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COSY

Cervicothoracic Occipital Rod-Screw System

Dear Patient,

Changes in the spine due to wear and tear or
disease are often accompanied by pain and can
severely impair your quality of life. This brochure
provides you with information on “stiffening” (fusion)
of the spine. It is of a general nature and does
not constitute medical advice or a medical
recommendation. The information does not make
any diagnostic or therapeutic statement about
the respective individual medical case.
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The Cervical Spine

The spine is an extremely complex system of bones, cartilage,
muscles and nerves and has both static and dynamic functions.
It also forms a protective channel for the spinal cord, the exiting
nerves and the vertebral arteries that supply blood to the spinal
cord, brainstem and cerebellum.

The cervical spine, commonly abbreviated as C (C1 - C7), is
the most mobile segment of the spine. It consists of seven
vertebrae, numbered from one to seven from top to bottom.
The uppermost cervical vertebra is in contact with the occiput,
and the lowermost is in contact with the first thoracic vertebrae.
Physiologically, the cervical spine has a forward curvature called
lordosis. The cervical vertebrae, with the exception of the
first two vertebrae (atlas and axis) are firmly connected by
intervertebral discs.
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Disease of the cervical spine

The cervical spine is the upper part of the spine and consists of
seven vertebrae, referred to as C1 through C7. The two most
important segments of the cervical spine are the transitional
area between the head and neck and the 7 cervical vertebrae
below. The cervical spine is also surrounded by muscles, nerves,
tendons and ligaments. Each cervical vertebra performs a
specific task in the cervical spine. All elements work together
to support the cervical spine so that it can function properly.
While C1 supports the weight of the skull, C2 allows the head
to rotate further. C3, C4 and C5 provide stability and support
for the neck. C6 is also responsible for the movement and
stability of the neck, while C7 provides the transition to the
thoracic spine.

Like all other bones in the body, the cervical spine can cause
pain due to inflammatory diseases, wear and tear (degenera-
tion) as a result of arthritic changes in the joints. Constrictions
(stenoses) and deformities can disturb the function of nerves
and spinal cord.

Surgical treatment is necessary if symptoms do not improve
with conservative therapy or if impending neurological disor-
ders cannot be treated in any other way.

For example, in case of sensory disturbances in the hands,
stiffness of the limbs or unsteady gait.
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This brochure is intended to give you the important basic
facts but it cannot replace individual advice from your
doctor. Please ask your doctor for further questions in
regard to your individual pathology indications. This and
the implantation are the responsibility of the surgeon.
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Fusion of the cervical spine

If symptoms cannot be eliminated or sufficiently reduced by
conservative therapy or appropriate pain medication, surgery
may be necessary.

Depending on your personal clinical picture, this may require
a rod-screw system in which the diseased part of the spine
is stiffened (fused). For example, in the case of fractures,
dislocations or instabilities. The goal is always to ensure a
long-term improvement in your symptoms.
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The operation with COSY®

The operation is usually performed in the prone position with
the head held securely in position with a head holder (Mayfield
or Halo). Prior to instrumentation, direct visualization is used to
ensure that the position of the head is anatomically correct. This is
particularly important if the occiput has to be connected and fixed
to the cervical and thoracic spine.

Via a midline skin incision on the neck, the musculature is pushed
aside and the spine is exposed. The COSY® screws are then
inserted into the vertebral bodies and fixed with connecting rods.
If the occiput must be fixed to the cervical and thoracic spine,
a plate is also attached to the occiput and connected to the
COSY® screws with rods.

Plate, screws and rods provide spine stability and ensure
immobilization until the bone has fused the vertebral bodies.

After the operation

After cervical spine surgery, you will need to stay in the hospital
for a few days. Aftercare and follow-up examinations will be
tailored to your individual needs by your attending physician.
After surgical treatment, you will be allowed limited physical
activity for a period of time. This includes lifting heavy objects,
rotational movements and any type of sports. Falls and jerky
movements should be avoided at all costs.

Your surgeon will give you more information about the above
measures and will create an individualized aftercare plan with
you (physiotherapy, mobilization, strength exercises) so that you
can quickly return to everyday life. Your surgeon will also suggest
further aftercare if necessary.

Please always follow the doctor’s advice.
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Identification of the implant

You will find information on the identification of your implant
as well as the name, address and website of SIGNUS on your
implantation ID card, which will be given to you by your treating
physician.

About COSY®

The COSY® Cervicothoracic Occipital Rod-Screw System is
a system for use in the cervical spine. The implants are used
for surgical immobilization, stabilization and correction of
deformities of the human cervical spine and cervicothoracic
junction, as well as the occipito-cervical junction, if necessary.

The screws are available in different diameters and lengths,
the rods in different lengths. This enables adaptation to different
patient anatomies. The decision regarding possible removal of
an implant is the responsibility of the treating surgeon.

COSY® Material
The implants are made of the following materials:
e Titanium alloy (Ti-6Al-4V) according to ASTM F 136 / ISO 5832-3

e Cobalt-chromium-molybdenum alloy according to
ASTM F 1537 /ISO 5832-12

For easy identification, the implants are coated with oxide
layers of different colors. Color changes are due to production
and processing and have no influence on functionality.

The materials are established for use as implants. They are bio-
compatible, corrosion resistant and non-toxic in the biological
environment.

COSY® has not been tested for safety in the MRI environment.
It has not been tested for heating or undesirable changes in
the MRI environment. The safety of the COSY® Cervicothoracic
Occipital Rod-Screw System in the MRI environment is unknown.
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Undesirable side effects

Your doctor will inform you of the general risks and possible
complications of the surgery. The following are possible risks
and complications associated with the implant that may require
revision surgery:

* Loosening and / or fracture
(e.g., with failure or delayed fusion).

e Postoperative loss of correction or
changes in spinal curvature.

¢ Pseudoarthrosis / lack of fusion

e Foreign body sensitivity, allergic or other local / systemic
side effects with regard to the implant materials used

* Misplacement

* In rare cases, epidural hematoma may develop
postoperatively in patients with coagulation disorders
on anticoagulant therapy.

® Vascular lesion

* Neural lesions with reversible or permanent neurologic
deficits or paralysis.

* Infection
* Nerve root / spinal canal injuries

e Dural tears, pseudo meningocele, fistula,
persistent CSF leakage, meningitis

When you should consult a Health Professional

If you experience one or more of the following, we recommend
to contact your physician or any health professional:

® Progressive arm pain

* New or progressive pain or weakness in arms and / or legs
* New or progressive tingling or numbness in arms or legs

¢ Incontinence (bladder or rectum)

e Fever or increased temperature

* Redness, swelling, or discharge from the wound

® Progressive neck pain

e Difficulty swallowing

e Difficulty breathing

If you experience any serious incident in relation to
COSY?, please report to the manufacturer
SIGNUS Medizintechnik GmbH (gm@signus.com).

Important information: Please keep in mind that
SIGNUS Medizintechnik GmbH just provides general
information about the treatment. Specific questions
can only be answered by your doctor. SIGNUS assumes
no liability for wrong indication or medical malpractice.
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AKO ce Hy>KAaeTe OT TO3U AOKYMEHT
Ha BawuA opuLMaAEH e31K Ha
EBponelickua cbios, MoASA,
n3npareTe 3aaBKa Mo UMeA AO:
info@signus.com

Hvis du har brug for dette
dokument pa dit officielle sprog i
Den Europzeiske Union, bedes du
sende en forespergsel via e-mail til:
info@signus.com

Sollten Sie dieses Dokument in lhrer
Amtssprache der Européischen Union
bendtigen, senden Sie bitte eine
Anfrage per E-Mail an:
info@signus.com

If you require this document in your
official European Union language,
please send a request via email to:
info@signus.com

Kui vajate seda dokumenti ménes
Euroopa Liidu ametlikus keeles,
saatke palun péring e-posti
aadressil: info@signus.com

Jos tarvitset tdman asiakirjan jollakin
Euroopan union virallisella kielell,
voit tilata sen séhkopostitse
osoitteesta: info@signus.com

Sivous avez besoin de ce document
dans votre langue officielle de
I"'Union européenne, veuillez
envoyer une demande par e-mail a:
info@signus.com

Eav xpeialeoTe TO napov

€YYPA®PO oTNV enionun yAwooa

Tng Eupwnaikng Evwong nou
XPNOIJOMNoIgiTE, NapakaloUpe va
anooTeileTe aiTnua péow email oTn
dievBuvon: info@signus.com

Mé theastaionn an doiciméad seo uait
i dteanga oifigitil den Aontas Eorpach,
seol iarratas riomhphoist chuig:
info@signus.com

Se necessita di questo documento
nella Sua lingua ufficiale dell’Unione
Europea, La preghiamo di inviare
una richiesta via e-mail a:
info@signus.com

Ako vam je ovaj dokument potreban
na vasem sluzbenom jeziku Europske
unije, zahtjev posaljite e-postom na
adresu: info@signus.com

Ja jums 8is dokuments ir
nepiecieSams jusu Eiropas
Savienibas oficialaja valoda, ladzu,

nosdtiet pieprasijumu uz e-pastu:
info@signus.com
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Jei Jums reikéty Sio dokumento viena
i$ oficialiyjy Europos Sagjungos kalby,
atsiyskite prasyma el. pastu adresu:
info@signus.com

Jekk tehtieg dan id-dokument
bil-lingwa uffi¢jali tieghek tal-Unjoni
Ewropea, jekk joghgbok ibghat talba
permezz ta’ email fuq:
info@signus.com

Mocht u dit document in uw officiéle
taal van de Europese Unie nodig
hebben, stuur dan een verzoek per
e-mail aan: info@signus.com

W celu otrzymania niniejszego
dokumentu w jezyku urzedowym

Unii Europejskiej prosimy o przestanie
zapytania pocztg elektroniczng na
adres: info@signus.com

Caso necessite deste documento na
sua lingua oficial da Unido Europeia,
envie um pedido por e-mail para:
info@signus.com

Daca aveti nevoie de acest document
n limba oficiala a statului dumnea-
voastrd membru al Uniunii Europene,
va rugam sa trimiteti o solicitare prin
e-mail la info@signus.com

Om du behdver det har dokumentet
pa ditt lands officiella EU-sprak,
bestéller du via e-post ill
info@signus.com

Ak potrebujete tento dokumnet vo
vasom Uradnom jazyku Eurdpskej
Unie, poslite ziadost e-mailom na:
info@signus.com

Ce ta dokument potrebujete v
svojem uradnem jeziku Evropske
unije, zaprosite zanj po e-posti na
info@signus.com

Si necesita este documento en su
idioma oficial de la Unién Europea,
envie una solicitud por correo
electrénico a: info@signus.com

Pokud byste potfebovali tento
dokument ve svém Grednim jazyce
Evropské unie, zaslete prosim zadost
e mailem na adresu: info@signus.com

Ha erre a dokumentumra az Eurépai
Unié hivatalos nyelvén van sziksége,
kérjuk, kildjon kérelmet e-mailben az
info@signus.com cimre.
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