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IMPORTANT NOTICE

The users of the ASTA Cervical Interbody Fusion Cage acknowledge that they have read and agreed to the statement in this instruction,

ensure that they are familiar with appropriate surgical technique.

INTENDED USE

The ASTA Cervical Interbody Fusion Cage is intended for stabilization and promoting bone fusion during the normal healing
process following surgical correction of disorders of the cervical spine. The product should be implanted only by a physician
thoroughly knowledgeable in the implant, indications, instruments, and surgical techniques.

DESCRIPTION

The ASTA Cervical Interbody Fusion Cage is used in single- or multi-level cervical spine from C2 to T1 segment. The implant is
placed between two vertebral bodies through an anterior approach of the cervical spine to provide stabilization and reduction.
Specific instruments have been designed to use with the implant.

MATERIAL

Implant materials listed on packaging include:

e Polyetheretherketone (PEEK) (ASTM F2026)

e Pure titanium coating (ISO 13179-1/ASTM F1580)
e Tantalum markers (ASTM F560)

INDICATION

e Degenerative disc disease (defined as discogenic pain with degeneration of the disc confirmed by patient history and
radiographic studies)

Spondylolisthesis and retrolisthesis

Spinal stenosis

Revision operation

Pseudarthrosis

CONTRAINDICATIONS

Any medical or surgical condition that may prevent successful implantation, including:

Patients with acute or chronic infection, fever, or leukocytosis

Patients with local inflammation

Morbid obesity

Pregnancy

Patients with infections associated with the spine (e.g., spondylodiscitis)

Patients with a history of material allergy or who tend to react to foreign bodies

Patients with severe defects in the vertebral structure (partial fractures, congenital deformities)
Patients with inadequate bone quality or quantity (e.g., severe osteoporosis, osteopenia, osteomyelitis)
Patients who are in a generally unfavorable medical or psychological state and who could be made worse by the procedure
Patients with spinal fracture

Patients with spinal tumor

Patients with drug or alcohol abuse
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POSSIBLE SIDE EFFECTS AND INTERACTIONS
In addition to general surgical risks, potential complications associated with surgery of the disc include, but are not limited to:

Implant malposition, ge, loosening, di: i cation

Spondylolisthesis, pseudoarthrosis, and insufficient fusion

Breakage of any or all components or instruments

Foreign body reaction to the implant, including possible development of autoimmune disease, tumors, andfor scarring
Loss of intervertebral disc height due to removal of healthy bone material

Stress shielding or fracture at, above or below the surgical site

Implant placing pressure on surrounding tissues or organs may cause damage to the esophagus or trachea
Loss of proper spinal curvature, correction, height, and/or reduction

Changes in bone density and degenerative changes in the region of the adjacent vertebral bodies
Infections, allergies and/or discitis, arachnoiditis and other forms of inflammatory reactions

Bleeding and/or hematoma

Neurological ications caused by over di: or trauma of the nerve roots or dura
Deep vein thrombosis, thrombophlebitis, and pulmonary embolism

Persistent pain and inability to resume daily activities

Death

GENERAL INFORMATION

The operating surgeon shall devise an operation plan that specifies and accurately documents the following: the selection of
implant and sizes, the positioning of implant in the bone, and the location of markings during the operation. The following
conditions must be fulfilled prior to surgery:

All required implants are ready to hand.

All required instruments for implantation must be available and in working order, including A-SPINE implantation systems.
Follow all instructions listed in the surgical technique of the implant.

The operating surgeon and operating room team are thoroughly conversant with the operating technique and with the
available range of implants and instruments. Information materials on these subjects must be complete and ready to hand.
Aseptic operating conditions.

The operating surgeon is fully conversant with the rules governing medical practice, the current state of scientific
knowledge, and the contents of relevant scientific articles by medical authors.

The patient has been informed of the procedure, taking into account the information provided in the sections on indications,
contraindications, side effects and interactions, and has documented histher ur ing and consented reg: the
following:

e In the case of delayed or incomplete fusion, the implant may break and loosen due to high loads.
The lifespan of the implant depends mainly on the patient's weight.

The implant must not be overloaded by extreme strains, hard physical work, or sports.
Corrective surgery may be necessitated by implant loosening, breakage, or loss of correction.
Excessive drinking and smoking may increase the risk of insufficient bone fusion and/or failure
The patient must undergo regular medical follow-up examinations of the implant.

WARNING AND PRECAUTIONS
The implant provides support for the normal healing process. It should neither replace normal structures of the body nor
permanently bear the loads occurring in the case of incomplete healing.

e Patients should be fully informed of the important medical information in this instruction before surgery.

e Itis the responsibility of the operating surgeon to make sure that the surgical procedure is performed appropriately.

e General risk factors associated with surgical procedures that are not described in this instruction.

e The operating surgeon must have a thorough command of both the hands-on and conceptual aspects of the established operating
techniques.

o The operating surgeon must be fully conversant with bone anatomy, including the pathways of nerves, blood vessels, muscles, and
ligaments.

e A-SPINE is not responsible for any complications arising from incorrect diagnosis, choice of incorrect implant, incorrectly combined
implant and/or operating techniques, the limitations of treatment methods, or lack of asepsis.

e The instruction of individual implant must be followed. The surgeon must be fully conversant with the various components before
use. Hefshe should also assemble the implant and make sure that all and yir are ready to hand.

e The implant has been tested and approved in combination with A-SPINE instruments. If other combinations are used, the
responsibility for such action lies with the operating surgeon.

e Do not, under any circumstances, combine implants from different manufacturers.

e Do not, under any circumstances, use damaged or surgically excised implants.

e Implants that have been used before must not be reused under any circumstances.

e The attending physician shall make decision with regard to the removal of implant that have been used.

CLEANING & STERILIZATION

Prior to use, check the expiration date of the product and verify the integrity of the sterile packaging. The implant comes
individually packed in protective packaging that is labeled according to its contents. All packages should be intact upon receiving
the product. If the sealed sterilization package is damaged, do not re-sterilize and use the product. Return the product to the
manufacturer immediately. The implant is sterilized by gamma radiation.

MRI INFORMATION
The product has not been evaluated for safety, heating, displacement, or compatibility in the magnetic resonance environment.

“ Manufacturer
%»9 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) 2-2026-8807

E-mail: service@aspine.com.tw

Web: www.aspine.com.tw
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