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1. About this document

Note
General risk factors associated with surgical procedures are not described in these instructions for use.

1.1 Scope
These instructions for use apply to PEEK Cages.

» Forarticle-specific instructions for use as well as information on material compatibility and lifetime see B. Braun
elFU at eifu.bbraun.com

1.2 Safety messages

Safety messages make clear the dangers to patient, user and/or product that could arise during the use of the pro-
duct. Safety messages are labeled as follows:

/A WARNING
Indicates a possible threat of danger. If not avoided, minor or moderate injury may result.

2. Clinical use

Note

The short summary of safety and clinical performance of the product is available in the European Database for Medical
Products (EUDAMED).

2.1 Product description

Additional information on Aesculap implant systems is available from B.Braun/Aesculap or from your local
B. Braun/Aesculap agency.

2.1.1 Materials

The materials used in the implant are listed on the packaging:
W PEEK-OPTIMA® according to ASTM F2026

W Tantalum according to ASTM F560 for the X-ray markers

PEEK-OPTIMA® is a registered trademark of Invibio, Ltd Lancashire FY5 4QD / UK.

2.2 Areas of use and limitations of use

2.2.1 Intended use

PEEK Cages are used as follows:

W CeSPACE® PEEK: stabilization of the cervical spine C2-T1 through anterior approach, monosegmental and mul-
tisegmental

B PROSPACE® PEEK: stabilization of the lumbar and thoracic spine through posterior approach, monosegmental
and multisegmental

W TSPACE® PEEK: stabilization of the lumbar and thoracic spine through transforaminal approach, monosegmental
and multisegmental

2.2.2 Indications
Note

The manufacturer is not responsible for any use of the product against the specified indications and/or the described
applications.

W Degenerative instability

W Spondylolisthesis

W Post-discectomy syndrome
W Post-traumatic instabilities

Surgically installed implants serve to support normal healing processes. They should neither replace normal struc-
tures of the body nor permanently bear the loads occurring in the case of incomplete healing.

2.2.3 Absolute contraindications

Do not use in the presence of:

W Severe damage to the bone structures of the spine that could prevent the stable implantation of the implant
components; for example, osteopenia, severe osteoporosis, Paget's disease, bone tumors etc.

B Metabolic or degenerative metabolic bone diseases that could compromise the stable anchoring of the implant
system

W Suspected allergy or sensitivity to the implant materials

W Acute or chronic vertebral infections of a local or systemic nature

W Cases not listed under indications

2.2.4 Relative contraindications

In the following circumstances, use of the implant system could represent an increased clinical risk and therefore

requires precise, individual assessment by the surgeon:

B Medical or surgical conditions that could negatively impact the success of the implantation, including wound
healing disorders

m Conditions that could subject the spine and implants to excessive pressure; for example, pregnancy, obesity, neu-
romuscular diseases or disorders

W Generally poor condition of the patient; for example, drug or alcohol addiction

B Poor patient compliance or limited ability to follow medical instructions, particularly in the post-op phase,
including with regard to the restrictions on range of movement in terms of physical exercise and occupational
activity

2.3 Risks, adverse effects and interactions

In addition to surgery-related risks, potential complications in connection with intervertebral procedures can
include, but are not limited to:

m Malpositioning, fracture, loosening, migration/dislocation of the implant

Spondylolisthesis, pseudarthrosis, inadequate integration of the implant

Loss of intervertebral disk height due to removal of healthy bone material

Changes in bone density, degenerative changes in the region of the adjacent vertebral bodies
Foreign body reactions, allergy

Infection

Neurological complications caused by overdistraction or trauma of the nerve roots or dura
Persistent pain

2.4  Safety information

2.4.1 Clinical user

General safety information

To prevent damage caused by improper setup or operation, and to not compromise the manufacturer warranty and

liability:

» Use the product only according to these instructions for use.

» Always follow the safety advice and information given in the instructions for use.

» Ensure that the product and its accessories are operated and used only by persons with the requisite training,
knowledge and experience.

» Store any new or unused products in a dry, clean, and safe place.

» Keep the instructions for use accessible for the user.

Note
The user is obligated to report all severe events in connection with the product to the manufacturer and the responsi-
ble authorities of the state in which the user is located.

Notes on surgical procedures

It is the user's responsibility to ensure that the surgical procedure is performed correctly.

Appropriate clinical training as well as a theoretical and practical proficiency of all the required operating tech-
niques, including the use of this product, are prerequisites for the successful use of this product.

Aesculap is not responsible for complications caused by:

incorrect indication or implant selection

incorrect surgical technique

incorrect combination of implant components

combination not approved by Aesculap with components from other manufacturers

W exceeding the limitations of the treatment method or non-observance of essential medical precautions

The user is required to obtain information from the manufacturer if there is an unclear preoperative situation regar-
ding the use of the product.

2.4.2 Product

Product-specific safety information

/\WARNING

The implant has not been evaluated for safety and compatibility in the MR environment. It has not been tested
for heating, migration or image artifact in the MR environment. Scanning a patient who has this implant may
result in patient injury.

In cases of delayed healing, materials fatigue can lead to implant breakage.

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

2.4.3 Sterility

The product has been sterilized by irradiation and is supplied in sterile packaging.

» Store implant components in their original packaging. Remove them from their original protective packaging
only just prior to implantation.

» Do not use products from open or damaged sterile packaging.

» Do not use the product after its use-by date.

» Do not reuse the product.

The reprocessing of the product affects its functionality. Risk of injury, illness or death due to soiling and/or impaired
functionality of the product.
» Do not reprocess the product.

2.5 Patient education

Within the framework of the patient education, the relevant circumstances needed for consent must be explained
to the patient in accordance with their level of understanding, pre-existing knowledge and need for information.
This includes:

W Diagnosis, procedure and risk clarification

W Operative procedure

W Advantages and disadvantages of the procedure

m All alternative procedures that can be considered

The patient must be properly informed about the procedure and in particular about the following information:

B Delayed healing or incomplete fusion can cause the implant to fracture or loosen as a result of the extreme load
to which it is subjected.

The life-span of the implant depends on the patient's body weight.

The implant components must not be overloaded by extreme strains, hard physical labor or sports.

Corrective surgery may be necessitated by implant loosening, fracture or loss of correction.

Smokers present an increased risk of bone fusion failure.

B The patient must undergo medical check-ups of the implant components at regular intervals.

2.6  Application

2.6.1 Documentation

The user shall devise an operation plan that specifies and accurately documents the following:

W Selection of the implant components and their dimensions

B Positioning of the implant components in the bone

B Location of intraoperative landmarks

Important information concerning the implanted product and the operation can be noted down on the patient ID.
The patient ID can be ordered separately from the manufacturer.

Each package contains additional labels showing the designation, article and lot number and - if applicable - the
individual serial number of the product.

» Use these labels for documentation in the patient's file (for the hospital) and the patient ID (for the patient).

The surgical procedure has been explained to the patient, and the patient's consent has been documented.



2.6.2 Implantation

/N\ WARNING

The success of the implantation may be jeopardized if the implant bed is not adequately prepared beforehand
or if the implant is aligned incorrectly!

» Make certain that the endplates of the neighboring vertebral bodies are not weakened, in order to mini-
mize the risk of migration.

» Make certain that the implant bed is properly prepared to avoid damage to the implant when it is driven in.

/A WARNING
Surrounding structures may be injured due to the selection of an incorrect implant size or implant location!
» Always check the correct size and location with X-ray controlling by using trial implants.

/A WARNING
Damage to the implant due to excessive application of force!
» Always check the correct size by using trial implants.

» Apply the implant in the correct direction. Observe the labeling on the instrument and on the axis of the
connector.

» Mount the implant on the insertion instrument hand-tight as far as it will go.

» When inserting the implant into the intervertebral space, avoid canting and levering, and take care to
maintain an alignment parallel to the endplates.

» Do not use excessive force during filling, mounting and implantation.
CeSPACE® PEEK

Note

For additional stabilization, a cervical plate may be necessary.

PROSPACE® PEEK

» Always implant two implants per layer (PLIF technique).

» Always use PROSPACE® PEEK in conjunction with an internal fixator.

TSPACE® PEEK
» Always use TSPACE® PEEK in conjunction with an internal fixator.

3. Disposal

/A WARNING

Risk of infection due to contaminated products!

» Adhere to national regulations when disposing of or recycling the product, its components and its pack-
aging.
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1. K tomuto dokumentu

Upozornéni
Vseobecnd rizika chirurgického zdkroku nejsou v tomto ndvodu k pouZiti popsdna.

1.1 Oblast pouziti
Tento navod k pouZiti plati pro PEEK Cages.

» Navody k pouziti pro konkrétni vyrobky a informace o kompatibilité materiali a Zivotnosti naleznete v sekci
B. Braun elFU na webu eifu.bbraun.com

1.2 Vystrazna upozornéni

Vystrazna upozornéni poukazuji na rizika pro pacienta, uZivatele a/nebo vyrobek, kterd mohou vzniknout béhem pou-
Zivani vyrobku. Vystrazna upozornéni jsou oznacena nasledujicim zptisobem:

/\VAROVANI
Oznacuje mozné hrozici nebezpedi. Pokud mu neni zabranéno, muze mit za nasledek lehka nebo stfedné zra-
néni.

2. Klinické pouziti
Upozornéni

Struénd zprdva o bezpecnosti a klinickém vykonu vyrobku je k dispozici v Evropské databance zdravotnickych pro-
stredki (EUDAMED).

2.1 Popis vyrobku

Dalsi informace o implantaénich systémech Aesculap si mizete kdykoliv vyzadat u B. Braun/Aesculap nebo
v pfisluné pobocce B. Braun/Aesculap.

2.1.1  Material

Materialy pouzité u implantatd jsou uvedeny na baleni:
W PEEK-OPTIMA® podle normy ASTM F2026

W Tantal podle ASTM F560 pro rentgenové markery

PEEK-OPTIMA® je registrovana obchodni znacka spoleénosti Invibio, Ltd Lancashire FY5 4QD | UK.

2.2 Oblasti pouziti a omezeni pouziti

2.2.1  Urceni ucelu

PEEK Cages se pouzivaji nasledovné:

W CeSPACE® PEEK: stabilizace kréni patefe C2-T1 prostfednictvim anteriorniho pfistupu, monosegmentalni a mul-
tisegmentalni

B PROSPACE® PEEK: stabilizace bederni a hrudni patefe prostfednictvim posteriorniho pfistupu, monosegmentalni
a multisegmentalni

W TSPACE® PEEK: stabilizace bederni a hrudni patefe prostfednictvim transforaminainiho pfistupu, monosegmen-
talni a multisegmentalni

2.2.2 Indikace
Upozornéni
Za pouziti vyrobku v rozporu s uvedenymi indikacemi a/nebo popsanymi zptisoby pouZiti vyrobce nenese odpovédnost.

W Degenerativni nestabilita

W Spondylolistéza

B Postdiskektomického syndromu
W Posttraumatické nestability

Operativné instalované implantaty slouzi k podpofe normalnich procesi hojeni. Jejich ikolem neni nahrada normal-
nich télesnych struktur ani trvalé pfevzeti zatizeni v pfipadé neukonceného hojeni.

2.2.3 Absolutni kontraindikace

Nepouzivejte v nasledujicich pfipadech:

B Vainé poskozeni kostni struktury na patefi, které by mohlo branit stabilni implantaci komponent implantatu, jako
napf. osteopenie, té€zka osteoporoza, Pagetova choroba, kostni tumory, atd.

W Metabolickd nebo degenerativni onemocnéni kostni latkové vymény, které mohou vést k tomu, Ze neni zajisténo
stabilni ukotveni systému implantatu

W Podezfeni na alergie nebo citlivosti na cizi téleso vici materialim implantatu

W Akutni nebo chronické vertebralni infekce mistniho nebo systémového charakteru

B V pripadech, které nejsou uvedeny pod indikacemi

2.2.4 Relativni kontraindikace

Za nasledujicich okolnosti by pouziti systému implantatu mohlo predstavovat zvy3ené klinické riziko, a proto vyza-

duje presné individualni posouzeni ze strany chirurga:

W Medicinské nebo chirurgické mezni podminky, které mohou mit negativni vliv na tspéch implantace, véetné
poruch hojeni ran

B Mezni podminky, které mohou vést k nadmérnému zatizeni patefe a implantatd, jako je napf. téhotenstvi, adipo-
zita, neuromuskularni poruchy nebo choroba

m Spatny celkovy stav pacienta, napf. drogové zavislost nebo alkoholismus

] §patna’ spoluprace pacienta pfi [é¢bé nebo omezena schopnost dodrZzovat zdravotnické pokyny, zejména v poo-
peraéni fazi, véetné zohlednéni omezeni rozsahu pohybu v souvislosti s fyzickym cvi¢enim a profesni aktivitou.

2.3 Rizika, vedlejsi ucinky a interakce

Kromé vieobecnych rizik spojenych s operaci zahrnuji potencialni komplikace ve spojeni s intervertebralnimi zakroky
nasledujici rizika; nejde v3ak o jejich tplny vycet:

Nespravné poloha, zlomenina, uvolnéni, migrace/dislokace implantatu

Spondylolistéza, pseudoartréza, chybéjici integrace implantatu

Ztrata vysky meziobratlovych plotének v disledku odstranéni zdravého kostniho materialu

Zmény hustoty kosti, degenerativni zmény v oblasti hranicicich obratli

Reakce na cizi téleso, alergie

Infekce

Neurologické komplikace v disledku nadmérné distrakce nebo traumatizace nervovych kofent nebo dura
Perzistujici bolesti

2.4  Bezpecnostni pokyny

2.4.1 Klinicky uzivatel

Vseobecné bezpecnostni pokyny

Aby se predeslo skodam v dusledku neodborné pfipravy a aplikace a nebyl ohrozen narok na zaruku:

» Pouzivejte vyrobek pouze podle pokynl uvedenych v tomto navodu k pouziti.

» Dodrzujte bezpecnostni informace a pokyny uvedené v navodu k pouZziti.

» \iyrobek a prislusenstvi mohou pouzivat vyhradné osoby s patfiénym vzdélanim, znalostmi a zkusenostmi.
» Novy vyrobek z vyroby ¢ nepouzity vyrobek skladujte na suchém, ¢istém a chranéném misté.

» Navod k pouziti uchovavejte na misté pfistupném pro uzivatele.

Upozornéni
Uzivatel je povinen vSechny zdvazné uddlosti, které vznikly v souvislosti s vyrobkem nahldsit vyrobei a kompetentnimu
Uradu stdtu, ve kterém md uZivatel sidlo.

Pokyny k operaénim zakrokim

Uzivatel nese zodpovédnost za odborné provedeni operacniho zakroku.

Predpokladem pro tspésné pouzivani tohoto vyrobku je patfi¢né klinické vzdélani i teoretické a praktické zvladnuti
potiebnych operacnich technik, véetné pouzivani tohoto vyrobku.

Aesculap neodpovida za komplikace zplsobené:

W nespravnou indikaci nebo volbou implantatu

B nespravnym opera¢nim postupem

W nespravnou kombinaci komponent implantatu

W kombinaci s komponenty jinych vyrobed, neschvalenou spole¢nosti Aesculap

W prekrocenim mezi tykajicich se zplisobu zachazeni nebo nedodrzenim zakladnich medicinskych opatfeni

Uzivatel je povinen vyzvednout si informace u vyrobce, pokud existuje nejasna predoperacni situace ohledné pouZziti
vyrobku.

2.4.2  \Vyrobek
Bezpeénostni pokyny specifické pro vyrobek

/\VAROVANI

Implantat nebyl testovan z hlediska bezpecnosti a kompatibility v prostfedi magnetické rezonance. Nebyl tes-
tovén z hlediska zahFati, pohybl a obrazovych artefaktli pfi vySetfeni magnetickou rezonanci. Skenovéni paci-
enta s timto implantatem pomoci MR muZe vést k poranéni pacienta.

P¥i opozdéném hojeni mize v disledku Unavy materidlu dojit ke zlomeni implantatu.
0 odstranéni nasazenych komponent implantatu rozhoduje osettujici lékaf.

2.4.3 Sterilita

Vyrobek byl sterilizovan ozafenim a je dodavan ve sterilnim obalu.

» Skladujte komponenty implantatu v originalnim baleni a vyjméte je z origindlniho a ochranného obalu az bez-
prostfedné pred pouzitim.

» Nepouzivejte nikdy vyrobek z otevieného nebo poskozeného sterilniho baleni.

» Viyrobek po uplynuti doby pouzitelnosti jiz nepouzivejte.

» Vyrobek nepouzivejte opakované.

Predsterilizaéni pFiprava vyrobku ma na funkénost negativni vliv. Zneéisténi a/nebo omezeni funkénosti vyrobki
mize vést k Urazu nebo onemocnéni a nasledkem muze byt smrt!

» \iyrobek predsteriliza¢né nepfipravujte.

2.5 Pouceni pacienta

V rdmci pouceni pacienta musi byt pacient vcas poucen podle své turovné pochopeni, pfedchozich znalosti a potfeb-
nych védomosti o viech okolnostech potiebnych k souhlasu. To obsahuje:

W Pouceni o diagndze, pribéhu a rizicich

m Operacni postup

B Vyhody a nevyhody zakroku

B Vsechny alternativni postupy pfichazejici v Uvahu

Pacientovi musi byt vysvétlen zakrok a zejména nasledujici informace:

B Pri opozdéné nebo nedokoncené fuzi se implantaty mohou pfi vysokych zatizenich uvolnit a zlomit.
Zivotnost implantatu je zavisla na télesné hmotnosti.

Komponenty implantatu nesméji byt pretéZované extremnimi zatizenimi, tézkou fyzickou praci a sportem.
Pfi uvolnéni implantatu, zlomeni implantatu a ztraté korekce muze byt potfebna revizni operace.

U kufaku je zvySené nebezpedi, Ze se fuze nedokonéi.

B Pacient se musi podrobovat pravidelnym IékaFskym kontroldm komponent implantatu.

2.6  Pouziti

2.6.1 Dokumentace

UZivatel sestavi operacni plan, ktery stanovuje a vhodnym zplsobem dokumentuje nasledujici:
W Volbu a rozméry komponent implantatu

B Polohovani komponent implantatu v kosti

W Stanoveni intraoperacnich orienta¢nich bodi

Na priikazce pacienta mohou byt zaznamenany dilezité informace o vyrobku a operaci. Prikazku pacienta je mozné
2zvlast objednat u vyrobce.

Kazdé baleni obsahuje doplrikové etikety s oznacenim, ¢islem vyrobku a SarZe a pfip. s individualnim vyrobnim ¢islem
vyrobku.

» Pro zaznam do dokumentace pacienta (pro nemocnici) a prikazky pacienta (pro pacienta) pouZijte tyto etikety.

Pacient byl o zakroku poucen a bylo zdokumentovano, Ze je s nim srozumén.



2.6.2 Implantace

A\ VAROVANI

OhroZeni uspésného vysledku implantace nevhodnou pfipravou lizka implantatu nebo nespravnym vyrovnanim
implantatu!

» Zajistéte, aby kryci desky sousedicich obratli nebyly zeslabeny, aby se tak minimalizovalo riziko migrace.
» Zajistéte, aby luzko implantatu bylo pFipraveno &isté, aby nedoslo k poskozeni implantatu pFi zavadéni.

A\ VAROVANI

Nebezpedi poranéni okolnich struktur v disledku vybéru nespravné velikosti implantatu nebo umisténi implan-
tatu!

» Spravnou velikost a polohu kontrolujte pomoci rentgenu s pouzitim zku3ebnich implantéata.

A\ VAROVANI

Nebezpedi poskozeni implantatu v disledku nadmérného vynaloZeni sily!

» V kazdém pFipadé vyzkousejte spravnou velikost na zakladé zkuSebnich implantatu.

» Implantat zaved'te ve spravném sméru. Respektujte udaje na Stitku na nastroji a na ose konektoru.

» Implantat namontujte rukou az na doraz do zavadéciho nastroje.

» P¥i zavadéni implantatu do meziobratlového prostoru se vyhnéte naklapéni a paceni a dbejte na to, aby
byly kryci desky vyrovnany rovnobézné.

» P¥i pInéni, montazi a implantaci nepouzivejte nadmérnou silu.

CeSPACE® PEEK

Upozornéni

Pro dodatecnou stabilizaci mize byt nutnd cervikdini dlaha.

PROSPACE® PEEK

» Implantujte vzdy dva implantaty na jednu etaz (technika PLIF).

» Vzdy pouzivejte PROSPACE® PEEK v kombinaci s internim fixatorem.

TSPACE® PEEK

» Vzdy pouZivejte TSPACE® PEEK v kombinaci s internim fixatorem.

3. Likvidace

A\ VAROVANI
Nebezpedi infekce zpusobené kontaminovanymi vyrobky!
» Pii likvidaci nebo recyklaci vyrobku, jeho komponent a jejich oballi dodrzujte narodni predpisy.

4. Distributor
B. BRAUN Medical s.r.o.

V Parku 2335/20

148 00 Praha 4

Tel.: 271091111
Fax: 271091 112
E-mail: servis.cz@bbraun.com
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