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System Overview - The Gorilla® Evans Calcaneal Osteotomy System

PRODUCT DESCRIPTION:

The Paragon 28° Gorilla® Plating System provides two distinct plating options for Evans calcaneal osteotomies:
HEvans™ Plates and BOW & ARROW™ Plates

HEvans plates use a 3 screw fixation construct to support the graft placed into the osteotomy and helps to prevent graft
subsidence with subsequent loss of calcaneal length seen in the early post-operative period due to graft resorption. Itis
low profile (1.1 mm), with a tapering of the thickness to 0.5 mm toward the end to prevent soft tissue irritation.

The design allows for a single proximal screw to be placed in the calcaneus with two distal screws placed in the anterior fragment of the
calcaneus. Dual point fixation at the distal fragment mitigates the prospect of rotation of the distal fragment with the calcaneocuboid
anatomy. The posterior aspect of the plate is tapered to prevent peroneal tendon irritation in the location of the plate.

BOW & ARROW plates have a tapered “BOW” at the back of the plate helps to evenly distribute vertical pressure along
the graft due to the anatomically matched taper, with the point decreasing risk of tearing or attenuation of the lateral
aspect of the long plantar ligament.

Anatomic considerations were at the forefront of the Gorilla® BOW & ARROW® Evans Plate design. The low profile (thickness 1.15 mm)
nature of the plate helps to minimize risk of soft tissue irritation. The ramped plantar aspect of the plate helps to minimize interference
with the peroneal tendons and sural nerve. Locking screw technology allows for screw heads that are flush or below flush to the plate.
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System Overview - The Gorilla® Evans Calcaneal Osteotomy System

PLATE OFFERING:

HEVANS™ PLATE OFFERINGS

Small
Left and Right Side Specific ma

» Available in small, medium and large

N

- Small: used with a 4 or 6 mm Graft

- Medium: used with an 8 mm Graft Medium

- Large: used with a 10 or 12 mm Graft

» Located in the Universal Plate Caddy

» Compatible with the @2.7 mm, @3.5 mm and @4.2 mm Large
GORILLA® Screws in Locking or Non-locking Varieties

Right
BOW & ARROW™ EVANS PLATE OFFERING

Universal for Right and Left

» Available in 4 Sizes: Small (for 6 mm grafts), Medium (8 mm),
Large (10 mm), and X-Large (12 mm)

g 13
E P

» Located in the BOW & ARROW™ Plate Caddy Small Medium

» Compatible with the @2.7 mm, ¥3.5 mm and @4.2 mm
GORILLA® Screws in Locking or Non-locking Varieties

:
§

Large -Large

PLATE FEATURES:
HEVANS™ PLATE FEATURES

Three Screw Fixation Two Distal Screws

» Supports Graft » Helps to avert subluxation of the

calcaneocuboid joint with dorsal
displacement of the distal calcaneal
fragment

» Helps to prevent Graft
subsidence with subsequent
loss of calcaneal length seenin
the early post-operative period Single Proximal Screw
due to Graft resorption

» Dual point fixation at the distal
fragment mitigates the prospect of
rotation of the distal fragment with
the calcaneocuboid joint anatomy

» Helps prevent peroneal
tendonirritation

Low Profile

» 1.1 mm plate thickness tapering down to 0.5 mm at the end
of the plate to help prevent soft tissue, peroneal tendon,
and sural nerve irritation caused by the plate and screws

» Locking screw technology allows for screw heads that are ; T
flush to or below flush to the plate
» Ramped proximal arm designed specifically to help prevent

peroneus brevis tendon irritation such that the tendon can
glide over the plate



System Overview - The Gorilla® Evans Calcaneal Osteotomy System

PLATE FEATURES:
BOW & ARROW™ PLATE FEATURES

Four Screw Fixation

» Helps to prevent subluxation of the calcaneocuboid joint with dorsal
displacement of the distal calcaneal fragment

» Helps to prevent graft subsidence with subseqguent loss of length of
calcaneus seen in the early post-operative period due to graft resorption

Tapered “Bow”
» Mimics the shape of the PRESERVE™ Evans Lateral Column
Lengthening Grafts based on plate size

» Helps evenly distribute vertical pressure along the graft due
to the anatomically matched taper

» Reduced plantar point loading decreases risk of tearing or
attenuation of the lateral aspect of the long plantar ligament

» Arrow on “bow” latches onto the cortex to prevent lateral
dislocation of Plate once inserted

Low Profile
» Thickness of 1.15 mm tapering to 0.5 mm '

Top view
» Ramped plantar aspect of Plate minimizes risk of soft

tissue irritation

» Locking screw technology allows for screw heads that are
flush to or below flush to the plate Side view

PLATE SCREW COMPATIBILITY:

_ 92.7 mm R3CON Screws: 93.5 mm R3CON Screws: 94.2 mm R3CON Screws:

Non-locking: M m m

) 8 mm -20 mm 22.'40 mm 10 mm - 50 mm 10mMm-50mm | 55mm-70 mm
Screw Lengths: . . in2mm ; : 5 : . .
in 1 mm increments nErEmEits in 2 mm increments in 2 mm increments in 5 mm increments
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The surgical technique begins the same way regardless of which type of plate is being used.

Following the osteotomy, joint distraction, and placement of graft, individual surgical techniques will be outlined
for each plate, starting on page 8.

INCISION/EXPOSURE:

This procedure may be done as a sole procedure or
combined with various procedures to address Stage |
Posterior Tibial Tendon Dysfunction or a pediatric flatfoot
at the discretion of the surgeon. This technique will
describe only the Evans Calcaneal Osteotomy (Lateral
Column Lengthening) procedure for flatfoot correction.

Patient positioning in a lateral decubitus or
supine position with fluoroscopy available is
recommended for this procedure. A standard
lateral incision is shown but can be varied
according to surgeon preference. Dissection
is carried down to the lateral wall of the
calcaneus without entering the capsule of
the calcaneocuboid joint.

CALCANEAL OSTEOTOMY:

An osteotomy is made in the calcaneus according
to surgeon’s desired method and technique,
generally 1.0 cm - 1.5 cm proximal to and parallel
to the calcaneocuboid joint.



System Overview - The Gorilla® Evans Calcaneal Osteotomy System

JOINT DISTRACTION:

'y v A K-wire can be placed across the calcaneocuboid
joint at this time to prevent dorsal dislocation of the
distal fragment of the calcaneus.

There are multiple options available in the
Gorilla Plating System for distraction of the
calcaneal osteotomy and for visualizing length
to achieve desired correction. These options
include curved and straight osteotomes, the
Paragon 28 Caspar Device or a Hintermann
distractor (shown). Other bone spreaders and
distraction devices are available upon request.

TIP: Although surgeons have their preference on distraction, it is recommended to use a device that is external to the osteotomy
such as a Hintermann distractor or the Paragon 28 Caspar Device.

2.3 mm K-wire hole

1.6 mm K-wire hole

Hintermann distractor:

» Hold distraction once the appropriate length is achieved and do » The smaller, inside hole accepts up to a @1.6 mm K-wire
not prohibit insertion of the wedge into the osteotomy. (more suitable for bending wires out of the way) and the
larger, outer hole accepts up to a 32.3 mm K-wire.

The Hintermann distractor is secured to either
side of the osteotomy using two K-wires.




Repair Technique - Graft Selection

Distract the Hintermann distractor until adequate correction is achieved in desired planes. Confirm reduction of
deformity using fluoroscopy, if desired.

GRAFT INSERTION:

With the osteotomy maintained using a distractor, insert Once the graft position and size is confirmed using
an Evans bone graft properly sized and shaped per fluoroscopy, remove all instrument distractors.
surgeon preference, into the osteotomy site.



Repair Technique - HEvans™ Plate

HEVANS™ PLATE

PLATE PLACEMENT:
D

i

The locking Drill Guide is screwed into the dorsal
distal hole on the HEvans Plate and can be used as a
lever for Plate insertion.

TIP: It is advised to use a Drill Guide with both locking and
non-locking Screws to avoid Screw head prominence by
off-axis drilling due to the thinness of the HEvans™ Plate.

One olive wire can be placed on either side of the
osteotomy, if desired. The position of the HEvans Plate
should be more dorsal than plantar on the lateral wall of
the calcaneus to avoid the peroneal tendons. Confirm the
Plate position using fluoroscopy, if desired.

PERMANENT FIXATION:

\ l; e - ““'_

Using the @2.0 mm Drill, drill a hole through the
locking guide.

TIP: Locking Screws are recommended for use with the
HEvans Plate due to the cancellous nature of bone in this area
as well as unicortical fixation. The Plate and Screw construct

is designed to provide better protection against loss of
correction during Graft resorption and subsequent remodeling.

Remove the locking guide. Measure the Screw length using the
depth gauge. Alternatively, the surgeon may read the Screw
length from the numerical markings on the Drill off the Drill
Guide, if desired.

Insert the selected locking Screw using the provided Screw
Driver but do not fully seat the Screw.



Repair Technique - HEvans™ Plate

PERMANENT FIXATION:

Remove the proximal olive wire from the HEvans Plate. Using the technique described above, insert the
proximal Screw. It is recommended to complete final
tightening of the proximal Screw at this time.

Remove the remaining olive wire. Insert the final distal
Screw using the same technique.

Complete final tightening of the two distal Screws using N
a two finger tightening technique and remove the k-wire
crossing the calcaneocuboid joint.

Confirm Plate placement and
Screw length using fluoroscopy,
if desired.

CLOSURE:

Proceed to incision closure or concomitant procedures at this point.



Repair Technique - BOW & ARROW™ Plate

BOW AND ARROW™ PLATE

PLATE PLACEMENT:

If used with the BOW & ARROW Plate, the
graftis traditionally seated a few millimeters
deep to the cortex to allow room for the Plate.

PLATE PLACEMENT:

The locking Drill Guide is screwed into one of proximal
locking holes on the BOW & ARROW Plate and can be
used as a lever for Plate insertion.

10

It is recommended to insert the Plate from a more dorsal
lateral approach, allowing the Plate to be slid down the
osteotomy and sit in the position where the “BOW’ of the
Plate matches the contour of the graft.



Repair Technique - BOW & ARROW™ Plate

PERMANENT FIXATION:

AR
Ll rrow’”. of lyf:te

“Bow” of Plate

Because the “arrows” on the “bow” of the Plate latch
onto the inside of the cortex to help and prevent lateral
displacement of the Plate, temporary fixation using
olive wires can be performed but is not necessary.

Confirm the Plate position using fluoroscopy, if desired.

Drill a hole through the locking guide using the @2.0 mm
Drill. Measure Screw length using a depth gauge or measure
off of the Drill using the Drill Guide.

Insert the selected screw size using the Screw Driver but
do not completely tighten.

1



Repair Technique - BOW & ARROW™ Plate

PERMANENT FIXATION:

Insert the final three screws using the technigue
just described. Tighten all of the screws using a two
finger tightening technique, returning to the first
screw for tightening.

Remove the K-wire across the calcaneocuboid
joint and confirm plate placement and screw length
using fluoroscopy, if desired.

CLOSURE:

Proceed to incision closure or concomitant procedures at this time.

12



Caddy Contents

GORILLA® UNIVERSAL PLATE CADDY GORILLA® BOW & ARROW™ PLATE CADDY

The Gorilla® Universal Plate Caddy contains many The Gorilla® Plate Caddy contains the BOW & ARROW™ Base Wedge,

of the Paragon 28@ Gorilla® plates, including the Cotton, and Evans plates. Additionally, instrumentation is included that is
HEvans™ plate discussed in this surgical technique complementary to these plates comprising the tear drop spreader, osteotomes,
guide. and the BOW & ARROW™ sizing tool.

GORILLA® R3CON INSTRUMENT CADDY

Drills, Drill Guides, centering guides, olive
wires, Plate benders, Drivers, K-wires and a
depth gauge are located in the Gorilla® R3CON
Instrument Caddy.

GORILLA® SCREW CADDY

MINI-MONSTER® SCREW CADDY GORILLA® R3CON INSTRUMENTS

The Gorilla® Case can accommodate one Mini-Monster® The Caspar Compression/Distraction device, osteotomes, baby
Screw Caddy if a @2.0 mm, @2.5 mm, ¥3.0 mm @3.5 mm Bennet retractors, bone reduction clamps, periosteal elevator,

or ¥4.0 mm cannulated Screw is needed during a case. cartilage removal device, pin distractor and handles are located at

the bottom of the Gorilla® Case.

13



GORILLA® UNIVERSAL PLATE CADDY:

Caddy Contents

Part #
P53-101-1012

Description

28 Plate™, 20 mm, 2-Hole Compression

P53-101-1021

28 Plate™, 15 mm, 2-Hole Compression

P53-101-1022

28 Plate™, 20 mm, 2-Hole Compression

P53-101-1023

28 Plate™, 25 mm, 2-Hole Compression

P53-101-2011

28 Plate™, 15 mm, 2-Hole Locking

P53-101-2012

28 Plate™, 20 mm, 2-Hole Locking

P53-101-2013

28 Plate™, 25 mm, 2-Hole Locking

P53-101-2021

28 Plate™, 15 mm, 2-Hole Locking

P53-101-2022

28 Plate™, 20 mm, 2-Hole Locking

P53-101-2023

28 Plate™, 25 mm, 2-Hole Locking

P53-101-3011

28 Plate™, 25 mm, 3-Hole Compression

P53-101-3012

28 Plate™, 30 mm, 3-Hole Compression

P53-101-3021

28 Plate™, 25 mm, 3-Hole Compression

P53-101-3022

28 Plate™, 30 mm, 3-Hole Compression

P53-101-3023

28 Plate™, 35 mm, 3-Hole Compression

P53-101-4021

28 Plate™, 4-Hole Straight, Compression

P53-101-4121

28 Plate™, 4-Hole Straight, Locking

P53-101-5021

28 Plate™, 5-Hole Straight, Compression

P53-105-L001

HEvans® Plate, Small, Left, 16 mm

P53-105-L002

HEvans® Plate, Medium, Left, 20 mm

P53-105-L003

HEvans® Plate, Long, Left, 24 mm

P53-105-R0O01

HEvans® Plate, Small, Right, 16 mm

P53-105-R002

HEvans® Plate, Medium, Right, 20 mm

P53-105-R003

HEvans® Plate, Long, Right, 24 mm

P53-151-0001

Dogbone™ Plate, 10 mm

P53-151-0002

Dogbone™ Plate, 15 mm

P53-151-0003

Dogbone™ Plate, Compression, 20 mm

P53-151-0004

Dogbone™ Plate, Compression, 25 mm

P53-151-0005

Dogbone™ Plate, Compression, 30 mm

P53-151-1002

Dogbone™ Plate, 15 mm Slanted, Left

P53-151-1003

Dogbone™ Plate, 20 mm Slanted, Left

P53-151-1004

Dogbone™ Plate, Compression, 25 mm Slanted, Left

P53-152-0000

T-Plate, Compression, 3-Hole

P53-152-0001

T-Plate, Compression, 4-Hole

P53-152-0002

T-Plate, Compression, 5-Hole

P53-153-0001

Trapezoid Plate, Small (12 mm)

P53-153-0002

Trapezoid Plate, Medium (16 mm)

P53-153-0003

Trapezoid Plate, Long (20 mm)

P53-153-0004

Trapezoid Plate, X-Long (24 mm)

P53-154-0001

Teddy Bear™ Plate, Small

P53-154-0002

Teddy Bear™ Plate, Medium

P53-154-0003

Teddy Bear™ Plate, Large

R R R R R R R R R R R R R R R R R R R R R R R R R R R R R R RR R R R R R RR R R =
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Caddy Contents

GORILLA® BOW & ARROW PLATE CADDY:

Part # Description (o]1F:111414Y
P50-900-0001 BOW & Arrow Sizing Tool, Base & Cotton Small 1
P50-900-BOWC-1 BOW Implant Caddy, Gorilla 1
P50-900-BOWC-2 BOW Implant caddy Lid, Gorilla 1
P51-920-1001 Spreader, TearDrop, BOW & Arrow 1
P51-920-1002 BOW & Arrow Sizing Tool, Evans Large 1
P51-920-1003 BOW Osteotome, 6 mm, Dual Taper 2
P51-920-1004 BOW Osteotome, 12 mm, Single Taper 1
P53-104-0000 BOW & Arrow, Base Wedge Plate, 0.0 mm Wedge 1
P53-104-0020 BOW & Arrow, Base Wedge Plate, 2.0 mm Wedge 1
P53-104-0025 BOW & Arrow, Base Wedge Plate, 2.5 mm Wedge 1
P53-104-0030 BOW & Arrow, Base Wedge Plate, 3.0 mm Wedge 1
P53-104-0035 BOW & Arrow, Base Wedge Plate,3.5 mm Wedge 1
P53-104-0040 BOW & Arrow, Base Wedge Plate, 4.0 mm Wedge 1
P53-104-0045 BOW & Arrow, Base Wedge Plate, 4.5 mm Wedge 1
P53-104-0150 BOW & Arrow Cotton Plate, 5 mm Wedge 1
P53-104-0160 BOW & Arrow Cotton Plate, 6 mm Wedge 1
P53-104-0170 BOW & Arrow Cotton Plate, 7 mm Wedge 1
P53-104-0180 BOW & Arrow Cotton Plate, 8 mm Wedge 1
P53-104-0206 BOW & Arrow, Evans Plate, 6 mm Wedge 1
P53-104-0208 BOW & Arrow, Evans Plate, 8 mm Wedge 1
P53-104-0210 BOW & Arrow, Evans Plate, 10 mm Wedge 1
P53-104-0212 BOW & Arrow, Evans Plate, 12 mm Wedge 1

The complete contents of the Gorilla Plating System can be found in the full system STG, P51-STG-0001
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MR SAFETY INFORMATION

Refer to www.paragon28.com/ifus for the complete and most current instructions for use document.

INSTRUCTIONS FOR USE: BABY GORILLA®/GORILLA® PLATING SYSTEM

Indications, Contraindications, Warnings and Precautions relevant to the Baby Gorilla®/Gorilla® Plating System are contained in the

Instructions for Use document of the Baby Gorilla®/Gorilla® Plating System P51-IFU-3001.

A patient with the Paragon 28® Baby Gorilla®/Gorilla® Plating System may be safely scanned under the following conditions.
Failure to follow these conditions may result in injury to the patient.

Name/ldentification of Device

Paragon 28%® Baby Gorilla®/Gorilla® Plating System

Nominal value(s) of

Static Magnetic Field [T] 15Tor3T
Maximum Spacial Field Gradient 30T/m
[T/m and gauss/cm] (3000 gauss/cm)

RF Excitation

Circularly Polarized (CP)

RF Transmit Coil Type

Whole body transmit coil,
Head RF transmit-receive coil

Operating Mode Normal Operating Mode
Maximum }/\\//Vh/ﬁlge] Body SAR 2.0 W/kg (Normal Operating Mode)

Limits on Scan Duration

2.0 W/kg whole body average SAR for 60 minutes of continuous RF (a sequence or
back to back series/scan without breaks)

MR Image Artifact

The presence of this implant may produce an image artifact

Ifinformation about a specific parameter is not included, there are no conditions associated with that parameter.
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MR SAFETY INFORMATION

Refer to www.paragon28.com/ifus for the complete and most current instructions for use document.

INSTRUCTIONS FOR USE: MONSTER®/MINI-MONSTER® SCREW SYSTEM
Indications, Contraindications, Warnings and Precautions relevant to the Monster® Screw System are contained in the
Instructions for Use document of the Monster® Screw System P20-IFU-3001.

A patient with the Paragon 28® Monster® Screw System may be safely scanned under the following conditions.
Failure to follow these conditions may result in injury to the patient.

Name/ldentification of Device

Paragon 28® Monster® Screw System

Nominal value(s) of

Static Magnetic Field [T] 15Tor3T
Maximum Spacial Field Gradient 30 T/m
[T/mand gauss/cm] (3000 gauss/cm)
RF Excitation Circularly Polarized (CP)

RF Transmit Coil Type

Whole body transmit coil,
Head RF transmit-receive coil

Maximum Whole Body SAR
[W/kg]

2.0 W/kg (Normal Operating Mode)

Limits on Scan Duration

All anatomical regions can be safely scanned under the following conditions:

2.0 W/kg whole body average SAR for 5 minutes of continuous RF (a sequence or back
to back series/scan without breaks) with a 20 minute cooling period between scans for
an hour long scanning session

Scanning of the knees and all anatomy superior to the knees can be safely scanned
under the following conditions:

2.0 W/kg whole body average SAR for 60 minutes of continuous RF (a sequence or
back to back series/scan without breaks)

MR Image Artifact

The presence of this implant may produce an image artifact of 20 mm

If information about a specific parameter is not included, there are no conditions associated with that parameter.
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