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“A superior arthroplasthy revision method
going beyond just ‘removing’ the bone
cement.’

Axiom™ Ultrasonic Cement Removal System

A Visionary Device Offering Better Results
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Mechanism of Action

Axiom™ Ultrasonic Cement Removal System is used in the removal of synthetic materials like
polymethylmethacrylate bone cement (PMMA) in large joint revision procedures. The ultrasonic vibration at the
tip of probe softens the cement around the implant. The system is designed and developed to facilitate the
removal of bone cement during revision arthroplasty whilst controlling bleeding. The softened material is then
scrabbed from the host tissue.

Vibration-generated temperature increase at the tip can transform PMMA from a rigid material to a fluffy
malleable form which in turn beefs up the removal process of PMMA from the contact circumference.
Technically speaking, the phenomenon of glass transition temperature is realized in changing the form of
material by upcoming micro movement and resulting in changing elasticity modules, heat conduction and
thermal expansion.

Principle of Operation

Ultrasonic surgery is realized between 20-60 kHz. In principle, the outlet voltage is supplied at 50 to 60 hertz. The
generator boosts this frequency to 25-30 kHz. The resulting ultrasonic frequency is delivered into the hand-piece
and amplified to the motion. After activation, the handle probe can vibrate 25-30.000 strokes per second and
results in cavitation at the surgical site. The system uses this cavitation to soften the cement holding the implant
in place.

1) Selectively remove cement
Axiom™ Ultrasonic Cement Removal System removes cement selectively during revision arthroplasty.
Bone cement has a high capacity for absorbing energy and low thermal conductivity. The substantial
temperature increase of the system protects the surrounding tissue during the removal of cement.’

2) Preserving host bone
Axiom™ Ultrasonic Cement Removal System preserves host bone. Ultrasound affects cancellous bone
and it is removed when subjected to energy levels applied while removal of cement. Whereas due to
design of the probe and levels of energy that are used, cortical bone is not affected. Ultrasound could
not be absorbed by bone just as readily as cement and due to both audible and tactile mechanism of the
system, probe position within the bone could be detected by surgeons.?3

The Axiom™ Cement Removal System and Accessories may be used as an
adjunct to or substitute for manually done PMMA removal procedure in
orthopedic surgeries such as hip joint shoulder arthroplasty revision surgeries.
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Indications

The Axiom™ Cement Removal System & Accessories

are indicated fpr remova!l o} PMMA PRODUCT LIST
in arthroplasty revision surgeries and to be
used to scrab, debride, fragment, aspirate and
remove undesired and unwanted hard and soft Ultrasonic Handle CMT (Non-Sterile, Re-Sterilizable)
tissue. Ultrasonic Handle ST (Non-Sterile, Re-Sterilizable)

Product Overview

Ultrasonic Generator

Ultrasonic Handle HT (Non-Sterile, Re-Sterilizable)

Ultrasonic Handle WE (Non-Sterile, Re-Sterilizable)
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Surgical Probe SPR (Non-Sterile, Re-Sterilizable)
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perforation by ultrasonic tools in joint revision surgery. Cement Removal Probe CPVII (Sterile, Single-Use)
J Arthroplasty. 1995; 10:359-62 Cement Removal Probe CPVIII (Sterile, Single-Use)

Cement Removal Probe CPI (Sterile, Single-Use)

Cement Removal Probe CPII (Sterile, Single-Use)
Cement Removal Probe CPIII (Sterile, Single-Use)
Cement Removal Probe CPIV (Sterile, Single-Use)

Cement Removal Probe CPV (Sterile, Single-Use)

Cement Removal Probe CPIX (Sterile, Single-Use)
Cement Removal Probe CPX (Sterile, Single-Use)
Cement Removal Probe CPXI (Sterile, Single-Use)
Cement Removal Probe CPXII (Sterile, Single-Use)
Cement Removal Probe CPXIII (Sterile, Single-Use)
Cement Removal Probe CPXIV (Sterile, Single-Use)
Cement Removal Probe CPXV (Sterile, Single-Use)
Cement Removal Probe CPXVI (Sterile, Single-Use)
Cement Removal Probe CPXVII (Sterile, Single-Use)
Cement Removal Probe CPXVIII (Sterile, Single-Use)
Cement Removal Probe CPXIX (Sterile, Single-Use)

Cement Removal Probe CPXX (Sterile, Single-Use)
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Disclaimer

A surgeon must always rely on his or her own professional clinical judgment when deciding whether to use a particular product when treating a par-ticular

patient. Mavera Medical Devices Inc. does not dispense medical advice and recommends that surgeons be trained in the use of any particular product before

using it in surgery. A surgeon must always refer to the package insert, product label and/or instructions for use before using any Mavera Medical Devices Inc.
product. Products may not always be available in all markets in a similar capacity due to the local regulatory and/or medical practices. It is advised that you
contact a Mavera representative if you have questions about Mavera products. Axiom™ is a Registered Trademark of Mavera Medical Devices Inc

Mavera Medical Devices Inc. guarantees that the products are designed, manufactured and packaged on application of the EN ISO 13485 certified quality
management with all possible care, using the most suitable state-of-the-art processes and applying the principle of integrating safety into its design and
manufacture. This system is designed to guarantee the safe use of device when it is employed under condition and for the purposes for which it is intended, in
accordance with precautions described in the operator's manual and/or instructions for use and to minimize the risks associated with the use of the device as
far as possible, although they cannot be totally eliminated. The device must only be used under the responsibility of specialist medical personnel, taking
account of the unavoidable risks and the possible side effects and complications of the treatment for which, it is designed, including those referred to in other
sections of these instructions for use.
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