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FIBULINK® Implant is the first adjustable
syndesmotic repair system with a short,
high-strength suture bridge designed to DePuy Synthes

enable physi0|ogic ankle motion.30%32 THE ORTHOPAEDICS COMPANY OF {ofmonafohmson




Clinical & Economic Burden
Epidemiology and Burden of Syndesmosis Injuries

The ankle syndesmosis maintains the
proper relationship between the fibula
and the tibia at the ankle level. Small
amounts of syndesmotic deformity can
lead to significant problems with ankle
function.®

Syndesmotic injuries or tears are common
and are frequently associated with ankle
fractures.?*

* Projections estimate 35,300
syndesmotic disruption procedures
in the United States in 2020.%°

e Syndesmosis injury is believed to occur in
13-50% of all ankle fractures and 1-18%
of all ankle sprains.?®

e Secondary screw removal surgery

costs $14,768 on average in the

United States.*®
Isolated malleolar fractures with syndes-
motic injury have been reported to have
worse functional outcomes at 1year than
patients who had a malleolar fracture
without syndesmotic injury.>"8

Syndesmotic injuries tend to occur
in younger patients®™© and may
subsequently have a greater
effect in terms of productive
years of life lost.®

The Need for an Improved Solution

Due to the high prevalence of malreduction or post-
traumatic ankle arthritis,""2 syndesmotic injury should be
identified and addressed to help prevent long-term pain,

disability, and progression of arthritis.”

Challenges with Surgical Fixation for Syndesmosis

The most common methods of surgical fixation are suture
button constructs or syndesmotic screws. Each of these

fixation methods has its drawbacks.

Syndesmotic Screws

Suture Button Constructs

Complications (and corresponding rates when applicable) with current syndesmotic fixation methods

Soft-tissue entrapment/irritation

*observed with Arthrex Knotless TightRope®

Suture Button Constructs
Up to 55%" EN/A

Once the suture is tightened, ten-
sion cannot be relaxed/reversed,
potentially leading to overcom-
pression and displacement™

Up to 16.7% osteolysis of the bone
and subsidence of the device into
the bone®

Up to 25.0%°

© Syndesmotic Screws

© May inhibit the natural physiological
: motion of the ankle™'*

¢ Up to 36% implant failure,” 21.7%
¢ malreduction,” 11.1% loss of reduction,”
: and 17.1% syndesmotic diastasis®

: Up to 51.9%?
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Common Clinical Complications

Suture Button Constructs

The results of the present investigation have indicated that a risk of
entrapment of superficial medial neurovascular structures exists with
insertion of a suture button for syndesmotic fixation and that a medial
incision should be used to ensure that structures are not entrapped.*

CHALLENGES WITH MEDIAL BUTTON"

Leading to soft tissue entrapment'*22 or irritation and
neurovascular damage," oftentimes requiring a medial incision™

Up to 55.0% of suture button constructs were inserted with
some entrapment of a medial neurovascular structure. Aseptic
Osteolysis (2.0%)% of the bone and subsidence (16.7%)° of the
device into the bone, heterotopic ossification within the
syndesmotic ligament (12.5%),° and osteomyelitis (up to 2.9%)%>2
have also been observed.

TENSION CANNOT BE REVERSED OR RELAXED

Over tightening the structure can lead to poor joint
mechanics due to overcompression™ and lack of motion"®

Biomechanical evidence has shown that, compared with the
preinjury state, suture button repair can result in significant
volumetric and medial overcompression, evidenced by a
mean = SD volume reduction of 337 = 400 mm? and medial
displacement of 1.9 £+ 1.5 mm."* Overcompression was
observed in all positions, and could contribute to accelerated
development of post-traumatic arthritis.™

STABILIZATION AND HEALING CONSIDERATIONS

Syndesmotic diastasis,’® tunnel widening,>2328 |oss of fixation,?®
and inability to resist fibular shortening®

Suture button repair resulted in a statistically significant
increase in the lower syndesmotic area volume and distal
tibiofibular volume compared with the contralateral limbs,'
indicating a potential loss of reduction.?® Postoperative creep
and loss of fixation,?® radiographic enlargement of the suture
tunnel, and fibular shortening?®” have also been observed.>2%2¢
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Common Clinical Complications
Syndesmotic Screws

Findings suggest that neither traditional screw nor suture button
fixations optimally stabilize the syndesmosis, which may have
implications for postoperative care and clinical outcomes.'

SCREW BREAKAGE AND SUBSEQUENT
MALREDUCTION /7 LOSS OF REDUCTION

Potentially resulting in recurrent syndesmotic diastasis?®

Up to 36% of patients experience implant failure,” up to 21.7%
experience malreduction,’® and up to 11.1% have loss of reduction.”
Weight-bearing after surgery may be delayed due to concerns
about screw breakage.”® Secondary screw removals have an
average cost of $14,768 per procedure in the US.3°

IMPLANT-RELATED PAIN

Sometimes necessitating screw removal, which may
be associated with loss of reduction'-2°

Up to 17.1% experience syndesmotic diastasis and it is likely that
the loss of reduction occurs after screw removal.>° 60% of
patients treated for ankle fractures with associated syndesmosis
disruption had pain, and syndesmotic disruption is associated
with poor long-term outcomes after ankle fracture.”

INHIBITS PHYSIOLOGIC MOTION'4'6 Statistically Significant Differences in Stability™

Il Operated Side (p = 0.03) B Healthy Side (p = 0.006)

Joint mechanics are not fully restored'®
+25.2

Evidence has shown a statistically significant decrease in the
degree of fibular rotation and an increase in the upper syndesmotic
area with screw fixation compared with the contralateral [imb."®

Fibular rotation Upper syndesmotic
(degrees) area (mm?)
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Features & Benefits
FIBULINK® Syndesmosis Repair System

The FIBULINK® Syndesmosis Repair System combines the fixation of a screw with the
flexibility of a suture and is designed to enable precise, anatomic syndesmotic fixation.3°'
The FIBULINK System improves tension control and eliminates soft tissue disruption
compared to suture button constructs, in addition to enabling physiologic ankle motion.™%%2

Clinical Challenge Our Solution

SUTURE BUTTON CONSTRUCTS

Inability to Reverse Tension Improves Tension Control

The FIBULINK System is the only
flexible syndesmosis repair system
with the ability to fine tune and
readjust tension intraoperatively.”0-%2

| § Increases
If tension

Unidirectional tensioning leads
to a lack of control in optimizing
the final syndesmotic gap.*°

Decreases
tension

Medial Incision

A medial incision to seat the button Eliminates Medial Disruption

properly on the medial cortex may
add additional time to procedure.®°

No medial incision or hardware, which
eliminates medial side complications

and helps improve procedural
efficiency, delivering fixation through
a single lateral incision.™°

Medial Fixation

Medial button fixation introduces
potential complications such as

neurovascular damage, tibialis anterior Enables Physiologic Motion

. tendon entrapment and osteomyelitis.*°

Stabilization / Healing Concerns

Short, high-strength suture bridge and
anchor construct provides 3x the
fixation strength (+206%) and less than
1/3 of the elongation (-71%) of Arthrex
Syndesmosis TightRope® XP Implant

A long suture bridge is not stiff and

is susceptible to micromotion, which
can lead to tunnel widening and suture

) . . System in a poor bone model.”"*3
toggling associated with suture button

constructs.523:28
SCREWS
Enables Physiologic Motion

The FIBULINK System’s flexible
suture bridge helps eliminate the

Screw Breakage & Removal

Screws break postoperatively in

up to 36% of cases and may require
costly removal surgery in up to

52% of cases.'*?

risk of complications and removal

surgeries associated with broken
syndesmotic screws.”

*Compared to suture button constructs
**Bench testing may not be predictive of clinical performance. Sample size of n=8. Percentages and ratios based on averages.
Attributes evaluated include fixation strength (load at 2mm), displacement and stiffness. P-value = 0.001.
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The FIBULINK® System Solution

Enables precise, anatomic
syndesmotic fixation

Key Benefits

Improves Tension Control

The only syndesmotic repair system that has the ability

to fine-tune and readjust tension intraoperatively %2

Eliminates Medial Disruption

Eliminates medial soft tissue disruption and improves procedural
efficiency by delivering fixation through a single lateral incision®
Enables Physiological Motion

Enables the physiological motion of the syndesmosis
utilizing a short, high-strength suture bridge3®°-=

Superior Biomechanical Performance to TightRope® XP

The FIBULINK Syndesmosis Repair System delivers superior biomechanical

performance compared to the Arthrex Syndesmosis TightRope XP Implant System™3®

Static Load-to-Failure
M FIBULINK System M TightRope® XP

Total Displacement
M FIBULINK System M TightRope® XP

Mean Load (N)
Mean Stiffness (N/mm)

394 il 129 424 | 261

Mean Displacement (mm)

First Full Cycle

300,000th Cycle Load at 2mm Static Failure Load

(Peak Load)

Potential Savings

366

Stiffness
M FIBULINK System

215

First Full Cycle

M TightRope® XP

438

273

300,000th Cycle

Annual Cost of Device Removal Procedures®

>3X
Fixation Strength3®

1/3

Displacement®®

61%

Increased Stiffness™:

. . Parameters
with Reduced Device -
Removal as Compared o 100 annual syndesmotic
. g $200K repair procedures
to Syndesmotic Screws 2
Q .
. . € $150K $3,913% per patient
In a hospital conducting 100 % S’
. . . - reimbursement (mean)
syndesmotic repair surgeries a year, 8 ook
reducing the % of device removals by = $391,300 total cost
50% could save nearly $50K™ 2 ssox (per 100 patients)
*Compared to suture button constructs. $- 7 T T T T T 25% Of patients receiving
**Bench testing may not be predictive of clinical performance. Sample size of n=8. 0% 10% 20% 30% 40% 50% .
Percentages and ratios based on averages. Attributes evaluated include fixation o . .. . an surgery for deVICe
strength (load at 2mm), displacement and stiffness. P-value < 0.001. % patients receiving device removal procedure remOVal
***Values are hypothetical estimates.
****Savings based on assumed removal rate of 25%.
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Product Offering

The FIBULINK System can provide the best of both worlds in syndesmotic
repair; the fixation of a screw, with the flexibility of a suture.

Core System Components

(@ Tibia Screw

Serves as an anchor in the tibia

® PERMACORD® Suture Bridge ®
Provides tension between the Fibula and Tibia
implant components and enables physiological
syndesmotic motion®°-52 @

® Fibula Link
Connects suture bridge to tensioning cap
Link/Cap Interface is the primary tensioning mechanism
that allows precise, reversible tensioning®®-*

Implant Kit Components
Additionally available: FIBULINK Removal Kit (FGS-1300)

{pm—

Fibula Tensioning Cap
Interfaces with Fibula link, with rotation of the cap either
adding or releasing tension to the construct

Tensioning Knob
Facilitates placement and streamlined rotation of the Fibula

Tensioning Cap
Cap snaps onto tensioning knob, which has a torque limiter
to prevent over tightening of the construct

1.4mm K-Wire

e o I g ]
3mm/4mm Step Drill Bit

- FEER,
Long Tensioning Cap
@ T Lo Tibia St.:r.ewdriver & ImPIant Assembly Cresn Reemfen
. Standard Tensioning Cap (Tibia Screw and Fibula Link) Suture
Fibula Washer
(preattached)
oo . @ 3.4mm PERMACORD® Suture Bridge
Implant Specifications l
- ‘-.7\.,,:7_'{ 8 & & 28 LA A

Material 55 omm e , ’I - » I ;
e Stainless Steel (FGS-1000) or |

Titanium (FGS-1100) kits available T T I

A Fibula Tensioning Ca Fibula Link Tibia Screw

Tibia Screw Length & Threadform 9ap
* 22mmlong Fibula Link
* Proximal end: 4.0mm cortical « Outer Diameter: 2.8mm

threadform, transitioning tg 4.0mm . 107mm long DePuy Synthes Plate Compatibility

cancellous threadform at distal end :

o External threads: 40 threads/inch e All ¥ Tubular Plate holes (LCP™ System
Suture Bridge Length & Material & Nonlocking)
Fibula Tensioning Cap Lengths

* 4mm suture bridge consists of 4

* Nonthreaded portion of combi hole in

strands of #1 Ultra High Molecular ¢ Standard cap: 10mm a 3.5mm LCP™ Plate
Weight Polyethylene (UHMWPE) * Long cap: 15mm e Syndesmotic slots (VA LCP™ Plates)*
DePuy Synthes FIBULINK® Syndesmosis Repair System * Value Brief 7
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