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Patient Information

This brochure will help you understand more about:
e General conditions of the spine
e Information about surgical treatment

e \What to expect from surgery

The decision to receive medical treatment is individualized to the patient andthe
patient'ssymptoms. The information presentedwithinthis brochure maynotapplyto
your condition, treatment or its outcome, as surgical techniques vary and complications
canoccur. Itisimportantto discuss the viability of this procedure with your physician

to decide whether this treatment option is right for you.

This brochure is intended to be an educational resource only and is not meant to be
a warranty orto replace a conversation between a patientandtheir physician or
memberoftheirhealth care team. Please consultyour physician foracomplete listof
Indications, precautions, clinical results and other important medical information that

pertains to thisprocedure.




Anatomy of the Spine
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Anatomy of the Spine

The spine iIs made up of vertebrae and is divided into 3 main sections:
e Cervical (7 vertebrae)
e Thoracic (12 vertebrae)

e Lumbar (5 vertebrae)

Below the lumbar spine is the sacrum which i1s composed of 5 fused vertebrae.
At the end of the spine is the coccyx, or the tailbone.

The vertebrae bear the weight of the upper body and provide points of
attachment for muscles and ligaments and also feature bones called spinous
processes. Spinous processes are the bones you can feel inthe middle of your
backifyourunyourhandoveryourspine. Vertebrae also protectthe spinal

canal and provide exit points for spinal nerves.
The Individual vertebrae are separated by intervertebral discs, which act

as cushions or shock absorbers between the vertebral bodies. Nerves run
pbetween your vertebrae and carry signals through your body.
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What 1s Degenerative Disc Disease?

Degenerative changes in the spine may cause instability and pain in your back.
Degenerative Disc Disease (DDD) involves the intervertebral disc and is part of
the naturalagingprocess. DDD canalsoresultfromtorsional (twisting) injury
to the lower back.

In the normal spine, your discs act as a cushion between vertebrae. Over time
the discs canloseflexibility, elasticityand height. Whenthishappens, they
lose their shock absorbing characteristics and can lead to abnormal motion or
alignment of the spine, which may result in pain.

symptoms of DDD include painornumbnessinthe backorlegs. This pain
may Increase with activities that involve sitting for extended periods, bending
or twisting.
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What is Spondylolisthesis?

Spondylolisthesis is a condition in which one of the vertebrae slips forward
or backward. Ifleftuntreated, this canlead to deformity of the spine and
narrowing of the spinal canal.

Typical symptoms include low back pain, muscle spasms, thigh or leg pain and

weakness. Interestingly, some patients are asymptomatic and only learn of the
disorder after spinal radiographs.

Normal spine segment

Displaced vertebra causing
pressure on nerve
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Answers to your questions regarding
SP-Fix Spinous Process Fixation System

Howthe SP-Fix™ Spinous Process Fixation System Works

The SP-Fix™ Spinous Process Fixation System is afixation device designedto
provide supplemental fixation in your spine and supports a minimally invasive
surgical technique. SP-Fix™is available in varigr®sist %o fit specific anatomy
andcomesineitheraPlateandBarrel Assent . S Assembly. Your
surgeon willrecommend which procedure aii B estforyouand
your condition. i [ '
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How IS the Procedure Performed?

Your surgeon may need to relieve excess pressure on the spinal cord or nerves .
Anincision will be made inyour back over the affected area. Yoursurgeon

will implant the device into your spine between your spinous processes. Once

the device hasbeenimplanted, yoursurgeonwillclampthe implanttogether,

locking It to your spinous processes.

Bone graftmaterial is placed aroundthe finalassemblytofacilitate fusion.
SP-Fix™ s designedtobe used with otherfixationdevices suchas pedicle

screws, facet screwsoraninterbody device with a plate and screw along
with SP-Fix™.

Speak to your surgeon about surgical options for your specific condition and what is
beneficial for you.

SP-Fix™ Plate Assembly
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What Should | Expect with My Recovery?

Treatment with SP-Fix™ Spinous Process Fixation System may help you return
tonormalactivities. Many patientsrecoverin2—4 weeks; however, recovery
timevaries between patients. Some patients may be able togetoutofbedthe
day of surgery and may be discharged the following day.

A positive attitude, reasonable expectations and compliance with your doctor’s
post-surgical instructions may all contribute to a satisfactory outcome .
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Contraindications, Complications, Warnings, and Precautions

Youmay be contraindicatedforthisdeviceifyou have aninfection, a

congenital abnormality, are obese, pregnant, mentally ill, diabetic, suffer from
rheumatoid arthritis, osteoporosis, or cancer.

Aswithanysurgicalprocedure, complicationsmayoccurfollowingthe
placement ofthisdevice. These caninclude butarenotlimitedtoearly orlate

implantbending, breakage, failure, loosening, movement/migration, bone
fracture, and allergic reaction to implant material.

Other general complications associated with any spinal surgical procedure
Include non-union or delayed union, pseudarthrosis, pain, second surgery,
bleeding, early or late infection, spinal cord and/or nerve damage, incisional
complication, scar formation, blood vessel damage, cardiovascular system
compromise, respiratory problems, complications due to bone grafting,
reactionstoanesthesia, impotence, sexual dysfunction, paralysis, and death.

This list does not include all possible contraindications, complications, warnings, or

precautions. Please consult with your surgeon for additional information on this topic
and how It applies to your particular medical condition.
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