-stage exchange with ETO i

and massive proximal bone loss. During the reim- noteworthy that their actual usage of SuperCable
plantation, multiple fractures of ectatic . .

trochanteric fragment occurred. A 2-hole (135 and Grips & Plates increased after the study was
mm) grip-plate with Supercables and locked

screws was used during the final reconstruction. Completed_

At four years, the trochanteric fixation is healed
and solid and the patient has no complaints relat-
ed to the construct.
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APRIL 2011 | Volume 34 « Number 4 ORTHOPEDICS | ORTHOSuper

Site.com

Utility of Polymer Cerclage Cables in

Revision Shoulder Arthroplasty

T. Bradley Edwards, MD; Kyle D. Stuart, MD; George J. Trappey, MD;
Daniel P. O'Connor, PhD: Vineet K. Sarin, PhD

fa)

» 13 revision TSA patients were followed for a mean of 20.4 months (12 to 37)

« Mean age was 66 years (50 to 82), 7 women and 6 men

» Average number of cables per case was 2.8 (1 to 4)

» The cables provided adequate early fixation strength to allow for both osteotomy and
fracture healing (Mean time to healing was 4.0 months)

* No patients experienced loosening or migration of hardware or allograft failure

« There were no complications directly related to the cables

66


http://www.kinamed.com/wordpress/wp-content/uploads/Edwards_et_al_-_Utility_of_Cerclage_Cables_in_Revision_Shoulder_Arthroplasty_-_Orthopedics_2011.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Edwards_et_al_-_Utility_of_Cerclage_Cables_in_Revision_Shoulder_Arthroplasty_-_Orthopedics_2011.pdf

Figure 3: AP radiograph of a reverse
total shoulder arthroplasty with a
long-stem humeral component
surrounded proximally by allograft
struts and fixed with 5 polymer
cables. The cables are radiolucent
but the metal clasps are clearly
visualized. (Reprinted with
permission from Gartsman GM,
Edwards TB. Shoulder Arthroplasty.
Philadelphia, PA: Saunders; 2008.
Copyright @ 2008, Elsevier.)

CONFIDENTIAL 67

Figure 2: lllustration (A) and intraoperative photograph (B) showing the final
construct appearance of 4 polymer cables around an allograft strut.
(Reprinted with permission from Gartsman GM, Edwards TB. Shoulder
Arthroplasty. Philadelphia, PA: Saunders; 2008. Copyright ©@ 2008, Elsevier.)
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Case Reports

Grip and polymer cable fixation for inter-trochanteric fracture
fal
Femoral mid-shaft peri-prosthetic fracture '![Eﬂ

Revision of a recalled hip stem, with infection ﬁj

Other Case examples ﬁ'j


http://www.kinamed.com/pdf/SuperCable-Case-Vignette-Fowble.pdf
http://www.kinamed.com/pdf/SuperCable-Case-Vignette-Fowble.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/B00188A-SuperCable-Case-Vignette-Perry-Secor-MD-Peri-Prosth-Fx.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/B00188A-SuperCable-Case-Vignette-Perry-Secor-MD-Peri-Prosth-Fx.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/B00225A_SuperCable_Case_Vignette-Ellison_MD-Recalled_Hip_with_Infection.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/B00225A_SuperCable_Case_Vignette-Ellison_MD-Recalled_Hip_with_Infection.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Grip_and_Plate_Clinical_History_v6.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Grip_and_Plate_Clinical_History_v6.pdf
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Example Case

84 year old female

« THR 7 years prior

* Revision Hinge-TKR 1 year ago

* ORIF peri-prosthetic femoral fracture

Courtesy of:
Vincent Fowble, MD
Jupiter, Florida USA
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Intraoperative
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Intraoperative
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Final Construct:

* 6-hole SuperCable Grip

« 7 SuperCable locking screws

» 8-hole straight SuperCable Plate
« 7 SuperCable locking screws

* 10 SuperCables
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2 Year Post-op
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Surgical Technique



Surgical Technigque

SuperCable®

Polymer Iso-Elastic™ Cerclage System*”

Phor o ana! v agroph couresy of oo nd Fock, M0, Wee' Coas O ope aics Aok, CA

*LJ5 Pat. Nos. 6,583,245, 7,207,090; 8,468,967, 9,107, 72
Japan Pat. Nos, 4,829,236 5,938,095,

Turkey Pat. Nos. TRZOT309522T4; TR20140544074
Europe Pat. Ned, 1,389,940 1,781,961, 2432401,
Additional Us & World Patents Pending.

Document B00110

INCQHRFORA

A

KIiNAMED)]
TED
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http://www.kinamed.com/wordpress/wp-content/uploads/B00110H-SuperCable-Surgical-Technique.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/B00110H-SuperCable-Surgical-Technique.pdf
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Basic Instrument Tray
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1. Tensioning Instrument (35-800-2020)
2. Cable Passer, 40 mm (35-800-3000)
3. Cable Passer, 60 mm (35-800-3100)

4. Autoclave Case (35-800-4000)




Surgical Technique

C. Feed cable ends through metal clasp.

D. Pull both cable strands taut.

El. Insert free cable ends under cross-bar,
(E2) into opening and through channel.

F.5lide along cables to engage with clasp.

76



oW =
G. Engage nasepiece with clasp.

H. Push free cable ends into cleat.

|. Confirm zero alignment of knob and
turn knob clockwise to apply tension,

1 "HI* mark indicates 120 |bs.

,I.. .
L. Pull back to remove cable from cleat.

7




Document B00161
SuperCable®

Grip and Plate System”

Radographs rouwdesy of James Nickolson MD. Sfory EBrood MY

1.781.,881; 1,388.040; 2.432.401. TUR Pat. Nos. TR201308922T4; TR20 140544074,
Additional US & World Patents Pending. *Featuring Agilock® Technology

: / KINAMED
I N CRPFPDRATED
US Pat. Nos. 6,580 246; 7,207 .000; B,460 887, JP Pat Mo. 4,820 238. EU Pat. Nos.



http://www.kinamed.com/wordpress/wp-content/uploads/B00161G_Grip_and_Plate_Surgical_Technique.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/B00161G_Grip_and_Plate_Surgical_Technique.pdf

§
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Grip Plate Tray
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—— Depth Gage

Drill Bits & Threaded

m t—  Drill Guides

Spare Screw Caddy
(with length gage) —
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Grip/Plate Technique Tips

Anticipate the orientation of the SuperCable locking clasp (e.qg.
clasp will be anterior or posterior to the grip/plate)

Pre-feed the cable ends through the cable holes of the grip/plate
Pay attention to locking clasp placement for the tensioner

Feed cable through grip, with locking wedge facing towards grip.
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Grip/Plate Technique

81
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Surgical Videos

Revision Hip (Extended Trochanteric Osteotomy, ETO) igzy

Revision Shoulder gzy

Tension-band wiring of Olecranon Fracture w

Tension-band wiring of Patella Fracture gzy


https://youtu.be/BLNFOBX9-do?t=5m45s
https://youtu.be/BLNFOBX9-do?t=5m45s
https://www.youtube.com/watch?v=9ijbJgzskQQ&feature=youtu.be
https://www.youtube.com/watch?v=9ijbJgzskQQ&feature=youtu.be
https://youtu.be/_r74oNkgkMM
https://youtu.be/_r74oNkgkMM
https://youtu.be/KQwOAG68hhU
https://youtu.be/KQwOAG68hhU
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The Competition
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Stryker Dall-Miles®

84

40 year old technology!

1.6 and 2.0 mm Stainless Steel or CoCr cable
Crimp lock mechanism

Leaves sharp cable ends

Requires device to temporarily hold cable tension
Generates metal debris

“Over the Top” grip design

No proximal locking screw option
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Stryker Dall-Miles
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Synthes®

86

1.0 and 1.7 mm diameter
Titanium, Stainless Steel, or CoCr
Crimp lock mechanism

Leaves sharp cable ends

Uses eyelet to engage plate
Generates metal debris

Cross-sectional view of cable

& outer bundles
of 7 strands

One central bundle
of 19 strands
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Synthes
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Zimmer Cable-Ready®

88

e 1.8mm CoCr cable

« Screw lock mechanism

« Leaves sharp cable ends

 Requires device to temporarily hold cable tension
« Generates metal debris

e “Over the Top” grip design

 No proximal locking screw option
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Zimmer Cable-Ready
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L-S. Kim et al. / The Journal of Arthroplasty 32 (2017) 1965—1969 1967

Fig. 1. (A and B) The tip of the broken cable had migrated to the posterior aspect of the thigh and had penetrated the gluteal musculature, which was palpable below the skin
posteriorly in 2 hips. This eventually led to hip joint infection in both patients.
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Smith & Nephew Accord®

« 2mm CoCr cable

« Screw lock mechanism

« Leaves sharp cable ends

 Requires device to temporarily hold
cable tension

 Generates metal debris

« “QOver the Top” grip design

No proximal locking screw option
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Smith & Nephew Accord

The Journal of Arthroplasty 32 (2017) 2864—2868

Contents lists available at ScienceDirect

The Journal of Arthroplasty 3

journal homepage: www.arthroplastyjournal.org

Complications - Other
Trochanteric Fixation With a Third-Generation Cable-Plate System: @Cmm*
An Independent Experience

Andrew D. Stewart, MD, Hesham Abdelbary, MD, MSc, FRCSC, Paul E. Beaulé, MD, FRCSC ~

Division of Orthopaedic Surgery, Department of Surgery, University of Ottawa, The Ottawa Hospital, Ottawa, Ontario, Canada

ARTICLE INFO ABSTRACT
Article history: Background: Greater trochanteric fracture/nonunion can be a devastating complication with significant
Received 30 November 2016 functional impact after total hip arthroplasty, and their fixation remains a challenge because of the

Received in revised form

28 March 2017

Accepted 18 April 2017
Available online 27 April 2017

significant forces being transmitted as well as the poor bone quality often associated with these fractures.
The objective of this study is to investigate the rates of reoperation and trochanteric nonunion using a
third-generation cable-plate system at one center.

Methods: Thirty-five patients, mean age 72.9 years (range 46-98 years) with 24 women and 11 men,
underwent fixation of their fractured greater trochanter using a third-generation cable-plate system. The

:?:::,Ts' indications were: periprosthetic fracture (n = 17), complex primary arthroplasty (n = 5), and complex
trochanteric nonunion revision arthroplasty (n = 13). Primary outcomes included rates of reoperation and radiographic union.
total hip arthroplasty Results: At a mean follow-up of 2.5 years, trochanteric union rate was 62.9% with nonunion rate of 31.4%,
Accord cable-plate and fibrous union in 5.7%. In regard to quality of initial apposition, only 40% achieved a perfect bone on
revision bone reduction. Ten patients (28.6%) had evidence of wire breakage. Five patients (14.3%) required

reoperation and removal of the internal fixation because of lateral hip pain.

Conclusion: Fixation of the trochanteric fractures remains a challenge with a relatively high reoperation
rate. Poor bone quality and capacity to maintain a stable reduction continue to make this complication
after total hip arthroplasty a difficult problem to solve.



http://www.kinamed.com/wordpress/wp-content/uploads/Beaule_2017_trochanter_fixation.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Beaule_2017_trochanter_fixation.pdf
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Strategic Advice
for the
Sales Team
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Kinamed Sales Agents Say:

“The look on my competitor’s face when the surgeon told him he
shouldn’t bother bringing in his old metal cerclage cables anymore
because he’ll be using these new polymer cables from
Kinamed...priceless! And the additional face time it will give me to talk up
my joint line is invaluable!”

“Kinamed really does an outstanding job on highlighting the sales/clinical
pearls and advantages of your systems. Not only are your products in a
league of their own but your field communication content sows the clinical
benefits deep into us, and gives that fire when we share what we know
with everyone from the CEO to surgical staff.”

93
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Benefits to the Sales Team

94

Including SuperCable in your product

1.

&

portfolio offers multiple benefits:

Great “door opener” product that gets sales people
appointments with surgeons they otherwise could not
easily see!

Helps keep competitors out of the operating room!
Generates great booth traffic activity at meetings!

Having SuperCable in your portfolio can have a big
Impact on sales of your other products!
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During your Sales Call

1. Perform a quick “sawbones” demo with surgeon before the
case to confirm understanding of instrument usage details

2. Teach proper orientation of cable passer

3. Teach proper orientation of cable clasp

4. Require surgeon to use tensioning instrument to tighten and
lock a cable on a sawbones

5. Repeat Steps 1-4 for the Surgical Assistant prior to first case
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10.

Target your (surgeon) friends first.
Identify high-volume revision hip specialists (Users of yours and competitive hip stems).

Have confidence knowing that your clinically proven, state-of-the-art cerclage system will
give you access to competitive hip stem surgeons.

Become an expert (highly proficient) in using the Tensioning instrument.
Be present for at least the first 4 to 5 cases for each new surgeon.

Keep a second (non-sterile) Tensioner and sample cable with you in the Operating Room
should you need to advise the surgeon on Tensioner use, intra-operatively.

Anticipate and be prepared to overcome price objections (from hospital personnel and
surgeons). Example: Mercedes Benz costs more than Volkswagen because of Quality
and Performance.

Secure ALL the cerclage cable business via tenders once you've gained product support
from 2 or more key surgeons at that hospital/clinic.

Expand your cable business. SuperCable is applicable for use anywhere a surgeon would
use a metal braided cable (Peri-prosthetic hip fractures, revision THR, revision TSA,
humeral fractures, olecranon fractures, etc).

Kinamed wants you to be successful. Ask for help whenever needed!
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Pricing pressure can make selling a premium product a challenge. Rise to
that challenge by demonstrating through value analysis that SuperCable is
worth the premium per-cable price.

Key Value-focused Sales Tools:

1) White Paper: Analysis of Cost ﬁbj
Excellent review of the true-cost of metal cables.

2) Surgeon Request Letter '!f_’ﬁ
Get your surgeons to sign this and submit to the hospital.

3) Letter to Value Analysis Committee ﬁ[j

It is no longer news that most of the sales process is now spent convincing people who will
never use - or even see - the product in action. You need to spell out the benefits that matter
most to them — in a language they understand. This VAC letter template focuses on benefits
that we don’'t’ go into on our website or brochures, so it’s up to you to bring them to the attention
of VACs, Materials Managers, and CFOs. Use this message as an email or letter template, or
simply incorporate it into your sales pitch talking points.


http://www.kinamed.com/wordpress/wp-content/uploads/B00233A_Analysis_of_cost_savings_polymer_versus_metal_cerclage_cables_-_White-Paper.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/B00233A_Analysis_of_cost_savings_polymer_versus_metal_cerclage_cables_-_White-Paper.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Surgeon-Request-Letter-to-Hospital-SuperCable-rev-July-2014.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Surgeon-Request-Letter-to-Hospital-SuperCable-rev-July-2014.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/SuperCable-VAC-Letter-template-Sept-2017.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/SuperCable-VAC-Letter-template-Sept-2017.pdf
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Sales Demo Tips
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Sales Demo Items Instruction Guide ﬁj

Sales demo wedge removal tool & Replacement
cable strands gzy

Metal Cable vs. SuperCable Dowel

Click Here For Sales Demo Pro-Tips



https://www.youtube.com/watch?v=3v0xZCu0ji4&feature=youtu.be
https://www.youtube.com/watch?v=3v0xZCu0ji4&feature=youtu.be
http://www.kinamed.com/wordpress/wp-content/uploads/SuperCable-Demo-Item-Pro-Tips-Oct-2017.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Demo-item-instructions-SuperCable-Rev-B.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/Demo-item-instructions-SuperCable-Rev-B.pdf
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Frequently Asked Questions

Will the UHMWPE sheath result in poly wear debris?

* No, the gel-spun poly sheath is
extremely resistant to wear as shown
by > 1 million cycle testing over a

metal plate
* In this extreme test, there is very little
loss of poly as compared to the

volumes lost in total joint implants
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How does the strength of SuperCable
compare to metal cable systems?

« There are two types of Strength:
1. Tensile Strength (single maximum load)
2. Fatigue Strength (repetitive load)

* Invivo breakage in cabling systems is
caused by fatigue failure, not tensile failure

__ Fatigue / Abrasion Test
B - p5
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Frequently Asked Questions

How does the strength of SuperCable compare to metal cable systems?

« The chart below compares fatigue strength (cycles to failure) of
SuperCable to that of metal cables and wires

« The data for metal cerclage systems were taken from the literature
while SuperCable data is from Kinamed testing

 All metal systems started to fail at 100,000 cycles while SuperCable
showed no ill effects even after 1 million cycles with higher

loading!
Cerclage Type Cyclic Load Cycles to Failure
SuperCable 100 pounds No failures at 1 million cycles
Stainless steel wire 35 - 80 pounds 100,000 cycles
Titanium alloy cable 20 — 50 pounds 100,000 - 1 million cycles
Cobalt-chrome alloy cable 20 — 50 pounds 100,000 - 1 million cycles
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Frequently Asked Questions

How does the strength of SuperCable compare to metal cable systems?

Cerclage Type Tensile Strength Remember:
SuperCable ~250 pounds _ _ _
o " "  Tensile failure is NOT the
Stainless steel wire 70 — 150 pounds problem
Titanium alloy cable 250 — 460 pounds
Cobalt-chrome alloy cable | 300 — 700 pounds « Fatigue failure causes

breakage of metal cerclage
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What are the “LO” and “HI” markings on the Tensioner knob?

e “LO” = approximately 80 Ibs. (360N)
of compressive force

o« “HI” = approximately 120 Ibs. (530N)
of compressive force
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Frequently Asked Questions

How do | determine if | should tension to “LO” or “HI"?

« “LO” may be appropriate for patients
that have compromised bone strength
(osteopenia, etc.)

« “HI” may be appropriate for large bones
In high load areas in patients with good
bone strength

 In all cases, the surgeon should
exercise his/her clinical judgment when
tensioning the cable



‘ INCORPORATED

’ j P . CONFIDENTIAL 106

Frequently Asked Questions

Because of the “Iso-Elasticity” (stored energy), could there be
too much energy stored leading to bone necrosis?

 This has not been seen in the clinical
follow-ups that have been published
In the peer-reviewed literature

 Over 85,000 cables implanted
Worldwide since 2004
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Additional Resources

30 minute SuperCable Grip Plate training webinar gy

New SuperCable/ Grip & Plate User Guide ﬁj

Kinamed Website

SecureDocs Training Portal (for Sales Professionals)
+ Contact Patrick Miller (Kinamed Sales & Marketing Manager),


http://www.kinamed.com/products/orthopedic-products/supercable
http://www.kinamed.com/products/orthopedic-products/supercable-gripsplates
mailto:pmiller@kinamed.com
https://youtu.be/nB0W3tWgDGs
https://youtu.be/nB0W3tWgDGs
http://www.kinamed.com/wordpress/wp-content/uploads/New-SuperCable-and-or-Grip-Plate-User-Quick-Reference-Guide-Oct-2017.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/New-SuperCable-and-or-Grip-Plate-User-Quick-Reference-Guide-Oct-2017.pdf
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White Papers
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Cost Analysis versus Metal Cerclage ﬁj
Fretting of Metal Cerclage Cables T3]
Avoiding Sharps Injury T3]

Metal Debris Factory ]

Eliminate Metal Debris T3]


http://www.kinamed.com/wordpress/wp-content/uploads/B00233A_Analysis_of_cost_savings_polymer_versus_metal_cerclage_cables_-_White-Paper.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/B00233A_Analysis_of_cost_savings_polymer_versus_metal_cerclage_cables_-_White-Paper.pdf
http://www.kinamed.com/pdf/B00230A-Fretting-Intiated-Fatigue-Failure-of-Metal-Cerclage-Cable.pdf
http://www.kinamed.com/pdf/B00230A-Fretting-Intiated-Fatigue-Failure-of-Metal-Cerclage-Cable.pdf
http://www.kinamed.com/pdf/Infection_Control.pdf
http://www.kinamed.com/pdf/Infection_Control.pdf
http://www.kinamed.com/pdf/Perfect-Metal-Debris-Factory_White-Paper.pdf
http://www.kinamed.com/pdf/Perfect-Metal-Debris-Factory_White-Paper.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/B00214A_Polymer_Cerclage_Eliminates_Significant_Source_of_Metallic_Debris_in_Revision_Arthroplasty.pdf
http://www.kinamed.com/wordpress/wp-content/uploads/B00214A_Polymer_Cerclage_Eliminates_Significant_Source_of_Metallic_Debris_in_Revision_Arthroplasty.pdf
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