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SYSTEM

Important information for the operating surgeon

Before using a product placed on the market by Zimmer, the operating
surgeon should study carefully the following recommendations, wamings
and instructions, as well as the available product-specific information
{e.g., product literature, surgical technique, IFU D011500192 Technical
Instruments). Implantation is to take place in accordance with the instructions
for the recommended surgical technique. The surgeon is to be thoroughly
familiar with the implants, instruments, and surgical technique prior to
performing surgery}. Zimmer is not liable for complications that may arise
from use of the device in circumstances outside of Zimmer’s control including,
but not limited to, product selection and deviations from the device’s
indicated uses or surgical technique.

PRODUCT COMPATIBILITY

Due to the acquisition of pre-existing product lines, Zimmer has initiated
a testing program to evaluate the compatibility of these devices with
implants and components made or distributed by all Zimmer orthopaedic
companies, which include Zimmer GmbH (previously Centerpulse
Orthopedics Ltd.}, ZimmerInc., Zimmer Trabecular Metal Technology, Inc.
{previously Implex Corp.), Zimmer UK Ltd., Zimmer Austin, Inc. {(previously
Centerpulse Orthopedics, Inc.) and Biomet orthopaedic companies. Only
authorized combinations must be used. To determine whether these
devices have been d for use in a proposed combi please
contact your Zimmer sales representative or visit the Zimmer website:
hitps:/labeling zimmerbiomet.com. A printout of the website
information can also be obtained by calling Zimmer, Inc. Customer
Service, 1-800-348-2759 (USA) or the local international access code
+1-574-372-4999 {outside the USA). Former Centerpulse and Implex
products that are now packaged in Zimmer hoxes, and for which
compatibility could be an issue, have been labeled “former Centerpulse” and
“former Implex” to provide darification for the user.

DESCRIPTION

The NCB (Non-Contact Bridging) Periprosthetic Femur Polyaxial Locking
Plate System is a line of polyaxial locking plates for the treatment of femur
fractures, particularly of periprosthetic femur factures. It consists primarily
of Proximal Femur Plates, Distal Femur Plates, and Curved Shaft Plates. The
NCB System technology allows for polyaxial screw placement (30° cone) with
screw locking achieved with the use of locking caps that are threaded into
the plate holes. in the locked mode the NCB Periprosthetic Plate acts as an
internal fixator without contact between the plate and the bone surface,
reducing the risk of periosteal blood supply impairment. This Non-Contact
Bridging concept can be specifically controlled through the use of 1, 2, or 3
mm spacers, which are threaded into the plate holes prior to plate insertion.
Plates, screws, blind screw inserts, spacers and locking caps are made of
titanium afloy.

INDICATIONS/INTENDED USE

The NCB Periprosthetic Femur Polyaxial Locking Plate System is indicated for
temporary internal fixation and stabilization of fractures and osteotomies of
long bones, including:

» Periprosthetic fractures

Comminuted fractures
Supracondylar fractures
Fractures in osteopenic bone
«  Nonunions
- Malunions
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CONTRAINDICATIONS

+ Al concomitant diseases that may impair the fixation of the implant and/or the
success of the intervention.
Lack of bone substance or poor bone quality which makes stable seating of the
implant impossible.

+ Acute or chronic, local or systemic infections.

«  Allergy to the implanted materials.
Severe muscular, neural or vascular diseases that endanger the extremities
involved.
Loose p

hesis, which reguires i jiate revision.

A WARNINGS

Do not reuse. This device is single use only.
Reuse of a single use device that has come in contact with blood, bone, tissue or
other body fluids may lead to patient or user injury. Possible risks associated with
reuse of a single use device include, but are not limited to, mechanical failure and
transmission of infectious agents.

« Do not use this product for other than labeled indications (off-label use).

«  Plates, screws and accessories must only be combined with components belonging
to the same system. No liability is accepted for products of third parties that are
used by the purchaser or the user. It is the responsibility of the user to make sure
that the systems are compatible.

- Contact between screws, plates, cables, drilling tools and a previously implanted
prosthesis is to be avoided as it may result in the generation of metal particle debris
and damage to the existing prosthesis.

Use only instruments specifically designed for use with these devices to help ensure
accurate surgical implantation.

+  The load-hearing capacity of the implant can be compromised by notching,
scratching striking or accidental cauterization of the device.

= Do not use any technique forimplantation other than that described by Zimmer.

« Do not use any component if damage is found or caused during set up or insertion.
Damage could subject the plate to increased stresses, which may lead to device
failure.

Do not use screws in this system for attachment or fixation of the posterior
elements {pedicles) of the cervical, thoracic or lumbar spine.

- Drilling and inserting screws into the outer edge of the cortical bone may fead to
bone cortex breakage.

If only unicortical screws are used, addittonal cables are required.
Do not insert three screws in one diagonal three hole patter.

PRECAUTIONS

«+  (Continued surveillance for new or recurrent sources of infection should be
continued as long as the device is in place.

«  These implants are designed for temporary usage and are generally removed once
the bone can resume its normal function. The physician in charge is responsible for
the decision to remove the implants. The risk of adverse effects such as secondary
infections, allergies, material fatigue (breakage), implant faifure and/or impaired
blood circulation increases with the time the implant is implanted, delayed union,
non-union, patient weight and activity level.

Implants must not be machined or altered in any way, uness this is expressly
envisaged in the design and in the surgical technique.

+ To prevent thread stripping and allow for adequate screw purchase, pass screws as
centrally through the bone as possible. In addition, irrigation may be used to help
prevent thermal necrosis as the screws are inserted.

« It must be ensured that aiready implanted intramedullary systems, their fixation
and/or anchorage elements are not affected or damaged by screws or drill bits.

« The NCB Periprosthetic Femur Polyaxial Locking Plates are anatomically shaped. Be
aware that bending the plate may decrease its fatigue strength. Furthermore, the
locking mechanism of the NCB Plate hole may be damaged and, therefore, may
no longer function. Do not use a hole that has been altered by plate contouring
for locking.

« MAGNETIC RESONANCE (MR) SAFETY AND COMPATIBILITY: In the event of exposure
to foreseeable environmental conditions such as magnetic fields the user and/or
patient should be informed of the following:

- This device has not been evaluated for safety and compatibility in the MR
environment.
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- This device has not been tested for heating or migration in the MR
environment.
There is a potential for heating and migration in the MR environment.
There is the potential for metal implants to create MR imaging
artifacts in the vicinity of the implant.

ADVERSE EFFECTS

- Displacement and loosening - Pain
of impfant Vascular complications
Intra-articular screw Delayed union, mal-union,
penetration non-urtion

< Implant breakage Nerve damage

- (Corrosion of metaf implants +  Bone fractures
Wear « Metal sensitivity

«  Inflammatory reactions and Avascular necrosis
osteolysis «  Impingement

«  Deep infections

STERILITY

«  These devices are provided either sterile or non-sterile.

» Devices provided non-sterile (indicated by the symbol on the
labeling} must be cleaned and sterilized prior to use. Please follow
sterilization instructions as outlined below.

+ Sterile devices are sterilized using Gamma irradiation indicated hy the
“Sterile-R" [STERILETR] symbol on the labeling. These devices remain
sterile as fong as the package integrity has not been violated and before
the expiration date is reached. Inspect each package prior to use and do
not use the component if any seal or cavity is damaged, breached, or if the
expiration date has been exceeded. Once opened, the component must be
used, discarded, or resterilized. If the packaging is damaged or the sterility
expiration date has been reached, the implants must be returned to the
manufacturer. {Not applicable for the USA}.

STERILIZATION/RESTERILIZATION INSTRUCTIONS for devices

prowded non-sterile
These sterilization instructions are consistent with ANSI/AAMI/ISO
standards and guidelines. They should be used for items supplied non-
sterile. Zimmer booklet 97-5000-170-00 {available from your distributor
or at zimmerbiomet.com) contains detailed cleaning and sterilization
quidefines for devices provided non sterile.

+ Do not reuse instruments or devices labeled for single use only.

DO NOT RESTERILIZE:
- Single use only components that have been contaminated with body
fluids or debris or previously implanted.

« Do not use the original packaging or one of its components for
resterilization. Single non-sterile provided devices should be packaged
in a medical grade sterilization pouch or wrap which conforms to the
recommended specifications for steam sterilization provided in the table
below. Ensure that the pouch or wrap is large enough to contain the
devices without stressing the seals or tearing the pouch or wrap.

« Sets of devices may be loaded into general or dedicated trays. Use a
medical grade sterilization pouch or wrap {double wrap method - ANS)/
AAMI ST79), Sterilization should be performed immediately prior to use.

«  items made from titanium and titanium alloys can form oxide layers from
steam boiler treatment chemicals or detergent residues. While these
oxides are biocompatible, they can obliterate etchings and stampings.

RESTERILIZATION INSTRUCTIONS for devices provided sterile
These sterilization instructions are consistent with ANSI/AAMI/ISO
standards and guidelines. They should be used for sterile devices that
were opened but unused.

» Do not reuse devices labeled for single use only.

= In the event of inadvertent loss of steritity while preparing for surgery,
sterile packaged, ail-metal implants may be resterilized only once for
immediate use. This is subject to the exceptions listed below.

Sterile provided devices being sterilized for immediate use should be in
the unwrapped condition.

= DONOT RESTERILIZE:

- Single use only components that have been contaminated with body
fluids or debris or previously implanted.

- Components with a packaging expiration date that has been
exceeded.

Do not use the original packaging or one of its components for

resterilization. All impiants being sterilized for immediate use should be

in the unwrapped condition.

Recommended Sterilization/Resterilization Specifications
Follow the sterilizer manufacturer’s instructions for loading patterns and
sefection of sterilization parameters. Drying times vary according to load size
and should be increased for larger loads.

Gravity displacement sterilization cycles are not recommended because cycle
times are too long to be practical.



Single, All-Metal Implants Provided Non-Sterile
Steam Sterilization

The manufacturer for each NCB Periprosthetic Femur Polyaxial Locking Plate System
component is listed in the table below:

T Minimum Minimum Minimum
¥pe Temperature | ExposureTime | DryTime

UK Pre-vacuum/

Puisating Vacuum'

134°C{273°F) 3minutes
e 15 mintutes

Pre-vacuum/ 132°C (270°F) Aminutes

Pulsating Yacuum

"This cycle is not for use in the USA.

II- mplants [n Steritization Cases and Trays

Steam Sterilization

Minimum Minimum Minimaem

Bpe Temperature | BxposureTime | ODryTime

UK Pre-vacuum/

Pulsating Vacuur' 134°C(273°F) 3 minutes

Pre-vacuum/

Pulsating Vacuum 132°C{270°F) 4 minutes 30 minutes

Pre-vacuum/

Pulsating Vacuurm 2 134°C(273°F) | 18minutes

*This cycle is not for use in the USA.
“This cycle is not to be used for the inactivation of prions.

Single, All Metal Implants Provided Sterile

Steam Resterilization for Immediate Use'

. Minimum
I Temperature | BposareTime | o v
e | cemen | 3mites
Pulsating Vacuum’ ‘
P / 0 minutes
re-vacuum . j ,
Pulsating Vacuum 132°C@70°F) 4minutes

" Steam sterilization for immediate use is intended for unwrapped items and
should only be used as an emergency procedure.

2This cycle is not for use in the USA.

Please contact Zimmer at the following number if you have additional
questions. In the USA, call 1-800-348-2759. For calls outside the USA, call the
local international access code +1-574-267-6131.

STORAGE AND HANDLING

« |t is recommended to store the product in a dry place at room
temperature.

- Implants must be stored unopened in their original packaging.

+  Before sterile implants are removed from their packaging, the protective
packaging must be examined for possible damage to the sterile barrier.
If an expiration date for sterility of the product is indicated, this must
be observed. If the sterile barrier system is damaged or the sterility
expiration date has been reached, the implants must not be used.

- Implants are extremely sensitive to damage. Therefore, careful handling
is strongly recommended.
Non-sterile provided implants are to be stored in the appropriate
packaging that protects the implants from damage and must be
examined for possible damage before use.
Protective caps or other protective elements must not be removed until
immediately before use.
Assembled implants and implant parts must be thoroughly deaned and
dried before they are stored and placed in cases.
Implants, implant parts and instruments that can no ionger be used may
be returned to the manufacturer for proper disposal free of charge (not
applicable for the USA).

PATIENT COUNSELING INFORMATION

Complications and/er failure of temporary internal fixation devices are more
likely to occur in patients with unrealistic functional expectations, heavy
patients, physically active patients, and/or with patients who fail to follow
through with the required rehabilitation program. Physical activity or trauma
can result in loosening, wear, and/or fracture of the implant. The prospective
implant patient must be counseled about the capabilities of the implant
and the impact it will have on his or her lifestyle. The patient must be made
aware of and warned in advance of the surgical risks and of possible adverse
effects. The patfent must be instructed about all postoperative restrictions,
particularly those related to occupational and sports activities and about the
possibility that the implant or its components may wear out, fail or need to
be replaced. The temporary internal fixation device may not last the rest of
the patient’s life, or any particular length of time. Because temporary internal
fixation devices are not as strong, refiable, or durable as natural, healthy
tissues/bones, all such devices may need to be replaced at some point.

All trademarks referred to within this package insert are the property of
Zimmer Biomet or its affiliates.

Component Manufacturer
Plates Zimmer GmbH
Unicortical and Deep Thread Screws Zimmer, Inc.
All other Screws Zimmer GmbH
Locking Caps and Spacers ] Zimmer GmbH

“Do not use if package is damaged” indicates that the device

should not e used if the package has been damaged or opened
R Caution: Federaf law restricts this device to sale by or on order of
Only a physician
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