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CD HORIZON® Spinal System MEDTRONIC® Rod Connector Set

System Overview

With its dedication to leading spine

surgery solutions for revision and
deformity surgeries, Medtronic has

developed the CD HORIZON® Spinal
System MEDTRONIC® Rod Connector

Set to enhance the versatility
and efficiency of current spinal
rod systems. The system provides

titanium or stainless steel rod-to-rod
connectors designed with numerous

rod diameters and materials in
mind. The instrument set includes
osteotomes to ease placement

of connectors by removing bone,
and rod gauges to help determine
the rod diameter of existing
instrumentation. The system allows
for efficient construct extensions
without removal of existing
hardware and facilitates controlled
sagittal alignment correction,
which may benefit the surgeon by
reducing procedure time.

A successful result is not always
achieved in every surgical case.
This fact is especially true in spinal
surgery where many extenuating
circumstances may compromise
the results.

Color Coding Reference
for Titanium Implants Only.

m=45mm
m=55mm
m=6.35mm

SURGICAL TECHNIQUE

Closed/Closed Domino

Small offset between rods
Allows connection of different rod diameters
Improved axial grip over previous design

May be used in 4-rod primary deformity correction constructs

Side-Loading/Closed Domino

Larger offset between rods than the Closed/Closed Domino

Smaller footprint and improved axial grip over previous design

May be used to extend an existing rod construct or change
rod diameters

Closed/Open Axial Connector

Allows inline connection of same or different rod diameters
Open side is compatible with Rocker instrument for rod seating

May be used for simple fusion extensions; particularly useful in
thoracic region

- Open end mimics the CD HORIZON® LEGACY™ Fixed Angle
Screw design and requires the same set screw as the Fixed
Angle Screw

Lateral Connector and Sagittal Rod

May be used for construct extensions
particularly where sagittal
“y | alignment varies

May be used for revision and
fusion extensions

>

Set Screws

MRC universal set screw except for the open end of the
Axial Connector

color coded and are the same set screw used with the
CD HORIZON® LEGACY™ Fixed Angle Screw

a Set screws for the open end of the Axial Connector are
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Instrument Set

4.0mm to 4.5mm
Rod Gauge
778000023

5.5mm Straight
Osteotome -
778000009 ’-,,_-"""‘
o

-

4.75mm to 5.5mm
Rod Gauge
778000024 .«

6.35mm Straight

Osteotome
778000018 ul"‘"‘
ﬂ'f-f
Ll
6.0mm to 6.35mm -~
Rod Gauge
778000025
5.5mm Angled
Osteotome
778000010 o
-

o

6.35mm Angled
Osteotome
778000019 -

w

Dual Ended
Set Screw Driver
7480122 el

e

- Counter Torque

778000014 4.5mm
778000013 5.5mm . 2\
778000012 6.35mm - =

— o

6.35mm Hex
o, Break-Off Driver
) 7480144

General Implant
Holder
778000016

&

T27 with Obturator
7480154

Closed Set Scew
Inserter
9960135

All components and instruments should be cleaned and sterilized per the instructions found in the package insert.
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CD HORIZON® Spinal Systern MEDTRONIC® Rod Connector Set | SURGICAL TECHNIQUE

Instrument Set Overview

Rod Gauges and Rod Diameter Compatibility

Rod Gauges are color-coded to allow quick intraoperative confirmation of rod diameter and
match the range of rod diameters that are compatible with the connectors. If the existing

rod does not fit in the smaller sized notch on the gauge (Figure 1) but does fit into the larger
notch on the gauge (Figure 2), then select a connector with an open "C Type" connection
(Figure 3) that matches the color of the gauge. A snug fit on the larger sized notch is preferred
for the closed connection. All 5.5mm Titanium Closed Connectors can be used with 4.75mm rod
diameters (including Cobalt Chrome rods). Implant selection and rod diameter compatibility
examples are shown in Tables 1 and 2. CD HORIZON® Spinal System MEDTRONIC® Rod
Connector Set instrumentation is intended to be used with device and size-specific implants.

Table 1

Gauge Color Existing Rod Diameter | Compatible Connector

M Purple Fits in 4.5mm notch but not 4.0mm notch 4.5mm Side-Loading Domino or Lateral Connector

M Blue Fits in 5.5mm notch but not 5.0mm notch 5.5mm Side-Loading Domino or Lateral Connector

W Green Fits in 6.35mm notch but not 6.0mm notch 6.35mm Side-Loading Domino or Lateral Connector
Table 2

Connector

Color Type (Titanium Only) Rod Diameter Range

M Purple Side-Loading/Closed Domino 4.0mm to 4.5mm

W Purple Lateral Connector 4.0mm to 4.5mm

M Blue Side-Loading/Closed Domino 4.75mm to 5.5mm

M Blue Lateral Connector 4.75mm to 5.5mm

¥ Green Side-Loading/Closed Domino 6.0mm to 6.35mm

M Green Lateral Connector 6.0mm to 6.35mm

Side-Loading and Lateral connectors are designed
to accommodate a range of rod diameters.

Figure 1 Figure 2 Figure 3
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Instrument Set Overview continued

Osteotomes

The efficient removal of a previous fusion mass in the area of a rod-to-rod connection is critical
(Figure 4). The instrument set contains clearing Osteotomes to facilitate this step and minimize
fusion mass take down. Straight and Angled Osteotomes are provided in the set to enable
multiple access methods depending upon the region of the fusion mass and are sized to
remove only enough bone to enable the placement of the connectors.

Itis intended for general instruments to be used to remove bone proximal to the existing
construct. Then when close to the existing rod, place the Osteotome on the rod where the
connector will be placed and rotate about the existing rod to remove bone (Figure 5). Remove
the Osteotome and rotate 180° on the rod and repeat (Figure 6). If needed, the Angled
Osteotome can be used to remove additional bone (Figure 7). When used in this manner, the
osteotomes will experience extended life as the blade ends will not impact existing hardware
and only bone.

Figure 6 Figure 7

5
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CD HORIZON® Spinal System MEDTRONIC® Rod Connector Set | SURGICAL TECHNIQUE

Surgical Options

Compression/Distraction

The closed rod slot connection of the Closed/Closed
and Open/Closed Connectors facilitate compression
and distraction (Figures 8 and 9) across constructs for
sagittal plane correction and closure of osteotomies.

Figure 8

Figure 9
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Preoperative Planning

Primary Surgery

SURGICAL TECHNIQUE

During more complex spinal deformity cases, the
independent control of segments of the spine may
be desirable. This may include cases of significant
sagittal imbalance or multiple stiff coronal curvatures
requiring multi-rod constructs using rod-to-rod
connectors (Figure 10).

Figure 10

Figure 11a

For multi-curve patterns, short rod-to-rod connectors
like the Closed/Closed Connector may be used. In
the setting of significant sagittal plane deformity
where osteotomies are required, Sagittal Rods and
Lateral Connectors may be best suited due to the
accommodating angle adjustability offered with
these implants (Figures 11a and 11b). Only patients
who meet the criteria listed in the indications should
be selected.

Figure 11b

7
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CD HORIZON® Spinal System MEDTRONIC® Rod Connector Set

Preoperative Planning continved

Revision Surgery

SURGICAL TECHNIQUE

Identification of the spinal levels and the existing spinal
instrumentation system is one of the most important
aspects of preoperative planning. MRI/CT scans and
x-rays (both AP and Lateral) are all necessary presurgical
planning tools to determine which connectors are to be
used to connect an existing and new construct. Once
the instrumentation is determined to a relatively high
degree of certainty, the add-on construct is planned
based on the surgical goals.

CD HORIZON® Spinal System MEDTRONIC® Rod
Connectors offer a wide range of connection options to
enable surgical goals through a variety of implants. This
variety enables surgeons to plan the appropriate add-on
construct. Once the add-on construct is chosen, select
the CD HORIZON® MEDTRONIC® Rod Connector that is
most appropriate to join the existing CD HORIZON® and
supplementary constructs.

Figure 12a

Side-Loading and Lateral connectors are designed
to accommodate a range of rod diameters.

The open side of the Side-Loading Dominos and the
Lateral Connectors will both accept a range of rod
diameters (Figures 12a and 12b) to accommodate
many existing constructs. The ranges are listed below.

» 4.5mm implants accept 4.0mm to 4.5mm rods

» 5.5mm Titanium implants accept 4.75mm to 5.5mm
rods. The Stainless Steel implants will accept 5.0mm to
5.5mm rods.

» 6.35mm implants accept 6.0mm to 6.35mm rods

Care should be taken so the correct components are
used in the spinal construct. All parts and necessary
instruments should be present prior to surgery.

Figure 12b
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Closed/Closed Domino Connector

The Closed/Closed Domino Connector may be used
for extensions of a previous fusion or in multi-rod long
spinal instrumentation constructs (Figure 13). This
includes primary cases with rigid double curves (4-rod
constructs) as well as revision cases that may involve
smaller osteotomies where rotation and compression
between portions of the spine may require variable
displacement.

The Closed/Closed Domino Connector allows a

small offset between the rods. The tear-drop shaped

rod channels add width clearance during construct
assembly and the 5.5mm size Titanium Connectors can
be used with 4.75mm diameter rods. Never use Stainless
Steel and Titanium implant components in the same
spinal construct.

Connector Attributes

» Small rod offset

» Visual rod seating confirmation

SURGICAL TECHNIQUE

» Allows sliding connection Figure 13
» Bidirectional (can flip around)
» Allows parallel rod connection Width
» Connection does not have to be co-axial, ~ 2
< T
can accommodate an angular offset g & s
£ & 3
g
Q
Distance Between Rod Centers
Technical Specifications
Titanium Stainless Steel Run on Distance Between
Part Number | Part Number | Description the Rod Width Rod Centers Heights
778124545 778224545 Closed 4.5mm/Closed 4.5mm | 8.7mm 182mm 9.2mm 11.4mm, 11.4mm
779124555 778224555 Closed 4.5mm/Closed 5.5mm* HE 8.7mm 19.2mm 9.8mm 11.4mm, 12.5mm
779125555 778225555 Closed 5.5mm/Closed 5.5mm* | 8.7mm 20.Tmm 10.3mm 12.5mm, 12.5mm
779125565 778225565 Closed 5.5mm*/Closed 6.35mm | N | 8.7mm 20.7mm 10.7mm 12.5mm, 13.0mm
778126565 778226565 Closed 6.35mm/Closed 6.35mm | 8.7mm 21.3mm 11.1mm 13.0mm, 13.0mm

*5.5mm Titanium implants can be used with 4.75mm rod diameters (including Cobalt Chrome rods).

9
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Side-Loading/Closed Domino

This connector is designed primarily for revision .

surgeries such as a flexible junctional kyphosis.
Following a small osteotomy, the correction maneuver
can be performed by sliding across the closed portion
of the connector. The open side-loading connection
permits easy placement onto an existing rod

(Figures 14 and 15). The versatile Side-Loading Closed
Domino Connector accepts a range of rod diameters.
See Table 2 on page 4 for compatible rod diameters.

The instrument shown
is not included in the
instrument set. Contact
customer service to order
part number 8880040.
Connector Attributes

» Reduced fusion bed removal for attachment

. Figure 14
» Accommodates a range of rod diameters

» Closed side has identical strength as
Closed/Closed Domino

» Visual rod seating confirmation
» Allows sliding connection

» Can be connected in the middle of a construct
between existing screws

» Can connect above, below, or at the previous
failure point

» Allows for an angular offset
» Offers parallel rod connection

» Smaller offset from previous rod

Figure 15

v Width
3 —_—
28 I 3
I g o
= S
<
é ‘D_I &
<&
%‘ £ Distance Between Rod Centers
I
Technical Specifications
Distance
Titanium |Stainless Steel Height Above | Height Below | Run on Between
Part Number | Part Number | Description the Rod the Rod the Rod Width Height |Rod Centers
778144545 778244545 | Side-Loading 4.5mm/Closed 4.5mm | 3.9mm 2.64mm 10.0mm | 21.9mm | 11.7mm 11.3mm
778145545 778245545 | Side-Loading 5.5mm/Closed 45mm W W 3.9mm 2.64mm 100mm | 232mm | 12.7mm 12.6mm
779145555 778245555 | Side-Loading 5.5mm/Closed 5.5mm* M 3.9mm 2.64mm 10.0mm | 242mm | 12.7mm 13.1mm
779146555 778246555 | Side-Loading 6.35mm/Closed 5.5mm* I W 3.9mm 2.64mm 100mm | 249mm | 13.6mm 13.8mm
778146565 778246565 | Side-Loading 6.35mm/Closed 6.35mm & 3.9mm 2.64mm 10.0mm | 255mm | 13.6mm 14.2mm
778145565 778245565 | Side-Loading 5.5mm/Closed 6.35mm** M & 3.9mm 2.94mm 10.0mm | 248mm | 13.0mm 13.5mm

*5.5mm Titanium implants can be used with 4.75mm rod diameters (including Cobalt Chrome rods).
**Can be ordered as extras.
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Closed/Open Axial Connector

The Closed/Open Axial Connector allows the surgeon
to extend a spinal instrumentation construct, connect
broken rods, and allow for variations in rod diameter
(Figures 16 and 17). The ability to connect rods of
varying diameter makes it particularly suitable for
spanning the thoracic region.

The closed side of the connector has identical strength
as the Closed/Closed Domino and is most commonly
used for an existing rod while the open side is used for
the revision rod. The open side of this connector mimics
the CD HORIZON® LEGACY™ Fixed Angle Screw design
and uses the same set screw.

When using the Counter Torque with the Axial
Connector, the Counter Torque should be positioned
over the implant with the handle in-line with the rod.
Once in position, rotate the handle medially or laterally
(Figures 18a and 18b) and use the 6.35mm Hex Break-
Off Driver for set screw break-off (Figure19). After the
upper part of the self-breaking set screw has been
sheared off, additional tightening of the set screw is not
necessary and not recommended.

Connector Attributes Figure 18a Figure 18b

» Allows inline connection of same or different
rod diameters

» Open side is compatible with Rocker instrument for
rod seating

» Suitable for transition areas in the spine such as the
thoracic junction

Run on the
Rod (Open)
P

Runon the
Rod (Closed)

Figure 19

Width (Closed)

(uado) YpIM
bH

Length

Technical Specifications

Titanium |Stainless Steel Run on the | Runon the Width Width

Part Number | Part Number | Description Rod (Closed) | Rod (Open) | (Closed) (Open) Height Length
778114545 778214545 | Closed 4.5mm/Open 4.5mm || 9.7mm 9.8mm 7.8mm 11.2mm 11.3mm 20.2mm
779115545 778215545 | Closed 5.5mm*/Open 4.5mm [ N | 9.7mm 9.8mm 88mm 11.2mm 12.1mm 20.2mm
779115555 778215555 | Closed 5.5mm*/Open 5.5mm || 9.7mm 10.8mm 88mm 12.7mm 12.1mm 21.2mm
778116555 778216555 | Closed 6.35mm/Open 5.5mm [ N | 9.7mm 10.8mm 9.8mm 12.7mm 12.7mm 21.2mm
778116565 778216565 | Closed 6.35mm/Open 6.35mm | 9.7mm 12.2mm 9.8mm 134mm 13.2mm 22.6mm
779115565 778215565 | Closed 5.5mm*/Open 6.35mm** W & 9.7mm 12.2mm 8.8mm 134mm 13.2mm 22.6mm

*5.5mm Titanium implants can be used with 4.75mm rod diameters (including Cobalt Chrome rods).
**Can be ordered as extras.
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Lateral Connector

The Lateral Connector allows for medial/lateral offset
connection of rods to accommodate non-aligned
pedicle screws (Figure 20). The Lateral Connector can
connect onto a current or existing rod and can be used
with sagittal rods when it is necessary to extend existing
spinal stabilization constructs to additional levels
(Figure 21). The Lateral Connector can accept a range
of rod diameters. See Table 2 on page 4 for compatible
rod diameters.

Connector Attributes

» Reduced fusion bed removal for attachment

Figure 20

» Visual seating of rod
» Allows a sliding connection

» Can connect above, below, or at the previous
failure point

» Connection does not have to be co-axial,
can have an angular offset — b ' —g

» Variable offset and sagittal angulation

» Smaller offset from previous rod

Implant Selection

The selection of the proper size, shape, and design of
the implant for each patient is crucial to the success of

the procedure. Figure 21
3
2 Post Length
o g 3
8% ° g
/I s &
| |
5% Width
3&
58
z
Technical Specifications
Titanium  |Stainless Steel Height Above | Height Below | Run on Rod Post
Part Number | Part Number | Description the Rod the Rod the Rod Width Opening | Diameter
7042210 7022210 Side-Loading 4.5mm/12mm Length || 4.1mm 2.2mm 10.0mm 13.6mm 4.7mm 6.35mm
7042230 7022230 Side-Loading 4.5mm/32mm Length || 4.1mm 2.2mm 10.0mm 13.6mm 4.7mm 6.35mm
7042310 7022310 Side-Loading 5.5mm/12mm Length | 41mm 2.6mm 10.0mm 15.2mm 5.7mm 6.35mm
7042330 7022330 Side-Loading 5.5mm/32mm Length | 4.1mm 2.6mm 10.0mm 15.2mm 5.7mm 6.35mm
7042410 7022410 Side-Loading 6.35mm/12mm Length 41mm 3.0mm 10.0mm 15.9mm 6.5mm 6.35mm
7042430 7022430 Side-Loading 6.35mm/32mm Length & 4.1mm 3.0mm 10.0mm 15.9mm 6.5mm 6.35mm
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Sagittal Rod

The Sagittal Rod is designed to offer a method for
extending instrumentation from a previous construct
and having control over the sagittal contour or
alignment between the constructs (Figure 22). The
connector end of the Sagittal Rod connects to a Lateral
Connector seated onto a rod. The Sagittal Rod can be
pivoted around the Lateral Connector and locked in
the desired alignment. This permits angular variation
between existing instrumentation and extended levels,
avoiding the need for rod contouring. Sagittal Rods can
be cut and contoured, if desired (Figure 23). The rods
should not be repeatedly or excessively bent. The rods
should not be reverse bent in the same location.

Connector Attributes

» May be used for adding-on to constructs, particularly
where sagittal alignment varies

» May be used for revision and fusion extension in the
thoracic region

SURGICAL TECHNIQUE

Figure 22

Figure 23

" 3 g

S o 2 "

o> =1 @ -

- & 5
Width
Technical Specifications
Titanium Stainless Steel Run on

Part Number Part Number Description the Post Width Height Post Diameter
778167045 778267045 4.5mm/70mm Length | 8.3mm 14.7mm 13.2mm 4.5mm
778167055 778267055 5.5mm/70mm Length | 8.3mm 13.9mm 13.2mm 5.5mm
778167065 778267065 6.35mm/70mm Length | 8.3mm 13.7mm 13.2mm 6.35mm
778162045 778262045 4.5mm/200mm Length* | 8.3mm 14.7mm 13.2mm 4.5mm
778162055 778262055 5.5mm/200mm Length* | 8.3mm 13.9mm 13.2mm 5.5mm
778162065 778262065 6.35mm/200mm Length* 8.3mm 13.7mm 13.2mm 6.35mm

*Can be ordered in as extras.
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Product Ordering Information
Closed/Open Axial Connectors Instrument Set
Titanium Part Stainless Steel Part | Description Part Description
Number Number Number
778114545 778214545 Closed 4.5mm/Open 4.5mm | 778000023 | 4.0mm to 4.5mm Rod Gauge
779115545 778215545 Closed 5.5mm/Open 4.5mm aE 778000024 | 4.75mm to 5.5mm Rod Gauge
779115555 778215555 Closed 5.5mm/Open 5.5mm* | 778000025 | 6.0mm to 6.35mm Rod Gauge
778116555 778216555 Closed 6.35mm/Open 5.5mm* | 778000009 | 5.5mm Straight Osteotome
778116565 778216565 Closed 6.35mm/Open 6.35mm 778000010 | 5.5mm Angled Osteotome
779115565 778215565 Closed 5.5mm/Open 6.35mm** | 778000018 | 6.35mm Straight Osteotome
778000019 | 6.35mm Angled Osteotome
Closed/Closed Dominos 778000016 | General Implant Holder
7480122 Set Screw Starter
Titanium Stainless Steel Description 778000014 | 4.5mm Counter Torque
Part Number Part Number
778000013 | 5.5mm Counter Torque
778124545 778224545 Closed 4.5mm/Closed 4.5mm | 778000012 | 6.35mm Counter Torque
779124555 778224555 Closed 4.5mm/Closed 5.5mm* | W | 7480144 6.35mm Hex Break-off Driver
779125555 778225555 Closed 5.5mm/Closed 5.5mm* | 7480154 T27 with Obturator
779125565 778225565 Closed 5.5mm?*/Closed 6.35mm |
778126565 778226565 Closed 6.35mm/Closed 6.35mm
Side-Loading/Closed Dominos Color Coding Reference
Titanium Stainless Steel Description for Titanium Implants Only.
Part Number Part Number
778144545 778244545 Side-Loading 45mm/Closed 45mm M m=45mm
778145545 778245545 Side-Loading 5.5mm/Closed 4.5mm [ m=55mm
779145555 778245555 Side-Loading 5.5mm/Closed 5.5mm* [ | =6.35mm
779146555 778246555 Side-Loading 6.35mm/Closed 5.5mm* [ |
778146565 778246565 Side-Loading 6.35mm/Closed 6.35mm
778145565 778245565 Side-Loading 5.5mm/Closed 6.35mm** M
The selection of the proper size,
Lateral Connectors shape, and design of the implant for
Titanium Stainless Steel Description each patient is crucial to the success
Part Number Part Number of the procedure.
7042210 7022210 Side-Loading 4.5mm/12mm Length |
7042230 7022230 Side-Loading 4.5mm/32mm Length [ CAUTION: FEDERAL LAW (USA)
7042310 7022310 Side-Loading 5.5mm/12mm Length [ ] RESTRICTS THESE DEVICES TO SALE BY
7042330 7022330 Side-Loading 5.5mm/32mm Length | OR ON THE ORDER OF A PHYSICIAN.
7042410 7022410 Side-Loading 6.35mm/12mm Length
7042430 7022430 Side-Loading 6.35mm/32mm Length
Sagittal Rods
Titanium Stainless Steel Description
Part Number Part Number
778167045 778267045 4.5mm/70mm Length |
778167055 778267055 5.5mm/70mm Length |
778167065 778267065 6.35mm/70mm Length
778162045 778262045 4.5mm/200mm Length** |
778162055 778262055 5.5mm/200mm Length** |
778162065 778262065 6.35mm/200mm Length**
Set Screws
Titanium Stainless Steel Description
Part Number Part Number
779170005 778270001 Standard 1/4-32
7440020 7460020 4.5mm Break-off
7540020 7560020 5.5mm Break-off
7640020 7660020 6.35mm Break-off

*5.5mm Titanium implants can be used with 4.75mm rod diameters

(including Cobalt C

hrome rods).

**Can be ordered in as extras.
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Important Product Information on the CD HORIZON® Spinal System

PURPOSE

The CD HORIZON® Spinal System is intended to help provide
immobilization and stabilization of spinal segments as an adjunct
to fusion of the thoracic, lumbar, and/or sacral spine.

DESCRIPTION

The CD HORIZON® Spinal System consists of a variety of shapes and

sizes of rods, hooks, screws, CROSSLINK® Plates, staples and connecting
components, as well as implant components from other Medtronic spinal
systems, which can be rigidly locked into a variety of configurations, with
each construct being tailor-made for the individual case.

A subset of CD HORIZON® Spinal System components may be used for
posterior pedicle screw fixation in pediatric cases. These constructs
may be comprised of a variety of shapes and sizes of rods (ranging in
diameter from 3.5mm to 6.35mm), hooks, screws, CROSSLINK® Plates,
and connecting components. Similarly to the CD HORIZON® implants
used in adult cases, these components can be rigidly locked into a
variety of configurations, with each construct being tailor-made for
the individual case.

Certain components within the CD HORIZON® Spinal System are
specifically excluded for use in pediatric patients. These include PEEK
rods, Shape Memory Alloy Staples, SPIRE™ Plates and DYNALOK® bolts.

All screws used in pediatric cases are only cleared for use via a posterior
approach. All of the components used in pediatric cases are fabricated
from medical grade stainless steel, medical grade titanium, titanium alloy,
and medical grade cobalt-chromium-molybdenum alloy.

Certain implant components from other Medtronic spinal systems

can be used with the CD HORIZON® Spinal System in non-pediatric
cases. These components include TSRH® rods, hooks, screws, plates,
CROSSLINK® plates, connectors, staples, washers, GDLH rods, hooks,
connectors and CROSSLINK® bar and connectors; LIBERTY rods and
screws; DYNALOK® PLUS and DYNALOK CLASSIC® bolts along with rod/
bolt connectors; and Medtronic Multi-Axial rods and screws. Please note
that certain components are specifically designed to connect to specific
rod diameters, while other components can connect to multiple rod
diameters. Care should be taken so that the correct components are used
in the spinal construct.

CD HORIZON® hooks are intended for posterior use only. CD HORIZON®
staples and CD HORIZON® ECLIPSE™ rods and associated screws are
intended for anterior use only. However, for patients of smaller stature
and pediatric patients, CD HORIZON®4.5mm rods and associated
components may be used posteriorly.

The CD HORIZON® Spinal System implant components are fabricated
from medical grade stainless steel, medical grade titanium, titanium alloy,
medical grade cobalt-chromium-molybdenum alloy, or medical grade
PEEK OPTIMA-LT1. Certain CD HORIZON® Spinal System components may
be coated with hydroxyapatite. No warranties expressed or implied are
made. Implied warranties of merchantability and fitness for a particular
purpose or use are specifically excluded. See the MDT Catalog for further
information about warranties and limitations of liability.

Never use stainless steel and titanium implant components in the
same construct.

Medical grade titanium, titanium alloy, and/or medical grade cobalt-
chromium-molybdenum alloy may be used together. Never use titanium,
titanium alloy, and/or medical grade cobalt-chromium-molybdenum
alloy with stainless steel in the same construct.

The CD HORIZON® Spinal System also includes anterior staples made of
Shape Memory Alloy (Nitinol — NiTi). Shape Memory Alloy is compatible
with titanium, titanium alloy, and cobalt-chromium-molybdenum alloy.
Do not use with stainless steel. These staples are not to be used in
pediatric patients.

PEEK OPTIMA-LT1 implants may be used with stainless steel, titanium,
or cobalt-chromium-molybdenum alloy implants. CD HORIZON®PEEK
Rods are not to be used with CROSSLINK®Plates or in pediatric
patients.

To achieve best results, do not use any of the CD HORIZON® Spinal
System implant components with components from any other system
or manufacturer unless specifically allowed to do so in this or another
Medtronic document. As with all orthopaedic and neurosurgical
implants, none of the CD HORIZON® Spinal System components should
ever be reused under any circumstances.

INDICATIONS

The CD HORIZON® Spinal System with or without SEXTANT®
instrumentation is intended for posterior, non-cervical fixation as

an adjunct to fusion for the following indications: degenerative

disc disease (defined as back pain of discogenic origin with
degeneration of the disc confirmed by history and radiographic
studies); spondylolisthesis; trauma (i.e., fracture or dislocation); spinal
stenosis; curvatures (i.e., scoliosis, kyphosis and/or lordosis); tumor;
pseudarthrosis; and/or failed previous fusion.

Except for hooks, when used as an anterolateral thoracic/lumbar
system, the CD HORIZON® Spinal System may also be used for the same
indications as an adjunct to fusion.

With the exception of degenerative disc disease, the CD HORIZON®
LEGACY™ 3.5mm rods and the CD HORIZON® Spinal System

PEEK rods and associated components may be used for the
aforementioned indications in skeletally mature patients as an
adjunct to fusion. The 3.5mm rods may be used for the specific
pediatric indications noted below.

When used for posterior non-cervical pedicle screw fixation in pediatric
patients, the CD HORIZON® Spinal System implants are indicated as an
adjunct to fusion to treat adolescent idiopathic scoliosis. Additionally,
the CD HORIZON® Spinal System is intended to treat pediatric patients
diagnosed with the following conditions: spondylolisthesis/spondylolysis
and fracture caused by tumor and/or trauma. These devices are to be
used with autograft and/or allograft. Pediatric pedicle screw fixation is
limited to a posterior approach.

The CD HORIZON® SPIRE™ Plate is a posterior, single level, non-pedicle
supplemental fixation device intended for use in the non-cervical

spine (T1-S1) as an adjunct to fusion in skeletally mature patients. It is
intended for plate fixation/attachment to spinous processes for the
purpose of achieving supplemental fixation in the following conditions:
degenerative disc disease (as previously defined); spondylolisthesis;
trauma; and/or tumor.

In order to achieve additional levels of fixation, the CD HORIZON® Spinal
System rods may be connected to the VERTEX® Reconstruction System
with the VERTEX® rod connector. Refer to the VERTEX® Reconstruction
System Package Insert for a list of the VERTEX® indications of use.

CONTRAINDICATIONS

Contraindications include, but are not limited to:

Active infectious process or significant risk of infection
(immunocompromise).

Signs of local inflammation.
Fever or leukocytosis.
Morbid obesity.

Pregnancy.

Mentalillness.

Grossly distorted anatomy caused by congenital abnormalities.
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Important Product Information continued

+Any other medical or surgical condition which would preclude the
potential benefit of spinal implant surgery, such as the presence of
congenital abnormalities, elevation of sedimentation rate unexplained
by other diseases, elevation of white blood count (WBC), or a marked
left shift in the WBC differential count.

+ Suspected or documented metal allergy or intolerance.

+ Any case not needing a bone graft and fusion.

+ Any case where the implant components selected for use would be
too large or too small to achieve a successful result.

+ Any patient having inadequate tissue coverage over the operative site
or inadequate bone stock or quality.

+Any patient in which implant utilization would interfere with
anatomical structures or expected physiological performance.

« The CD HORIZON® SPIRE™ Plate and the CD HORIZON® PEEK Rods are
specifically contraindicated for use in pediatric patients.

+ Any patient unwilling to follow postoperative instructions.

+Any case not described in the indications.

NOTA BENE: Although not absolute contraindications, conditions to

be considered as potential factors for not using this device include:

- Severe bone resorption.

+ Osteomalacia

- Severe osteoporosis.

POTENTIAL ADVERSE EVENTS

All of the possible adverse events associated with spinal fusion surgery
without instrumentation are possible. With instrumentation, a listing of
potential adverse events includes, but is not limited to:

- Early or late loosening of any or all of the components.

- Disassembly, bending, and/or breakage of any or all of the
components.

- Foreign body (allergic) reaction to implants, debris, corrosion products
(from crevice, fretting, and/or general corrosion), including metallosis,
staining, tumor formation, and/or autoimmune disease.

+ Pressure on the skin from component parts in patients with
inadequate tissue coverage over the implant possibly causing skin
penetration, irritation, fibrosis, neurosis, and/or pain.

- Bursitis.

- Tissue or nerve damage caused by improper positioning and
placement of implants or instruments.

- Post-operative change in spinal curvature, loss of correction, height,
and/or reduction.

- Infection.

« Dural tears, pseudomeningocele, fistula, persistent CSF leakage,
meningitis.

+Loss of neurological function (e.g., sensory and/or motor), including
paralysis (complete or incomplete), dysesthesias, hyperesthesia,
anesthesia, paresthesia, appearance of radiculopathy, and/or the
development or continuation of pain, numbness, neuroma, spasms,
sensory loss, tingling sensation, and/or visual deficits.

- Cauda equina syndrome, neuropathy, neurological deficits (transient
or permanent), paraplegia, paraparesis, reflex deficits, irritation,
arachnoiditis, and/or muscle loss.

« Urinary retention or loss of bladder control or other types of urological
system compromise.

SURGICAL TECHNIQUE

- Scar formation possibly causing neurological compromise or
compression around nerves and/or pain.

- Fracture, microfracture, resorption, damage, or penetration of any
spinal bone (including the sacrum, pedicles, and/or vertebral body)
and/or bone graft or bone graft harvest site at, above, and/or below
the level of surgery.

+ Retropulsed graft.

+ Herniated nucleus pulposus, disc disruption or degeneration at, above,
or below the level of surgery.

+ Non-union (or pseudarthrosis), delayed union, and mal-union.

- Cessation of any potential growth of the operated portion of the spine.

+ Loss of or increase in spinal mobility or function.

- Inability to perform the activities of daily living.

+ Bone loss or decrease in bone density, possibly caused by stresses
shielding.

- Graft donor site complications including pain, fracture, or wound
healing problems.

- lleus, gastritis, bowel obstruction, loss of bowel control, or other types
of gastrointestinal system compromise.

+ Hemorrhage, hematoma, occlusion, seroma, edema, hypertension,
embolism, stroke, excessive bleeding, phlebitis, wound necrosis,
wound dehiscence, damage to blood vessels, or other types of
cardiovascular system compromise.

- Reproductive system compromise, including sterility, loss of
consortium, and sexual dysfunction.

- Development of respiratory problems, e.g. pulmonary embolism,
atelectasis, bronchitis, pneumonia, etc.

- Change in mental status.
+ Death.

Note: Additional surgery may be necessary to correct some of these
potential adverse events.

ADDITIONAL POTENTIAL ADVERSE EVENTS
FOR PEDIATRIC PATIENTS

- Inability to use pedicle screw fixation due to anatomic limitations
(pedicle dimensions, distorted anatomy)

- Pedicle screw malpositioning, with or without neurological or
vascular injury

- Proximal or distal junctional kyphosis
- Pancreatitis

WARNING

The safety and effectiveness of pedicle screw spinal systems have

been established only for spinal conditions with significant mechanical
instability or deformity requiring fusion with instrumentation. These
conditions are significant mechanical instability or deformity of

the thoracic, lumbar, and sacral spine secondary to degenerative
spondylolisthesis with objective evidence of neurologic impairment,
fracture, dislocation, scoliosis, kyphosis, spinal tumor, and failed previous
fusion (pseudarthrosis). The safety and effectiveness of this device for
any other conditions are unknown. The implants are not prostheses. In
the absence of fusion, the instrumentation and/or one or more of its
components can be expected to pull out, bend, or fracture as a result of
exposure to every day mechanical stresses.
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Important Product Information continued

A device that has been implanted should never be reused, reprocessed
or resterilized under any circumstances. Sterile packaged devices should
also never be resterilized. Reuse, reprocessing, or resterilization may
compromise the structural integrity of these implants and create a risk of
contamination of the implants which could result in patient injury, illness,
or death.

ADDITIONAL WARNINGS FOR PEDIATRIC PATIENTS

Warning: The safety and effectiveness of this device has not been
established for use as part of a growing rod construct. This device is only
intended to be used when definitive fusion is being performed at all
instrumented levels.

The use of pedicle screw fixation in the pediatric population may present
additional risks when patients are of smaller stature and skeletally
immature. Pediatric patients may have smaller spinal structures (pedicle
diameter or length) that may preclude the use of pedicle screws or
increase the risk of pedicle screw malpositioning and neurological or
vascular injury. Patients not skeletally mature that undergo spinal fusion
procedures may have reduced longitudinal spinal growth, or may be at
risk for rotational spinal deformities (the “crankshaft phenomenon”) due
to continued differential growth of the anterior spine.

Other adverse events related to pedicle screw fixation, such as screw or
rod bending, breakage, or loosening, may also occur in pediatric patients.

Pediatric patients may be at increased risk for device-related injury
because of their smaller stature.

ADDITIONAL WARNING FOR THE CD HORIZON® SPIRE™
SPINOUS PROCESS PLATE

Please consider the extent of decompression, as well as the amount
of intact bone remaining on the spinous processes, when using the
CD HORIZON® SPIRE™ Plate as the sole supplemental fixation for an

interbody fusion procedure.

PRECAUTIONS

The implantation of pedicle screw spinal systems should be performed
only by experienced spinal surgeons with specific training in the use of
this pedicle screw spinal system because this is a technically demanding
procedure presenting a risk of serious injury to the patient.

A successful result is not always achieved in every surgical case. This fact
is especially true in spinal surgery where many extenuating circumstances
may compromise the results. This device system is not intended to be the
sole means of spinal support. Use of this product without a bone graft or
in cases that develop into a non-union will not be successful. No spinal
implant can withstand body loads without the support of bone. In this
event, bending, loosening, disassembly, and/or breakage of the device(s)
will eventually occur.

Preoperative and operating procedures, including knowledge of surgical
techniques, good reduction, and proper selection and placement of the
implants are important considerations in the successful utilization of the
system by the surgeon. Further, the proper selection and compliance of
the patient will greatly affect the results. Patients who smoke have been
shown to have an increased incidence of non-unions. These patients
should be advised of this fact and warned of this consequence. Obese,
malnourished, and/or alcohol abuse patients are also poor candidates for
spine fusion. Patients with poor muscle and bone quality and/or nerve
paralysis are also poor candidates for spine fusion.

ector Set | SURGICAL TECHNIQUE

ADDITIONAL PRECAUTIONS FOR PEDIATRIC PATIENTS

The implantation of pedicle screw spinal systems in pediatric patients
should be performed only by experienced spinal surgeons with specific
training in the use of this pedicle screw spinal system in pediatric patients
because this is a technically demanding procedure presenting a risk of
serious injury to the patient.

Preoperative and operating procedures, including knowledge of surgical
techniques, good reduction, and proper selection and placement of the
implants are important considerations in the successful utilization of the
system in pediatric patients.

The selection of the proper size, shape, and design of the implant for
each patient is crucial to the safe use of this device in pediatric patients.
PHYSICIAN NOTE: Although the physician is the learned intermediary
between the company and the patient, the important medical
information given in this document should be conveyed to the patient.
For US Audiences Only

CAUTION: FEDERAL LAW (USA) RESTRICTS THESE DEVICES TO
SALE BY OR ON THE ORDER OF A PHYSICIAN.

Please contact Customer Service or your Sales Representative for the
most up-to-date revision of the package insert for current indications,
warnings, precautions and other important medical information.
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The surgical technique shown is

for illustrative purposes only. The
technique(s) actually employed in
each case will always depend upon
the medical judgment of the surgeon
exercised before and during surgery
as to the best mode of treatment for
each patient.

Please see the package insert for the
complete list of indications, warnings,
precautions, and other important
medical information.
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