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Spinal Discectomy and Fusion

This brochure offers a brief overview of spinal discectomy and
fusion, and the devices offered by Signature Orthopaedics.
This information is for educational purposes only and is not
intended to replace the expert guidance of your physician.

Your orthopaedic surgeon will evaluate your situation carefully if
you are experiencing pain, numbness, tingling or abnormalities as a
result of a diseased or damaged spinal segments.

Common conditions in skeletally mature patients include:

. Arthrodesis required at any paired vertebral bodies in the
cervical, thoracic, lumbar and/or sacral spine, as specified
on the particular device’s label.

. Degenerative disc disease defined as back pain of
discogenic origin with degeneration of the disc confirmed
by history and radiographic studies.

. Spinal stenosis.

. Spinal deformities or curvatures.

. Spondylolisthesis.

. Trauma e.g. fracture or dislocation.

. Pseudoarthrosis.

. Previous failed fusion.

. Tumour.

. Can be used with osteobiological products such as OP1,

BMP or similar.

In these cases, Signature Orthopaedics spinal implants can be
employed to immobilize, stabilize or fuse a vertebral body.

For more details on possible adverse effects and risks, please refer to the elFU.

Instructions for Use
Consult this Website
SignatureOrtho.com.au/elFU
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Spinal Discectomy and Fusion

Your doctor will evaluate your condition and determine
if, or which surgery is right for you.

The Anterior Cervical Discectomy and Fusion (ACDF) surgery
aims to relieve the pressure on the spinal cord, nerve roots
and/or treat an unhealthy disc in the cervical spine.

Through a small incision, the surgeon will have direct access
AC D F to the cervical spine from the front, where the removal of the
damaged disc can take place, followed by the placement of

su rge ry interbody fusion implant.
?

¢ To secure the vertebrae in place during the fusion of bone,

spinalimplants such as a standalone implant, with built-in
fixation (i.e. screws) or plate with screws may be used.
Over time, the vertebrae is expected to grow together
through fusion. This may take from a few months, to a few
years to completely fuse depending on patient factors.
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Spinal Discectomy and Fusion

Your doctor will evaluate your condition and determine
if or which surgery is right for you.

The Anterior Lumber Interbody Fusion (ALIF) surgery aims to
relieve the pressure on the spinal cord, nerve roots and/or treat
an unhealthy disc in the lumbar spine.

Through a small incision, the surgeon will have direct access
to the lumbar spine from the front, where the removal of the
damaged disc can take place, followed by the placement of
interbody fusion implant.

To secure the vertebrae in place during fusion of bone, spinal
implants such as a standalone implant with built-in fixation (i.e.
screws) or plate with screws may be used. Over time,

the vertebrae is expected to grow together through fusion.

This may take from a few months, to a few years to completely
fuse, depending on patient factors.
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Spinal Discectomy and Fusion

Your doctor will evaluate your condition and determine
if or which surgery is right for you.

What The Posterior Lumbar Interbody Fusion (PLIF) surgery aims to
is relieve the pressure on the spinal cord, nerve roots and/or treat
an unhealthy disc in the lumbar spine.
an
Through a small incision, the surgeon will have direct access
P L I F to the lumbar spine from the back, where the removal of the
damaged disc can take place followed by the placement of an

su rge ry interbody fusion implant.
?

¢ To secure the vertebrae in place during fusion of bone, spinal

implants such as an interbody spacer is inserted into the disc
space. Screws and rods are inserted on the left and right sides
of the vertebrae to hold the vertebrae in place. Over time, the
vertebrae is expected to grow together through fusion.

This may take from a few months, to a few years to completely
fuse, depending on patient factors.
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Spinal Discectomy and Fusion

Your doctor will evaluate your condition and determine
if or which surgery is right for you.

A Minimally Invasive Surgery (MIS) involves the use of
small incisions along the spine where the surgeon is able
to separate the muscles surrounding the spine instead of
cutting through them.

As surgery is personalized to patient factors and symptoms,
your orthopaedic surgeon will discuss if minimally invasive
surgery is right for you.
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Spinal Discectomy and Fusion

As with any major operation, spinal surgeries have possible
complications. Every possible effort is made by the medical
team to prevent complications, but this cannot be accom-
plished without your participation.

Adve rse The following are specific adverse effects which should be
Eve nts understood by the surgeon and explained to the patient.
These warnings do not include all adverse effects that may

and occur in surgery.

Risks . Nonunion (pseudarthrosis).
. Bending or fracture of implant.
. Early or late loosening of the implant.
. Metal sensitivity, or allergic reaction to the implant.
. Early or late infection.
. Decrease in bone density due to stress shielding.
. Pain, discomfort, or abnormal sensations.
. Various nerve and vascular damage.
. Bursitis.
. Paralysis.
. Dural tears experienced during surgery could result in

the need for further surgery, a chronic CSF leak or fistula
and possible meningitis.

. Damage to lymphatic vessels and/or lymphatic fluid.

. Spinal cord impingement or damage.

. Cessation of growth of the operated portion of the bone.

. Fracture of bony structures, or penetration of the
implantinto the bone.

. Bone formation around and through the implant making
removal difficult.

. Post operative change in spinal curvature, loss of
correction, height and/or reduction.

. Degenerative changes or instability in segments adjacent

to fused vertebral levels.

For more details on possible adverse effects and risks, please refer to the elFU.
Instructions for Use
[;T\}_:I Consult this Website
SignatureOrtho.com.au/elFU
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You should phone your physician anytime you have questions regarding your
condition, care and activity level.

Report any changes with your incisions, such as an increase in swelling, redness or
drainage that worsens during your recovery. Call your physician if you experience

persistent pain not relieved by pain medication, have side effects from medication
or persistent swelling not relieved with ice or rest.
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Spinal Discectomy and Fusion

Signature Orthopaedics offers a range of products
applicable for various situations and anatomies,
as determined by your physician.

Although implant surgery is extremely successful in

most cases, some patients will still experience pain and
stiffness. Your physician will evaluate your particular
situation carefully before making any decision regarding
which implant is most appropriate for you, and discuss all
complications and risks with you prior to surgery.

Signature Orthopaedics’ spinal implant is only intended for
use with approved devices and accessories. The selection

of an implant of the correct size, shape, and type of bone

H fixation is extremely important to maximise the potential for
a successful, long-term outcome for you.
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Spinal Discectomy and Fusion

The lifetime of the Signature Orthopaedics devices are
indefinite once fusion occurs, when used in accordance
with the Instructions For Use. The prosthesis is intended
to remain implanted for your lifetime.

How long

The device is not intended to support in-vivo loading

° indefinitely. Over time, the vertebral bone is expected to
Wi “' my grow together over time through fusion. This may take from a
few months, to a few years to completely fuse, depending

o
im p la nts on patient factors.

last
?
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Spinal Discectomy and Fusion

After surgery, your surgeon will determine the best
postoperative plan for you. This may include prescribed
medications and activities.

The degree to which you can perform day to day movements
is based on your surgery, and patient factors.

Your orthopaedic surgeon will provide recommendations
and guidelines, as well as discuss limitations to
postoperative activity.
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How To Report Adverse Events

CONTACT US

Any serious incident that occurs in relation to the
device should be reported to your physician and the
manufacturer, Signature Orthopaedics,

by contacting the healthcare provider or emailing
info@signatureortho.com.au
info@signatureortho.eu

If within Australia, you may also report an adverse event to the Therapeutic Goods
Administration (TGA). More information regarding adverse events and how to report
can be found at https://www.tga.gov.au/reporting-adverse-events
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This leaflet is intended for use in Europe and Australia.
For the latest version of this leaflet,
please refer to www.signatureortho.com.au/patientinfo

AUSTRALIAN MADE

AUSTRALIA USA
7 Sirius Rd Lane Cove West 3150 Stage Post Drive,
NSW 2066 Australia Suite 104, Bartlett TN 38133
Tel: +61 2 9428 5181 Tel: +1 844 762 9221
Fax: +61 2 8456 6065 Fax: +1 855 630 9555
info@signatureortho.com.au info@signatureortho.us
IRELAND FRANCE
Unit A, Espace Entreprises — L'Arobase,
IDA Business and Technology Park, 2 Rue Georges Charpak 81100 CASTRES
Garrycastle, Athlone, N37 DY26, Ireland Tel: +33(0)5 6373 5183
Tel: +353 (0) 906400539 Fax: +33(0)5 6373 5184
info@signatureortho.com.eu info@signatureortho.eu




