) A-SPINE

A-Mesh Spinal Titanium Mesh

English ZRRPX BA

I-VBR-001-GE  I-VBR-001-DT  |-VBR-001-ES
April C0101-Z-z15
2024 V7
[EN | A-Mesh Spinal Titanium Mesh

IMPORTANT NOTICE
The users of the A-Mesh Spinal Titanium Mesh acknowledge that they have read and agreed to the statement in
this insert, which is considered contractual.

DESCRIPTION

The A-Mesh Spinal Titanium Mesh is designed to restore biomechanical integrity throughout the thoracic and
lumbar spine following vertebrectomy or corpectomy for patients with spine tumors or fractures. The system
provides anterior, middle and posterior vertebral column support both immediately after surgery and for prolonged
periods in the absence of bone fusion.

MATERIAL
The A-Mesh Spinal Titanium Mesh is made of Titanium alloy (Ti6Al4V, ASTM F136/ISO 5832-3).

INDICATIONS

The A-Mesh Spinal Titanium Mesh is indicated for use in the thoracolumbar spine (i.e., T1 to L5) to replace a
diseased vertebral body resected or excised for the treatment of tumors, to achieve anterior decompression of the
spinal cord and neural tissues, and to restore the height of a collapsed vertebral body. The A-Mesh Spinal
Titanium Mesh is also indicated for use in vertebral fracture or unstable.

CONTRAINDICATIONS

Contraindications include, but not limited to patients with:

e Severe osteoporosis

e Vertebral fracture or disease with any active or suspected latent infection
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e Conditions that may place excessive stresses on bone and implants, such as severe obesity or degenerative
diseases

POSSIBLE ADVERSE EFFECTS

e Spinal surgery complications: genito-urinary system functional syndrome, gastro-intestinal system functional
syndrome, cardiovascular circulatory functional syndrome (including thrombosis), bronchopulmonary
syndrome (including pulmonary embolism), bursitis, hematorrhea, myocardial infarction , infection, paralysis or
death

Operation resulting in
vessel and nerve obstacle

Pain, discomfort, or abnormal sensations due to the presence of the device

Due to improper implantation, inflammation, early loading and trauma result in loosening, bending, fracture or
dislocation

Delayed or non union of the grafted mass and pseudoarthrosis

Allergic reactions to implant material

Decrease in bone density due to bone absorption or stress shielding

Degenerative changes or instability in segments adjacent to fused vertebral levels

damage, nerve damage, disease position ossification,

WARNING
The implants must be implanted only by surgeons having undergone the necessary training in spine surgery
the implantation of which must be in accordance with the medlcal and surglcal indications, the potential risks
and limitations related to this type of surgery, the and

Prior to clinical use of these implants, the operating surgeons shou\d thoroughly understand all aspects of the
surgical procedure and limitations of the spinal fixation system. The A-Mesh Spinal Titanium Mesh is limited for
use by surgeons familiar with the pre- and post-operative treatment, surgical technique, cautions and potential
risks related with such spinal surgery. The i of of surgical techni
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selection and placement of implants, pre and post-operative patient management are considered essential
factors to the delivery of a successful surgical treatment.

Appropriate size selection, material, shape, placement, and fixation play critical role in implant service life that
the decision of selecting proper implant is very important. Implant being properly selected minimize potential
risk of implant failure to the least, thus, close approximation of the size, shape, material, strength of implants
to the skeleton of the individual patient renders maximum result to the implant service life. Surgical implants
must never be reused. An explained implant should never be re-implanted.

Great care must be taken to protect the implants from mars, nicks and notches generated by the contact with
other metal or abrasive objects. Such injuries produce defects in surface finish of the implants as well as
internal stresses which in terms, may become the focal point of implant failure.

Implant must not be reused. Discard all implants immediately after removal of implants from human body, or
mishandled intra-operatively.

The patient should be warned that non- i with

device and the possible need thereafter for additional surgery to remove the device.

could lead to failure of the

INSTRUMENTS CLEANING

e All implants and instruments should be cleaned by ultrasonic cleaner with distilled water for 5 minutes.
CAUTION : The use of sodium hydroxide (NaOH) is prohibited.

Avoid the use of corrosive products and/or instruments including abrasive sponges and metal brushes.

Verify that all instruments are in operative condition prior to sterilization.

INSTRUMENTS FOR STERILIZATION

All implants and instruments should be sterilized by steam autoclave following the instructions of the sterilizer
manufacturer according to the type of sterilizer used and the method in accordance with the internal hospital
guidelines to achieve the degree of sterility of 10°. The suggested parameters are as follow:

o Steam Wrapped Gravity Cycle at 121 “C/ 250 °F for 30 minutes.

PACKAGE, LABELING & STORAGE

e The implants of the A-Mesh Spinal Titanium Mesh are supplied non-sterile.

The implants and instruments should be sterilized via steam under 121 “C/ 250 °F, 20 PSI for 30 min before
using.

The implants are delivered in individual packages. The implant, package, and insert must be intact at the time
of receipt. All legal information required for this type of implant is given in the labeling and the insert of each
package.

The implants may be supplied as a complete set in specially designed trays or boxes, which can be sterilized
directly.

Use care in handling and storage of implants. Cutting, aggressive bending, or scratching of implant surface can
significantly reduce the strength & fatigue resistance of the implants. This may cause cracks or non-visible
internal stresses that lead to fracture of the implants.

Implants and instruments should be stored away from the corrosive environments such as salt air, moisture.
Routine inspection and trial assembly of the instruments and implants are recommended to verify if damage
occurred in storage or prior surgery.

AFTER SERVICE

In case of claim of dissatisfaction of the identification, reliability, safety, efficacy, or performance of the A-Mesh
Spinal Titanium Mesh, or the services provided by A-SPINE Asia Co., Ltd., please contact A-SPINE, the
authorized distributor or dealer.

e Any defect or suspected defect in anyone of the implants should be reported to A-SPINE, the authorized
distributor or dealer.

Upon receipt of implant defect or damage to the package or insert should be reported to A-SPINE, the
authorized distributor or dealer for replacement.

Any serious side effect on patient health or safety, or any life threatening issue or death caused by or
associated with the use of the A-Mesh Spinal Titanium Mesh due to component malfunction, damage, or
inappropriate direction, should be reported immediately to A-SPINE, the authorized distributor or dealer by fax,
e-mail or phone.

Any claim or report listed above should contain product description, reference number, lot number, your full
contact information, and the type of incident, an accurate description of the incident and consequences, and
other related technical information to assist future investigation. Please indicate if a written report is required
from A-SPINE, the authorized distributor or dealer.

Additional Information regarding the specific implants or instruments may be obtained from:

“ Manufacturer

@A-SPINE

A-SPINE Asia Co., Ltd.

20F., No. 80, Section 1, Chenggong Road, Yonghe District, New Taipei City 234634, Taiwan
Tel: (886) 2-2926-7088 / Fax: (886) 2-2926-8807

E-mail: service@aspine.com.tw

Web: www.aspine.com.tw
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