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CoCr HEADS

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, warnings
and instructions, as well as the available product-specific information (e.q.,
product literature, written surgical technique, IFU 0011500192 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 controf induding,
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 compenents made or distributed by all Zimmer orthopaedi
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be necessary to place the head please check for conditions that might interfere the
assembly.

Seat the head using the appropriate plastic impactor and mallet {minimum suggested
weight: 0.5 kg) on the pole of the femoral head with a minimum of three strikes and
ensure full seating on the stem taper. The impact direction should not be more than
20 degrees from the neck axis, otherwise the impact force may have reduced effect in
connecting the taper.

INDICATIONS
Noninflammatory degenerative joint disease (NIDJD), e.g., avascular necrosis,
osteoarthritis, and inflammatory joint disease (11D), e.g., rheumatoid arthritis.

- Failed previous surgery where pain, deformity, or dysfunction persists.

« Revision of previously failed hip arthroplasty.

(ONTRAINDI(ATIONS
Patient’s physical conditions that would eli or tend to
impiant support or prevent the use of an appropriately sized implant, eg.,
previous surgery, insufficient quality or quantity of bone resulting from conditions
such as cancer or congenital dislocation, metaholic bone disease of the upper
femur or pelvis, femoral revision, Girdl revision,

Do not impact the stem into the femoral canal after the head component
is assembled. Further impaction could damage the head component or
the taper attachment.

“ ision after b ge of ceramic
In these cases, all the ceramic particles must be removed and the
wound thoroughly irrigated. The basic rule is: “Once ceramic - always
ceramic.”
Because of the risk of ceramic particles remaining in the tissue, a metal
femoral head may not be used since there would be a risk of increased
wear due to three-body abrasion. Therefore, a ceramic/ceramic (where
available} or a ceramic/polyethylene combination is to be used.
For instructions relating to the revisability of acetabular components,
please refer to the device-specific package inserts.

PRECAUTIONS
Surveillance for new or recurrent sources of infection shoutd be continued
as long as the device is in place.

Do not assemble the mating components without ensuring that the
surfaces are free of biood or debris, Failure to ensure that mating surfaces
are clean and dry could result in inadequate seating of one component
upon the other, corrosion and subsequent disassembly of the mated
components or fracture of the implant.

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

«  Implants should only be rinsed with sterile solution such as USP purified
water or ringer solution.

- Handle heads of femoral hip prostheses with care. Remove the protective
covers only prior to implantation.

- Total hip replacements may be considered for younger patients if any
unequivocal indication outweighs the risks associated with the age of the
patient and modified demands regarding activity and hip joint leading
are assured. This includes severely handicapped patients with multiple
joint involvements, for whom an immediate need of hip mobility leads
to an expectation of significant improvement in the quality of their lives.

+  Place the femoral head on the stem taper with a rotary motion until it
locks. For fixation of the femoral head, strike the plastic impactor with
a mallet {minimum suggested weight: 0.5 kg} in an axial direction as
necessary.

+  Repeated bly and di of modular components could
C ise the critical locking action of the Morse-type tapers. Use the

osteomyelitis, neuromuscular compromise or vascular deficiency in the affected
limb in sufficient degree to render the procedure unjustifiable (e.g., absence of

companies, as well as Biomet orthopaedic companies, which include Zimmer
GmbH {previously Centerpulse Orthopedics Ltd.), Zimmer, inc, Zimmer
Trabecular Metal Technology, Inc. (previously Implex Corp.), Zimmer UK,
Ltd. and Zimmer Austin, Inc. {previously Centerpulse Orthopedics, Inc.).
Only authorized combinations must be used. To determine whether these
devices have been authorized for use in a proposed combination, 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 (enterpulse and [mplex
products that are now packaged in Zimmer boxes, and for which
compatibility could be an issue, have been labeled “former Centerpulse” and
“former Implex” to provide clarification for the user.

DESCRIPTION

A modular head component is used in conjunction with a femoral stem
component for replacement of the proximal femur in total hip arthroplasty.
Femoral heads are available in different materials, sizes, neck lengths and
taper sizes.

A taper is incorporated in the design of the head to interlock it with the
femoral stem.

The different neck fengths can fadilitate, for example, adjustment of the
tension of the muscles and reconstruction of the center of the natural head
of the femur.

Modular femoral heads are designed for use in total hip arthroplasty with
an acetabular component with an inner articulating surface. The size of
the femoral head used must match the inner diameter of the articulating
surface.

This package insert is valid for the following modular femoral
heads:
«  CoCr Heads (Protasul®-20 [CoCrMo alloy 150 5832-12])
Only for use in combination with Zimmer and Biomet polyethylene liners.
+  Todetermine whether these devices have been authorized for use in a
proposed combination, please contact your Zimmer sales representative

or visit the Zimmer website: https://labeling.zimmerbiomet.com.

Assembling the Femoral Heads

Before assembling the femoral heads please refer to the Precautions section.
The taper surfaces of stem and femoral head {and/or adapter) must be dry
and free of any foreign matter (e.g. tissue parts, bone or cement particles)
before their final setting. Place the femoral head on the stem taper with a
twisting motion while applying manual pressure until it locks. Generally
it should be easy to place the head on the stem taper. Should pressure

musculoli supporting structures, joint neuropathy) or other conditions
that may lead to inadequate skeletal fixation.

«  Active infection of the hip, old or remote infection. This may be an absolute or
relative contraindication.

«  Mlergyto theimplanted material, above all to metal (e.g., cobatt, chromium, nickel,
etc).
Local bone tumors and/or cysts.

+  Pregnancy.

A WARNINGS
+ Do not reuse. Implants are for single use only. Re-use may adversely affect device
performance.

Re-use 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
re-use of a single use device include, but are not limited to, mechanical failure and
transmission of infectious agents.

+ Do not use any component if damage is found or caused during setup or insertion.
Implants and implant parts must only be combined with components belonging to
the same system or o ¢ of the approved ¢ systems. No liability
is accepted for products of third parties that are used by the purchaser or user,

« Use only instruments and provisional implants specifically designed for use with
these devices to help ensure accurate surgical implantation, and evaluation of joint
function.

Do not use this product for anything other than the labeled indications.

+ Improper selection, placement, positioning, and fixation of the implant
components may result in unusual wear and stress conditions reducing the service
life of the prostheticimplants.

- Complications or failure of any hip prosthesis are more likely to occur in heavy
patients.

= The load-bearing capacity of the implant can be compromised by notching,

scratching, striking the prosthesis, accidental cauterization of the implant, repeated
assembly/di bly of the modular comp s,
Femoral heads with greater neck lengths may be accompanied by a higherrisk e.q.,
breakage or earlier loosening of the hip stem. The smaller the stem, the greater is
the danger. Therefore, a +7 or an XL (+8) ball head should not be combined with
the smallest stem sizes.

- Do not use Zimmer femoral heads with femoral stems using a different taper.

»  Reliable seating of the femoral head on the stem taper is only possible when both
mating surfaces are completely intact. If the corresponding stem taper is visibly
damaged, the stem must be replaced. It is absolutely essential that the taper of the
femoral stem fits perfectly with the taper of the head.
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provisional components during trial reductions. Change the components
only when diinically necessary.

«  Total hip replacements may be considered for younger patients if any
unegquivocal indication outweighs the risks associated with the age of the
patient and modified demands regarding activity and hip joint loading
are assured. This includes severely handicapped patients with multiple
joint invol s, for whom an i need of hip mobility leads
to an expectation of significant improvement in the quality of their lives.
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.

This device has not been tested for heating or migration in the MR

environment.

- Thereis 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
The following adverse effects in hip arthroplasty could be associated with the
use of CoCr Heads:

Peripheral neuropathies -+ Impingement, insufficient range
- Cardiovascular and circulatory of motion
complications +  Hematoma
+  Infections «  Leglength discrepancy
«  Perforation of the acetabulum - Hypersensitivity to implant
or femur material
o Wear « Pain
«  Heterotopic bone fi Thromboembolic diseases
«  Vascular complications «  (omplication in wound healing
«  Trochanteric problems «  (Cardiovascufar and circulatory
< Nerve damage complications
»  Corrosion of metal implants «  Pseudotumor
Early or late loosening of = Aseptic Lymphocyte Dominated
components Vasculitis Associated Lesion
Metal sensitivity (ALVAL)
«  Inflammatory reactions and - Hevated metal ions
osteolysis Other complications associated

with surgery in general, with
medication, witht instruments
used, with blood, anaesthesia
and 5o on, e.g. urinary tract
complications

Aggravation of conditions
involving other joints or the
back due to intraoperative

- Distocation and subluxation

«  Disassembly of modular
components
Prosthetic component fracture
Pelvic, femoral, or acetabular
fractures .
Instability
Pulmonary embolism



between orthopaedic implants
and malignant tumeors, any
condition that causes chronic
damage to tissues may be
oncogenic

trauma, differences in leg
lengths, femoral medialization
or weakening of the musdles
Although there is no conclusive
evidence of the relationship
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These devices are provided sterile {sterilized by Gamma imadiation -
indicated hy the “Sterile-R” [STERILETR] symbol on the label) and
remain sterile as long as the package integrity has not been violated.
Inspect each package prior to use and do not use the component if any
seal or cavity is damaged or breached or if the expiration date has been
exceeded. Once opened, the companent must be used immediately,
discarded, or resterilized (if allowed), 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 INSTRUCTIONS

These sterilization instructions are consistent with ANSI/AAMI/ISO

standards and guidelines. They should be used for sterile items that were

opened but unused.

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

In the event of inadvertent loss of sterility while preparing for surgery,

sterile packaged, all-metal implants may be resteritized only once for

immediate use. This is subject to the exceptions listed below.

DO NQT 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 implants being sterilized for immediate use should be

in the unwrapped condition.

Rinse porous components to remove lint or debris (using USP purified

water).

Aggressive cleaning with detergents and brushes may damage special

features of the implant, such as fiber metal pads or bead coatings.

Modular implant components must be sterilized separately to minimize

potential bioburden buildup in the dead space and expansion/

contraction stresses.

Leave the knitted femoral head cover on during resterilization. Remove it

just prior to implantation.

Recommended Resterilization Specifications
Follow the sterilizer manufacturer’s instructions for loading patterns and
selection of sterilization parameters.

Single. All-Metal Impiants

Steam Sterilization for Immediate Use'

Minimum
Type Temperature | Exposure Time DryTime
Gravity Displacement | 121°C(250°F) 30 minutes
Gravity Displacement | 132°C(270°F} 15 minutes
UK Prel-vacuum/ 134°C(273°) 3 minutes 0 minutes
Pulsating Vacuum?
Pre-vacuum/ B o !
| pulsating Vacuum 132°C(270°F) . 4 minutes

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

“This cydle 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

It 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 bartier.
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.

Implants, implant parts and instruments that can no longer be used may
be returned to the manufacturer for proper disposal free of charge {not
applicable for the USA).

PATIENT COUNSELING INFORMATION

Failures of prosthetic implants are more likely to occur in patients with
unreafistic 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 patient must be counseled about capabilities of the implant
and the impact it will have on his or her lifestyle. The patient 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 he replaced. The implant may not last the rest of the patients life, or
any particular length of time. Because prosthetic implants are not as strong, reliable,
or durable as natural, healthy tissues/bones, all such devices may need to be replaced
at some point.

The patient is to be made aware of and warned in advance of the surgical risks and of
possible adverse effects.

Al trademarks and logos referred to within this package insert are the property of
Zimmer Biomet or its affiliates.
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Caution: Federal law restricts this device to sale by or on the order
of a physician.

Do not use if package is damaged. The device should not be used if
the package has been damaged or opened.
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