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coflex™ Interlaminar Implant

Package contents
The package contains one coflex™ implant.

Description

The coflex™ implant provides anatomic vertebral flexibility.

Flexion and extension are allowed relative to a neutral position which
corresponds to the almost parallel position of the two wings.

Material

The coflex™ implant is made from wrought titanium 6-aluminum 4-
vanadium alloy (ISO 5832-3). It is supplied sterile and is available in
numerous sizes.

Intended use

The coflex™ implant is intended for permanent implantation
between the spinous processes of 1 or 2 lumbar motion segments
and controls segmental motion in cases of lumbar stenosis or mild
degenerative instability. The coflex™ implant may also be used in up
to 2 lumbar motion segments adjacent to fused level(s).

Indications

Radiographically confirmed moderate to severe stenosis, isolated to
1 or 2 levels, in the region of L1 to L5 in a patient with or without
concomitant low back pain, including conditions such as stable
grade 1 spondylolisthesis.

Interlaminar stabilization is performed after microsurgical
decompression of stenosis at the affected level(s). The coflex™
implant may also be used in up to 2 lumbar motion segments
adjacent to fused level(s).

Contraindications
Do not use the coflex™ implant in cases of:

e Any medical or surgical condition precluding the potential benefit

of spinal surgery
e Acute or chronic systemic, spinal or localized infections
e Systemic and metabolic diseases
e QObesity
e Pregnancy
e Dependency on pharmaceutical drugs, drug abuse, or alcoholism
o Lack of patient cooperation
e Foreign body sensitivity to the implant material
e Spondylolisthesis greater than grade 1 or unstable
spondylolisthesis
e Scoliosis greater than 25 degrees
o Significant osteopenia

Adverse reactions
Adverse reactions may include:

o Clinical failure (i.e. pain or injury) due to bending, loosening,
wear and tear, fracture of implant, loss of fixation, dislocation
and/or migration

e Pain and/or abnormal sensations due to the presence of the

implant

Primary and/or secondary infections

Allergic reactions to implant material

Neurological injury

Vertebrae fracture

Injury to vessels, nerves and organs

Hematoma and/or impaired wound healing; hemorrhage
Venous thrombosis, lung embolism, and cardiac arrest
Death
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A Safety precautions

&x\e.\‘u.an% e Prior to use, thoroughly read these instructions for use
< [jj] ?  and become familiar with the surgical technique.

e Keep the instructions for use accessible to all staff.

e The operating surgeon must have a thorough command of both
the hands-on and conceptual aspects of the established
operating techniques. Proper surgical performance of the
implantation is the responsibility of the operating surgeon.

e The manufacturer is not responsible for any complications arising
from incorrect diagnosis, choice of incorrect implant, incorrect
operating techniques, the limitations of treatment methods or
inadequate asepsis.

e Under no circumstances may modular implant components from
different suppliers be combined.

e Each patient's record shall document the implant used (name,
article number, lot number).

e During the postoperative phase, in addition to mobility and
muscle training, it is of particular importance that the physician
keeps the patient well informed about post-surgical behavioral
requirements.

e Damage to the weight-bearing structures can give rise to
loosening, dislocation and migration, as well as other
complications. To ensure the earliest possible detection of such
catalysts of implant dysfunction, the implant must be checked
periodically post operative using appropriate techniques.

e Fracture of the coflex™ implant wing may occur during
preparation when the wings are bent open or during insertion
when the wings are crimped.

® e Never reuse an implant. Although the implant may appear

undamaged, previous stresses may have created non-
visible damage that could result in implant failure.

@ e Never use implants if the packaging is damaged. An

implant with damaged packaging might be damaged itself
and thus may not be used.
g e Never use implants that are past their expiration date.

& MRI compatibility

Non-clinical testing has demonstrated that the coflex™ Interlaminar
Implant is MR Conditional. It can be scanned safely under the
following conditions:

e Static magnetic field of 1.5-Tesla (1.5T) or 3.0-Tesla (3.0T)
e Spatial gradient field of up to:
- 11,230 G/cm (112.3 T/m) for 1.5T systems
- 5,610 G/cm (56.1 T/m) for 3.0T systems.
e Maximum whole body averaged specific absorption rate (SAR) of:
- 2.0 W/kg for 15 minutes of scanning in Normal Operating
Mode at 1.5T
- 2.0 W/kg for 15 minutes of scanning in Normal Operating
Mode at 3.0T.

3.0T RF heating

In non-clinical testing with body coil excitation, the coflex™
Interlaminar Implant produced a temperature rise of less than 3.5 °C
at a maximum whole body averaged specific absorption rate (SAR) of
2.0 W/kg, as assessed by calorimetry for 15 minutes of scanning in a
3.0T Siemens Trio (MRC20587) MR scanner with SYNGO MR A30
4VA30A software.
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1.5T RF heating
In non-clinical testing with body coil excitation, the coflex™
Interlaminar Implant produced a temperature rise of less than 3.5 °C
at a maximum whole body averaged specific absorption rate (SAR) of
2.0 W/kg, as assessed by calorimetry for 15 minutes of scanningin a
1.5T Siemens Espree (MRC30732) MR scanner with SYNGO MR B17
software.
The RF heating behavior does not scale with static field
A strength. Devices which do not exhibit detectable heating at
one field strength may exhibit high values of localized heating
at another field strength.
MR Artifact
In testing using a 3.0T system with spin-echo sequencing, the shape
of the image artifact follows the approximate contour of the device
and extends radially up to 19 mm from the implant.

Storage, inspection and sterilization
Storage
The implant is individually packed in protective packaging that is
labeled according to its contents.
The implant is sterilized with gamma sterilization
(25 kGy minimum).
e Always store the implant in the original protective packaging.
e Do not remove the implant from the packaging until immediately
before use.

. e Storetheimplantina dry and dust-free place (standard
? hospital environment).
Disinfection / cleaning
The coflex™ implant is not designed to be disinfected or cleaned by
the user.
Resterilization
@ The coflex™ implant is not designed to be resterilized by the

user.

Procedure

The coflex™ implant must be implanted only with the applicable

coflex™ trial and instruments. The coflex™ trial and instruments are

available from the manufacturer at any time.

Preoperative

The operating surgeon draws up an operation plan specifying and

documenting the following:

e Implant component(s) and their dimensions.

e Proper position of the implant component(s) between the
spinous processes.

e Determination of intraoperative orientation points.

The following conditions must be fulfilled prior to application:

e All required implant component(s) are readily available.

e Highly aseptic operating conditions are present.

e All requisite implantation instruments must be available and in
working order, including the coflex™ trial

Never use or process damaged or defective instruments.

A Contact your local representative or dealer for repair or
replacement.

A The use of an instrument for tasks other than those for which
they are intended may result in damaged / broken
instruments or patient injury.

e The operating surgeon and operating room team must be
thoroughly familiar with the operating technique, as well as the
range of implants and instruments to be applied. Complete
information on these subjects must be readily available at the
workplace.
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e The operating surgeon must be especially trained in spinal
surgery, biomechanical principles of the spine and the relevant
operating techniques.

The operating procedure must be explained to the patient, and the

patient's understanding of the following information must be

documented:

e The patient is aware of the risks associated with neurosurgery,
general surgery, orthopedic surgery and with general anesthesia.

e The patient has been informed about the advantages and
disadvantages of the implant procedure and about possible
alternative treatments.

e The implant can fail due to excessive load, wear and tear, or
infection.

e The service life of the implant is determined by body weight and
physical activity. The implant must not be subjected to overload
through extreme strain, or through work-related or athletic
activities.

e Corrective surgery may be necessary if the implant fails.

e The patient must have their physician carry out followup
examinations of the implant at regular intervals.

Intraoperative

Prior to use, please read the coflex™ product brochure and become
familiar with the surgical technique, the corresponding implants and
the instruments.

e Prior to use, verify the integrity of the sterile packaging.

@ Never use implants if the packaging is damaged.

g e Prior to use, check the product expiration date. Never use

implants that are past their expiration date.

Perform microsurgical decompression and measure interspinous
space utilizing the trial portion of the instrument. Load the coflex™
implant on the insertion portion of the instrument and introduce into
the prepared site. If desired, the wings of the coflex™ implant may be
opened with the coflex™ bending pliers and closed with the coflex™
crimping pliers. Only bend the wings open as much as necessary to
safely introduce the implant.

Postoperative

e Reiterate preoperative instructions to the patient.

e Ensure that the patient is aware of physical activity restrictions
and possible adverse reactions.

During the first six weeks after surgery the patient should avoid any
strenuous physical activity. Examples of strenuous physical activity
include lifting more than 5 Kg. The patient should not do sports until
the doctor agrees to do so. Sports include swimming, golf, tennis,
running, and jogging among others. If the patient is too active too
soon after surgery, this may result in implant-related or -unrelated
complications postoperatively. This could cause pain. The patient
could need further surgery.

The patient should tell the doctor as soon as possible after the
surgery if there is pain or swelling in the back or numbness in the legs
or buttocks. These symptoms can be a sign that the coflex™ implant
is not working properly. More surgery may be needed. The patient
should inform the doctor about any traumatic event e.g. fall.

Revision surgery / implant removal
The coflex™ implant is intended for permanent implantation and is
not intended for removal. When device removal is necessary, please
follow these instructions:
e Use adequate surgical approach to visualize coflex.
o The coflex™ implant can be removed using standard instruments
like chisels, forceps and pliers.
e (Care has to be taken to remove bone overgrowing the wings of
the device.
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e Then the wings can be carefully bent open using a small bone
chisel before the device can be taken out using pliers or forceps.
On special request Paradigm Spine offers a revision instrument that
is not part of the standard set. Additional procedures may be
necessary to stabilize the spine following coflex™ implant removal,
including implantation of a new coflex™ implant or spinal fusion.

Warranty

All warranty rights are lost if repairs or modifications are carried out
by an unauthorized service center. The manufacturer does not take
responsibility for any effects on safety, reliability or performance of
the product if the product is not used in conformity with the
instructions for use. Technical alterations reserved.

For further information

Please contact Paradigm Spine or your authorized representative if
further information on this product is needed.

Patent

For patent information see www.paradigmspine.com
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Interlaminarni implantat coflex™

Obsah
Baleni obsahuje implantat coflex™.

Popis

Implantdt coflex™ poskytuje anatomickou vertebraini flexibilitu. Je
dovolena extenze a flexe vici neutréini poloze, odpovidajici témér
paralelni poloze obou kfidel.

Material
Implantét coflex™ je vyroben ze slitiny titanu, hliniku 6 a vanadu 4
(ISO 5832-3). Dodava se sterilni a je k dispozici v mnoha velikostech.

Ucel poutiti

Implantdt coflex™ je uréen k trvalé implantaci mezi trnové vybézky 1
nebo 2 bedernich pohybovych segmentd a fidi segmentaini pohyb v
pripadech bederni stendzy nebo mirné degenerativni nestability.
Implantét coflex™ Ize take pouZit v az 2 bedernich pohybovych
segmentech sousedicich s fuzovanymi segmenty.

Indikace

Radiograficky potvrzena stfedné zdvazna az zavazna stendza,
izolovana na 1 nebo 2 Urovné, v regionu L1 az L5 u pacientl s
konkomitanéni bolesti v dolni ¢asti zad ¢i bez ni, véetné stavl jako je
spondylolistéza stabilniho stupné 1. Interlamindrni stabilizace se
provadi po mikrochirurgické dekompresi stendzy na dané Urovni Ci
danych Urovnich. Implantét coflex™ Ize také pouzit v az 2 bedernich
pohybovych segmentech sousedicich s fuzovanymi segmenty.

Kontraindikace
Nepouzivejte implantat coflex™ v ndsledujicich pfipadech:
e Jakykoli zdravotni Ci chirurgicky stav vylucujici potencialni vyhodu
operace patefe
e Akutni nebo chronické, systémové, spindlni nebo lokalizované
infekce
e Systémové a metabolické choroby
e Obezita
e Téhotenstvi
e Lékova zavislost, drogova zavislost nebo alkoholismus
e Nedostatecna spoluprace pacienta
e (Citlivost na cizi téleso vici materialu implantatu
e Spondylolistéza vétsi nez 1. Stupné nebo nestabilni
spondylolistéza
o Skolidza vétsi neZ 25 stupnd.
e Zd&vaina osteopenie

NeZadouci Gcinky
Mezi nezadouci U¢inky maze patfit:

e Klinické selhani (to znamena bolest nebo zranéni) vlivem ohnuti,
uvolnéni, opotrebeni, fraktury implantatu, ztraty fixace, dislokace
a/nebo migrace

e Bolest a/nebo abnormalni pocity zplsobené pfitomnosti

implantatu

Primarni a/nebo sekundarni infekce

Alergické reakce na material implantatu
Neurologické zranéni

Fraktura obratlt

Poranéni cév, nervli a organt

Hematom a/nebo zhor$ené hojeni rany, krvéceni
Zilni trombdza, plicni embolie a srde¢ni zéstava
Smrt
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A Bezpednostni opatieni

&\\a\iu-m}_% e Pred pouZitim si peclivé prostudujte tento ndvod k pouZziti

2 aseznamte se s operaénim postupem.

e Uchovavejte ndvod k pouZiti na misté pfistupném pro veskery
personal.

e Operatér musi ovladat jak praktické tak koncepéni aspekty
daného operacniho postupu.

e Zaradny chirurgicky vykon implantace odpovida operatér.

e Vyrobce neodpovida za zadné komplikace vzniklé v disledku
nespravné diagndzy, volby nespravného implantatu, nespravnych
operacnich technik, omezeni [é¢ebnych metod nebo
nedostatecné asepse.

e 7Za zadnych okolnosti nesmi byt kombinovany komponenty
moduldrniho implantétu od rdznych dodavateld.

e Ve zdravotni dokumentaci musi byt vidy zdokumentovén pouzity
implantat (ndzev, katalogové Cislo, Cislo Sarze).

o V pribéhu pooperacni faze je dulezité vedle pohybové a svalové
rehabilitace, aby lékar pacienta dobre informoval o poZadavcich
na chovani po operaci.

e Poskozeni struktur nesoucich zatéz mize zpUsobit uvolnént,
dislokaci a migraci i dalsi komplikace. Pro zajisténi a co
nejcasnéjsi odhaleni takovéto komplikace je nutno implantéat po
operaci pravidelné sledovat s pouZitim vhodné techniky.

e Fraktura kfidla implantatu coflex™, k niz mdze dojit v pribéhu
pfipravy, kdyZ jsou kfidla ohnuta oteviena nebo pfi zavadéni,
kdyz jsou kridla ohnuta.

o |Implantat nikdy nepouzivejte opakované. Prestoze se mulze
® zdat, Ze je implantdt neposkozeny, pfedchozi namahani
mohla zpUsobit neviditelné poskozeni, které maze mit za
nasledek selhdni implantatu.
e Implantaty nikdy nepouZivejte, pokud maji poskozeny obal.
@ Implantat s poskozenym obalem mdZe byt poskozeny jako
takovy a proto se nesmi poufZit.
g o Nikdy nepouZivejte implantaty po uplynuti data exspirace.

& Kompatibilita MRI

coflex™ je MR podminény. Lze jej bezpecné skenovat za nésledujicich
podminek:
e Statické magnetické pole 1,5 Tesla (1,5 T) nebo 3,0 Tesla (3,0 T)
e Prostorové gradientové pole do:
- 11230 G/cm (112,3 T/m) pro systémy 1,5T
- 5610 G/cm (56,1 T/m) pro systémy 3,0 T
e Maximalni celotélova zprimérovana specifickd mira absorpce (SAR):
- 2,0 W/kg pfi skenovani po dobu 15 minut v normalnim
provoznim rezimu pfi 1,5 T
- 2,0 W/kg pfi skenovani po dobu 15 minut v normalnim
provoznim rezimu pfi 3,0 T
3,0 T VF zahfivani
V neklinickém testovani s excitaci télové civky vyvolal interlaminarni
implantat coflex™ zvyseni teploty nizsi nez 3,5 2C pfi maximalni
celotélové zprimérované mife absorpce (SAR) 2,0 W/kg, dle
posouzeni kalorimetrii pfi skenovani po dobu 15minut pfi 3,0 T
skenerem MR Siemens Trio (MRC20587) se softwarem SYNGO MR
A30 4VA30A.
1,5 T VF zahfivani
V neklinickém testovani s excitaci télové civky vyvolal interlamindrni
implantat coflex™ zvyseni teploty nizsi nez 3,5 2C pfi maximalni
celotélové zpramérované mife absorpce (SAR) 2,0 W/kg, dle
posouzeni kalorimetrii pfi skenovani po dobu 15 minut pfi 1,5T
skenerem MR Siemens Espree (MRC30732) se softwarem SYNGO MR
B17
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A Chovdni v oblasti VF zahrivdni se nestupriuje s intenzitou
statického pole. Zafizeni, kterd nevykazuji detekovatelné

zahrivdni pfi jedné intenzité pole, mohou vykazovat vysoké
hodnoty lokalizovaného zahrivdni pfi jiné intenzité pole.

MR artefakt

Pri testovani s pouZitim 3,0 T systému se sekvenovanim spin echo

sleduje tvar artefaktu zobrazeni pfibliznou konturu zafizeni a

rozsifuje se radidlné do 19 mm od implantatu.

Skladovani, kontrola a sterilizace

Skladovani

Implantéty je jednotlivé balen v ochranném obalu, ozna¢eném podle
obsahu.

Implantat je sterilizovan gama zarenim (minimalné 25
kGy).

o Implantat vidy uchovavejte v origindlnim ochranném obalu.
e Implantat vyjméte z obalu aZ bezprostfedné pred pouZitim.
T e Skladujte implantat na suchém a bezprasném misté
(standardni nemocniéni prostfedi).

Desinfekce / &idténi
Implantét coflex™ neni uréen k tomu, aby byl desinfikovan a ¢istén
uZivatelem.
Resterilizace

Implantaty coflex™ neni urcen k tomu, aby byl desinfikovan
@ a Cistén uZivatelem.

Postup

Implantat coflex™ musi byt implantovan pouze s pouzitim
pfislusného zkusebniho implantatu coflex™ a ndstrojd. Zkusebni
implantét a nastroje coflex™ si Ize kdykoli

objednat u vyrobce.

Pfed operaci

Operatér vypracuje operacni planspecifikujici a dokumentujici
ndsledujici polozky:

e Komponenty implantatd a jejich rozméry.

e Spravna poloha komponent/y implantatu mezi trnovymi vybézky.

e Urceni orientaénich bodd v prabéhu operace.

Pfed aplikaci je nutno splnit nasledujici podminky:

e VSechny potfebné komponenty implantdtu jsou na misté k dispozici.

e QOperacni prostredi je vysoce sterilni.

e Musi byt k dispozici vS§echny implantaéni ndstroje véetné zkusebniho
coflex™ a musi byt v provozuschopném stavu.

A Nikdy nepouZivejte a nezpracovdvejte vadné
ndstroje. Kontaktujte mistniho zdstupce nebo
prodejce za ucelem sjedndni opravy nebo vymény.
PouZiti ndstroji k jinym tkonum neZ ke kterym jsou

A uréeny maZe mit za ndsledek jejich poskozeni/
rozbiti nebo poranéni pacienta.

e Operatér a tym operacniho salu musi byt dikladné seznamen s
operacni technikou a rovnéz se sortimentem implantatd a nastrojd,
které je tfeba pouzit. Uplné informace o téchto tématech musi byt
pohotoveé k dispozici na pracovisti.

o Operatér musi byt specialné vyskolen ve spindlni chirurgii, principech
biomechaniky patere a v pfislusnych operacnich postupech.

Operacni postup je nutno vysvétlit pacientovi a je nutno

dokumentovat, Ze pacient rozumi nasledujicim informacim:

e Pacient si je védom rizik ve spojeni s neurochirurgickou operaci,
obecnou chirurgickou operaci, ortopedickou operaci a celkovou
anestezii.

e Pacient je informovan o vyhodéch a nevyhodach postupu implantace
a o moznych alternativnich zpisobech lécby.

e Implantat mdzZe selhat v disledku nadmérného zatiZzeni, opotfebenf
nebo infekce.
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e Zivotnost implantatu je uréovana télesnou hmotnosti a fyzickou
aktivitou. Implantat nesmi byt pretézovén extrémnim namdahanim
nebo pracovnimi &i sportovnimi ¢innostmi.

o V pfipadé selhani implantatu mize byt nutna korekéni operace.

e Pacient musi u svého lékare absolvovat pravidelné kontroly
implantédtu.

V prdbéhu operace
Pfed pouzitim si prostudujte broZuru k vyrobku coflex™ a seznamte
se s chirurgickou technikou, prislusnymi implantdty a nastroji.
e Pred pouZitim ovérte neporusenost sterilniho baleni.
@ Implantdty nikdy nepouzivejte, pokud maji poskozeny obal.
e Pred pouZitim zkontrolujte datum exspirace vyrobku. Nikdy
g nepouzivejte implantaty po uplynuti data exspirace.
Provedte mikrochirurgickou dekompresi a zmérte interspinaini
prostor s pouZitim zkuSebni ¢asti nastroje. Zavedte implantat coflex™
do zavadéné ¢asti nastroje a zavedte na pripravené misto
implantace. V pfipadé potreby lze kfidla implantdtu coflex™ otevrit s
pouzitim ohybacich klesti coflex™ a zavfit s pouZitim tvarovacich
klesti coflex™. Ohnéte kfidla do otevfené polohy pouze do té miry,
jak je nezbytné k bezpecnému zavedeni implantatu.
Po operaci

e Zopakujte pacientovi predoperacni pokyny.

e Zajistéte, aby si byl pacient védom omezeni fyzické 26ctivity a
moznych nezédoucich Ucinkd.

V pribéhu prvnich Sesti tydnd po operaci by se mél pacient vyhnout
veskeré namahavé fyzické aktivité. Mezi priklady namahavé fyzické
aktivity patfi zvedani bremena tézsiho nez 5 kg. Pacient nesmi
sportovat, dokud mu to lékar nedovoli. Mezi sporty patfi mimo jiné
plavani, golf, tenis, béh a jogging. Pokud je pacient pfilis aktivni pfilis
brzo po operaci, miZe to mit za nasledek pooperacni komplikace
souvisejici ¢i nesouvisejici s implantatem.

To mGZe zpUsobovat bolest. Pacient bude moznd potfebovat dalsi
operaci.

Pacient by mél po operaci informovat Iékare co nejdrive, pokud se u
néj vyskytne bolest nebo otok v zddech nebo necitlivost koncetin.
Tyto symptomy mohou byt znamkou toho, Ze implantat coflex™
radné nefunguje. Moznd bude potrebna dalsi operace. Pacient by
mél informovat lékare o traumatické prihodé, napfiklad padu.

Revizni operace / odstranéni implantatu

Implantdt coflex™ je urcen k trvalé implantaci a neni urcen k
odstranéni. KdyZ je nutné prostfedek odstranit, postupujte podle
téchto pokyn(:

e Pouzijte adekvatni chirurgicky pfistup pro vizualizaci implantatu
coflex.

e Implantat coflex™ Ize odstranit s pouZitim standardnich nastrojd,
jako jsou dlata, pinzety a klesté.

e Je tieba dbat na odstranéni kosti prerUstajici kridla prostfedku.

e Pak Ize kfidla opatrné otevfit ohnutim s pouzitim malého kostniho
dlata dfive nez bude mozZné prostiedek vyjmout s pouZzitim pinzety a
klesti.

Na specidlni Zadost poskytuje Paradigm Spine revizni nastroj, ktery
neni soucasti standardni sady. Mohou byt nezbytné dalsi postupy ke
stabilizaci patefe po odstranéni implantatd coflex™ vcéetné
implantace nového implantatu coflex™ nebo spinalni fuze.

Zaruka

Veskeré zarucni naroky se rusi v pfipadé provedeni oprav nebo Uprav
neautorizovanym servisnim stiediskem. Vyrobce nepfijima
odpovédnost za zadné Ucinky na bezpecnost, spolehlivost nebo
vykon vyrobku, pokud vyrobek neni pouzivan v souladu s navodem k
pouZziti. Technické zmény vyhrazeny.

PARADIGM SPINE
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Pro ziskani dal$ich informaci
Pokud potfebujete daldi informace o tomto vyrobku, kontaktujte
spolecnost Paradigm Spine nebo mistniho autorizovaného zéstupce.

Patent
Dalsi patentové informace naleznete na adrese
www.paradigmspine.com

Symboly

Vyrobce

Datum vyroby

Datum exspirace

Cislo darze

Katalogové cislo
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Obsah pouZitelné jednotky/pouzitelnych jednotek

Sterilizovano zarenim

Nesterilizujte opakované

NepouZivejte, pokud je obal poskozeny

Uchovavejte v suchu

NepouZivejte opakované
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Viz ndvod k pouZiti na této webové strance.

Pozor
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