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Kommanis TOB «b. bpayr Menikan VYkpaiHa», fka € YNOBHOBR)XEHHM IMpPEACTaBHHKOM
JETaILHOTO BUPOOHAKA MeAHYHHX BHp0oOiB «Aesculap AG», HimedqurnHa, B YkpaiHi, BHCIOBIIOE
Bam cBoro nosary Ta 3BepracThed 3 ingropMmanicio momao Meamuaaoro pupody SKULL TRACTION
TONG LARGE, apruxyn FF870R.

BupobuukoM HajmaHo nmepeuHuMi 3eir 3 Oesmeku Field Safety Notice Ta FSCA 295 Bin
01.08.2025, B sxomy HaeThes IPO HACTYIIHE:

BupoOHUK NPOAKTHBHO BHAAE Ie TepMiHOBe moRigomacHHA mnpo Oesnexy (FSN), mo6
nopinoMuaTH Bac mnpo oHoBiemi iHCTPYKOil 3 BHKOpDHCTaHHs MeamdHoro BHpody SKULL
TRACTION TONG LARGE (FF870R).

Tadopmania npo Bupiod

Bupi6 BUKOPHCTOBYETHCS TIPH MEPENoMax OJI0OHTOINA 3 HEXHUTTEBOIO Jucnokanicro. Bona
3a6e3neuye THMYAcoBY iMMoOinizaniro Ta/abo peno3uniio B MepexiAmii 3001 HeCcTaOLILHOIO
VIIKODKEHHS IIMIHOrO BiaAiny XpeOTa, a TakoxK AN AeKoMIpecii CITHHHOTO MO3Ky ab0 KOPIHIIiB
HEpPBiB, CIPUIAHEHOI 3MIINEHHAM XpeoTa.

Onwuc upodiaeMn

Byno BeTaHOBIEHO, o incTpyxilis 3 Bukoprcrand (IFU) He micruana paxumsoi indopmamii mono
NPOTHIIOKA3aHh Ta AETaledl 3acTocyBaHHs. BHacmifiok uporo xpureuHa iddopmaria me Oyna
JIOCTYIIHA KiHIIEBOMY KOPHCTYBAaYEBi.

Heb6e3nexa, mo cnpuauHuia idiniropanas FSCA
SIKIo BHpIO BAKOPHCTOBYETHCSA BCYNIEPEY 3a3Ha4eHHUM NPOTHIOKA3AHHM, ICHYE PH3HK
TpaBMYBaHHS KICTKH Yepena, TBepAol MO3K0BO] 000IOHKHA a00 HABITh TKAHUHY FOJOBHOTO MO3KY.
Kpim Toro, HeoOXifHa chila TATH MoKe He 6y TH JOoCArHyTa, a00 NPHKIANeHa CHJIA MOKE PAITOBO
3MEHIIUTHCA Iij Yac BUKOpHcTanHs. Lle mpH3Bene A0 MOBTOPHOTO CTHCHEHHS XPeOIIiB i, MOXIHBO,
HEPBIB Y MicUi IPUKPITICHHS MTHTIB.

UB JlepkaBHa ciryx0a

KoHTaKTHi gaHi: VYKpalau 3 JTiKapChKUX
Muxaitniok M.C. 3aco0iB Ta KOHTPOJIIO 3a
+380671553531 HapKOTHKaMHU

Nel3166/08-25 Bin 04.08.2025

ept NIRRT RO
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Ilepenbavennii pu3nK 118 NANIEHTIB/KOPHCTYBAYiB

IcHye TMOTEHIHHMIA PU3WK IUA MAaIli€HTIB Y pa3i HEMPaBHILHOTO BHKOPHCTaHHA BHpOOY.
Henanexne 3acTocyBaHHA MOXE MPH3BECTH AO TPaBM Y AUIAHII KICTKH dYepena Ta TBepAoi
MO3K0BOI 000JIOHKH. BHACTiZOK IBOTO MOXe BHHHKHYTH KPOBOTEYA, fKa, CBOECKD YEProm, MOXKE
CHPHYMHWTH THUMYacoBi abo mocTiiiHi HeBpomoriuni mnopymensas. KpiM Toro, HenpaBHIbHE
3aCTOCYBaHHA MOXE TNPU3BECTH IO NONOBXKEHHA IpoleAypH ado 3aBjarH AOAATKOBOI IMKOIH
Nali€HTy, HANpHKIaA, 3cyBy abo nepemimeHHA WTHOTIB. [oAaTKoBi TPAaBMH TakKOX MOXYTH
BUHHKHYTH, SKIIO TArapi UIs TPakiuii He 3aCTOCOBYIOTBCA IIOCTYMOBO Ta pisHoMipHO. Illo0
MiHIMi3yBaTH I PH3MKHM, TIiC/Jd KOXKHOTO KOPHIYBAHHSA Bard cJiJ TPOBOAMTH Bizyanisamilo,
OCKi/IBKH L€ BiATOBIAAE BCTAHOBJIEHIH CTaHMapTHil Mponeaypi UM TaKOTo THILY JiKyBaHHA.

IMepenaua uiei indopmanis

BupoOHHK 3BEpPTACTHCS 3 [IPOXaHHAM IEPeAATH L€ TNOBIXOMIEHHS Mpo ©Oe3meKy BCIM
BIATOBIAHMM 0c00aM y MeXax KOoMmaHil, a Takox no Oyap-axoi opramizamii, Kyau Mormu OyTH
nepenani norenuiino ypaxeni Bupodn SKULL TRACTION TONG LARGE.

Hdii 3 6oxy TOB «b. bpayn Megikan Ykpaina»
Indopmarris mo 6e3neni Oyna nepenasa KIieHTY.

VY pasi orpeMaHHs JIONOBHEHD UM AOAATKOROT iH(opManii Bif Bupobuaka Hamu Oyne HamaHo
OHORBJICHHS JI0 TIePIIOro 3BiTy.

Honatkosnii matepian: 16 ctop.

3 nmosarolo,

KepiBHHK CTpYKTyPHOTO IHAPO3AUTY 13 CREFTap TRl / 1//
cepTuixanii Ta peectpanuii 'y 4 \ Yepnera O.B.

daxigenlhb 3 GpapmakoHarIamLy Muxaitmok M.C.

KouTakTHi AaHi:
Muxaiatok M.C.
+380671553531
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Date/Datum: 2025-08-01

Urgent Field Safety Notice/Dringende Sicherheitsinformation (FSN)
SKULL TRACTION TONG LARGE - FF870R
Schadelhalter Gross — FF870R

For Attention of: Users, Importers and Distributors of the affected products.
Zu Beachtung fur: Anwender, Importeure und Distributoren der betroffenen Produkte.

Contact details of local representative {(name, e-mail, telephone, address etc.)
Kontaktdaten des lokalen Vertreters (Name, E-Mail, Telefon, Adresse usw.)

Aesculap AG

Quality Management
Postfach 40

78501 Tuttlingen
Germany/Deutschland

Quality Management

Contact Point/Ansprechpartner:

Dominik Neumeister

FSCA Coordinator

PhonelTelefon: +49 7461-95 31139
Mail/E-Mail: vigilance_aag.de@aesculap.de

Global Marketing

Contact Point/Ansprechpartner:

Alexander Kerle

Product Manager Global Marketing
PhonefTelefon: +49 1752776532
Mail/E-Mail: alexander.kerle@aesculap.de

Dear Customer,

Aesculap AG, as the legal manufacturer of the affected product, is proactively
issuing this urgent Field Safety Notice (FSN) to inform you about the updated
instructions for use of our SKULL TRACTION TONG LARGE (FF870R).

Geschétzter Kunde,

die Aesculap AG, als rechtlicher Hersteller des befroffenen Produkts, veréffentlicht
préventiv diese dringende Sicherheitsinformation (FSN), um Sie (iber die
aktualisierte Gebrauchsanweisung zur Verwendung unserer Schédelhalter Gross
(FF870R) zu informieren.
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._Information on Affected DewceslAngaben zu den betroffenen Produkten |

Device Type(s) / Produktgruppe(n)

SKULL TRACTION TONG LARGE

| SCHADELHALTER GROSS

Commercial name(s) / Handelsname(n)

SKULL FIXATION

Unique Device Identifier(s} / Eindeutige Geratebezeichnung (UDI-DI)

403923900000280738

Primary clinical purpose of dev:ce(s) I Primdrer klinischer Nutzen der Produkte

The skull traction tong is used for odontoid fractures with non-lethal dislocation. It provides
temporary immobilization and/or reduction in the transitional region of an unstable cervical
spinal injury, as well as for de-compression of the spinal cord or nerve roots secondary to spinal
misalignment.

Der Schadelhalter wird bei Frakturen des Os odontoideum mit nicht-letaler Dislokation
verwendet. Er dient zur temporaren Immobilisierung und/oder Reposition im Ubergangsbereich
einer instabilen Halswirbelsdulenverietzung sowie zur Dekompression des Rickenmarks oder
der Nervenwurzeln infolge einer Fehistellung der Wirbelsaule.

|

1.5

| Device Model/Catalogue/part number(s) / Geratemodell/Katalog/Artikelnummer(n)

FF870R

| Software version / Software Version

| N/A

1.7

Affected serial or lot number / Betroffene Serien- oder Chargennummern

N/A

1.8

Associated devices / zugehérige Produkte

N/A

Reason for Field Safety Corrective Action/Grund fiir die
Sicherheitskorrekturmanahme (FSCA}

2.1

Description of the product problem / Problembeschreibung

it was idenfified that the Instructions for Use (IFU) did not include essential information
regarding contraindications and application details. As a resuit, this critical information was not
made available to the end user.

Es wurde fesfgestellf, dass die Gebrauchsanweisung (IFU} wesentliche Informationen
beziiglich der Kontraindikationen und Anwendungsdetails nicht enthiell. Infolgedessen standen
diese kritischen Informationen dem Endbenutzer nicht zur Verfagung.

2.2

Hazard giving rise to the FSCA / Gefahr, der Anlass fiir die FSCA ist

if the product is used in contradiction to the stated contraindications, there is a risk of injury {o
the skull bone, dura mater, or even brain tissue. Additionally, the necessary traction force may
not be achieved, or the applied force may suddenly decrease during use. This would result in
the vertebrae and possible nerves being compressed again at the area where the pins are
attached.

Wird das Produkt entgegen den angegebenen Kontraindikationen verwendef, kann es zu
Verletzungen des Schadelknochens, der Dura mafer oder sogar des Gehirngewebes kommen.
Zudem besteht die Gefahr, dass die erforderliche Zugkraft nicht erreicht wird oder dass die
aufgebrachte Zugkraﬂ wa‘hrend des Vorgangs plotziich nachlasst Dies kann dazu fa,

komprimiert werden.
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2.3

Probability of problem arising / Auftretenswahrscheinlichkeit des Problems

Within the past five years (10.2019-06.2025) no complaints were registered. This resulis in a
failure rate of 0 ppm.

Innerhalb der letzten finf Jahre {10.2019-06.2025) wurden keine Reklamationen registrier.
| Daraus ergibt sich eine Fehlerrate von 0 ppm.

T Predicted risk to patient/users / Risiko Prognose fiir Patienten/Endanwender

25

| There is a potential risk to patients if the product is not used correctly. Improper use can lead
| to injuries in the area of the skull bone and the dura mater, A resulting hemorrhage could lead
| totemporary or permanent neurological damage. Additionally, incorrect application may prolong
| the procedure or cause further harm to the patient, such as pin displacement or movement.
| Further injuries can also occur if the traction weights are not applied gradually and evenly. To

minimize these risks, imaging should be performed after each weight adjustment, as this |
| reflects the established standard procedure for this type of treatment.

i Flir Patienten besteht ein potenzielles Risiko, wenn das Produkt nicht sachgeméaf angewendet
| wird. Eine unsachgemdle Nutzung kann zu Verlefzungen im Bereich des Schéadelknochens
‘ und der Dura mater fihren. Eine daraus resultierende Blutung kénnte vortibergehende oder
| dauerhafte neurologische Schédden zur Folge haben. Dariiber hinaus kann eine fehlerhafte
! Anwendung den Eingriff verfdngem oder zuséaizliche Verletzungen verursachen, etwa durch ein

Verrutschen oder eine Fehlpositionierung der Pins. Weitere Schéden kénnen entstehen, wenn
die Zuggewichte nicht gleichmdBig und in kleinen Schritten aufgebracht werden. Zur
Minimierung dieser Risiken sollte nach jeder Gewichisanpassung eine bildgebende Kontrolle
der Traktion erfolgen, da dies dem etablierten Standardverfahren entspricht.

Further information to help characterise the problem / Weitere Informationen zur
Charakterisierung des Problems

N/A

2.6

Background on Issue / Hintergrund zu dem Problem

N/A

27

N/A

3. Type of Action to mitigate the risk / Art der MaBnahme zur
Minderung des Risikos

31

Action To Be Taken by the User/ Vom Anwender zu ergreifender MaBnahme

The Instruction for Use (IFU) TA009782 has been updated {Change No. AE(0065363)
accordingly with the following changes in content:

2.1.2 intended use

The skull traction tong is used for odontoid fractures with non-lethai dislocation. It provides
temporary immobilization andfor reduction in the fransitional region of an unstable cervical
spinal injury, as weill as for de-compressicn of the spinal cord or nerve roots secondary to spinal
misalignment.

2.1.4 Absolute contraindications

- Patients with open fontanelies

- Malformations or known reduction of the bone tissue, in particular temporal bone
malformations
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2.1.5 Relative contraindications

The following conditiens, individual or combined, can lead to delayed healing or compromise
the success of the operation:

- Medical or surgical conditions (e.g., comorbidities) that could hinder the success of the
operation.

- Children iess than 5 years of age

- Patients with local sepsis

- Patients who are not awake, alert, and cooperative

- Skull fractures and particular cervical spine injuries (in particular unstable injuries rostraf to
the target

level, traumatic disc herniations and definitive, complete ligamentous injuries at any cervical
spine lavel).

In the presence of relative contraindications, the user decides individually regarding the use of
the product.

Die Gebrauchsanweisung (IFU) TA009782 wurde entsprechend mit den folgenden
inhaitlichen Anderungen (Anderung Nr. AEQ065363) aktualisiert:

2.1.2 Bestimmungsgeméi3e Verwendung

Der Schadethalter wird bei Frakiuren des Os odontoideum mit nicht-letaler Dislokation
verwendet. Er dient zur tempordren Immobilisierung und/oder Reposition im Ubergangsbereich
einer instabilen Halswirbelséulenverietzung sowie zur Dekompression des Rickenmarks oder
der Nervenwurzeln infolge einer Fehlstellung der Wirbelsdule.

2.1.4 Absolute Kontraindikationen

- Patienten mit offenen Fontanellien

- Fehibildungen oder bekannte Reposition des Knochengewebes, insbesondere femporale
Knochenfehibildungen

2.1.5 Relative Kontraindikationen

Die folgenden Bedingungen, individusil oder Xombiniert, kbhnen z2u verzégerter Heilung bzw.
Gefahrdung des Operationserfolges fiihren;

- Medizinische oder chirurgische Zusténde (z. B. Komorbiditdten), die den Erfolg der Operation
verhindern kdnnten.

- Kinder bis 5 Jahre

- Patienten mit lokaler Sepsis

- Patienten, die nicht wach, aufmerksam und kooperativ sind

- Schadelfrakturen und besfimmte Verlelzungen der Halswirbelsaule (insbesondere instabile
Verletzungen rostral zur Zielebene, traumatische Bandscheibenhernien und definitive,
volistandige Banderverietzungen auf jeder Ebene der Halswirbelséule).

Bei relativen Koniraindikationen entscheidet der Anwender individuell dber die Verwendung
des Produkls.

3.2 By when should the action | The Aesculap AG plans to complete this FSCA within the next
be completed? 9 months.
Bis wann muss die Die Aesculap AG plant diese FSCA innerhalb der ndchsten 9
MaBnahme abgeschlossen | Monate abzuschliefien. |
sein? :
3.3 Is follow-up of patients or review of patients’ previous results recommended?

Wird eine Nachsorge der Patienten oder eine Uberpriifung der friiheren Ergebnisse der
Patienten empfohlen?

No / Nein
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3.4 | Is customer reply required? Yes. See point 4.3
Ist eine Antwort des Kunden erforderlich? Ja. Siehe Punkt 4.3
3.5 | Action Being Taken by the Manufacturer / Vom Hersteller ergﬁffene MaBnahme
The new elFU will be published from 011 August 2025 at hitps:/feifis.bbraun.com
Die neue elFU wird am 01. August 2025 vertffentiicht unter: hitpsi/feifu bbraun.com
3.6 | Isthe FSN required to be communicated to the patient /lay | No
user?
Muss die FSN dem Patienten/Lalenbenutzer libermittelt Nein
werden?
3.7 | If yes, has manufacturer provided additional information suitable for the patientilay
user in a patientflay or non-professiona) user information letterisheet?
Falls ja, hat der Hersteller zusatzliche Informationen fiir den Batienten/Liegenutzer in
einem InformationsschreibeniBlatt fiir den Patienten/Liegenuizer oder den nicht
berufsméBigen Nutzer bereitgestellt?
| N/A
4. General Information* / Allgemeine Informationen*
41 | FSN Type/FSN Typ New / Neu
4.2 | Manufacturer information
(For contact detalls of local representative refer to page 1 of this FSN)
Angaben zum Hersteller
{Die Kontaktdalen des Herstellers finden Sie auf Seite 1 dieses FSN)
Company Name/Name des Aesculap AG
Unternehmens
Address/Adresse Postfach 40, 78501 Tutdingen
Website address/iHomepage http://wwarw. aesculap.de
43 List of attachments/appendices: Feedback Form
Liste der Anlangen/Anh3nge: Ruckmeldeformular
4.4 Name/Signature/Unterschrift

77 4

Jaggueline Liebers
Begson Responsible for Regulatory Compliance (PRRG)
ality Management

Name/Signature/fUnterschrift

<]

/LA

Christian von der Grlin
Director Post Market Surveillance
Quality Management
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Transmission of this Field Safety Notice/Ubermittlung dieses
Sicherheitshinweises (FSN)

This notice needs to be passed on all those who need to be aware within your organisation or
to any organisation where the potentially affected devices have been transferred.
(As appropriate)

Please transfer this notice to other organisations on which this action has an impact.
{As appropriate)

Please maintain awareness on this notice and resulting action for an appropriate period to
ensure effectiveness of the cormrective action.

Please report all device-related incidents to the manufacturer, distributor or local
representative, and the national Competent Authority if appropriate, as this provides important
feedback.

Dieser Hinweis muss an alle Personen in lhrem Unternshmen Ubermittelt werden oder an alle
Unternehmen/Einrichtungen, wohin die eventuell betroffenen Produkle geliefert wurden
{wie jeweils zutreffend).

Bitte leiten Sie diesen Hinweis an andere Unternehmen/Einrichtungen weiter, auf die diese
MaBinahme Auswirkungen hat (wie jeweils zutreffend).

Bitte sorgen Sie iiber einen angemessenen Zeitraum daftr, dass dieser Hinweis beriicksichtigt
wird und bekannt ist. um die Wirksamkeit der Korrekfurmalnahme zu gewéhrieisten.

Bitte melden Sie dem Hersteller, Handler oder lokalen Verireter sowie gegebenenfalls der
zustandigen nafionalen Behérde alle Vorfélle im Zusammenhang mit dem Produkl, da dies
eine wichtige Riickmeldung darstelll.




Report Form

Field Safety Corrective Action

Medical Devices Vigilance System

{(MEDDEV 2.12/1 rev7)

nevwr case, keep base data Version 2.7¢n
2012-12-03

1 Administrative information
To which NCA(s) is this report being sent?

medizinprodukte@bfarm.de; medizinprodukte@hasg.gv.at; vigilance.meddev@fagg-afmps.be; todor.darakchievabdabg ;
bda@bda.bg; psvigilancia@aemps.es; materiovigilance@ansm.sante fr; vigilancematerial@eof.gr;,dgfdm@postacert.sanita.it ; |.
lispi@sanita.it jvigitance@sanita.it; vaspvt@vaspvt.gov.it; meddevices.vigilance@ms.etat.ly; info@zva.govlv; meldpunt@igj.nl;
incydenty@urpl.gov.pl; dvps@infarmed.pt; mdevice@anm.ro; darina.kaminska@sukl.sk

[Type of report

& Initial report
(" Follow-up report
(" Final report

Date of this report

2025-08-01

Reference number assigned by the manufacturer
FSCA 295

F5CA reference number assigned by NCA

Incidence reference number assigned by NCA

Name of the co-ordinating NCACompetent Authority {if applicable)

|2 information on submitter of the repart : |

Status of submitter

& Manufacturer

{" Authorised Representative within EEA and Switzerland
(" Others: (identify the role)

| 3 Manufacturer information . | | new

Aesculap AG
Contact Name

Jacqueline Liebers

Address

Postfach 40

Postcode City
78501 Tuttlingen

Phone Fax

+4% 7461 95 31830
E-mail Country

vigilance_aag.de@aesculap.de DE - Germany




| 4 Authorised Representative Information

Name

Contact Name

Address

Postcode

City

Phone

Fax

E-mail

Country
DE - Germany

| 5 National contact point information

National contact point name
| Aesculap AG

Name of the contact person
Jacqueline Liebers

Address
Postfach 40

Postcade
78501

City
Tuttlingen

Phaone
+49 7461 95 31830

Fax

vigilance_aag.de@aesculap.de

Country
DE - Germany




| 6 Medical device information

Class

" AIMD Active implants

" MDD Class Il " IVD Annex Il List A

" MDD Class b " IVD Annex Il List B

(& MDD Class lla (" VD Devices for self-testing
{" MDD Class | (" IVD General

Nomenclature system (preferable GMDN)

Nomenclature code

GMDN 46528

Nomenclature text

Traction system skull tongs

Commercial name/ brand name / make

SKULL TRACTION TONG LARGE

Model number Catalogue number
FE870R

Serial number(s) Lot/batch number(s)

N/A N/A

Device Mfr Date Expiry date

Notified Body {NB] ID-number
0123

Accessories [ associated devices {if applicable)

Software version number (if applicable)




7 Description of the FSCA

Background information and reason for the FSCA

Due to a deficiency report from TOV 50D regarding the Technical Documentation, it was identified that the Instructions for Use
(IFU) facked essential information concerning specific indications, contraindications, and application details. As a result, this
information was not made available to the end user.

Iif the product is used contrary to the stated contraindications, there is a risk of injury to the skull bone, dura mater, or even
brain tissue. Additionally, the necessary traction force may not be achieved, or the applied force may suddenly decrease during
use. This would result in the vertebrae and possible nerves being compressed again at the area where the pins are attached.

There is a potential risk to patients if the product is not used correctly. Improper use can lead to injuries in the area of the skull
bone and the dura mater. If the product comes into contact with the dura, this may result in temporary or permanent paralysis.
Additionally, incorrect application may prolong the procedure or cause further harm to the patient, such as pin displacement or
maovement. Further injuries can also occur if the traction weights are not applied gradually and evenly. To minimize these risks,
imaging should be performed after each weight adjustment, as this reflects the established standard procedure for this type of
treatment.

Within the past five years no complaints were registered. This results in a failure rate of 0 ppm.

Description and justification of the action (corrective / preventive}
The instruction for Use {IFU) has been updated accordingly with the following changes in content:

2.1.2 Intended use
The skull traction tong is used for odontoid fractures with non-lethal dislocation. It provides temporary immobilization and/or

reduction in the transitional region of an unstable cervical spinal injury, as well as for de-compression of the spinal cord or nerve
roots secondary to spinal misalignment.

2.1.3 Indicatiens

Note

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

For indications, see Intended use.

2.1.4 Absolute contraindications
- Patients with open fontanelles
- Maiformations or known reduction of the bone tissue, in particular temporal bone malformations

2.1.5 Relative contraindications

The following conditions, individual or combined, can lead to delayed healing or compromise the success of
the operation:

- Medical o surgical conditions (e.g., comorbidities) that could hinder the success of the operation.

- Children less than 5 years of age

- Patients with local sepsis

- Patients who are not awake, alert, and cooperative

- Skull fractures and particular cervical spine injuries (in particular unstable injuries rostral to the target

level, traumatic disc herniations and definitive, complete ligamentous injuries at any cervical spine level).

In the presence of relative contraindications, the user decides individually regarding the use of the product.

Advice on actions to be taken by the distributor and the user

By confirming receipt of the Field Safety Notice, end customers acknowledge that they followthe updated instructions for Use
(IFU).

Progress of FSCA , together with reconciliation data (Mandatory for a Final FSCA)

Time schedule for the implementation of the different actions
The Aesculap AG plans to complete this FSCA within the next 9 months.




Attached please find FSN Status

BField Safety Notice (FSN}) in English C Draft FSN
[CIFSN in national language ® Final FSN
[[]Others (please specify)

The medical device has been distributed to the following countries:

within the EEA and Switzerland
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AE, AQ, AR, AU, BD, BF, BO, BR, BW, CI, CL, CM, CO, CU, DZ, EG, ET, GA, GE, HK, ID, IN, IR, JO, JP, KE, KB, KW, KZ, LB, LK, LY, MA, MM
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8 Comments : A AT |

Submission of this reporf does not, in itself, represent a conclusion by the manufacturer and/or authorised
representative or the National Competent Authority that the content of this report is complete or accurate,
that the medical device(s) listed failed in any manner and/or that the medical device(s) caused or
contributed to the alleged death or deferioration in the state of the health of any person,
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AESCULAP®

Instructions for use/Technical description
Skull traction tong
Note for US. users

This Instructions for Use is NOT intended for United Stztes users. Please discard, The Instructions for
Itse for United States users can be obtained by vofing our webs te at www.aesculapusaifus.cam. If
you wish to obtasn a paper copy of the Instructiens for Use. you may request one by contacting your
lacal Aesculap representative or Acscllap's customer service at 1-8G0-282-9000. A paper copy will
be provided to you upon request at no addftional cost.
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Pinzas de trace:4n craneal

Istruzioni per l'usefDeserizione tecnica
Finze di trazinne per cranio

Instrucbes de utilizagdo/Descrigio téonica
Pinca de tragdo cramana
Gebruiksaanwijzing/Technische beschrijving
Schedeltractietzng

BragsanvisningfTeknisk beskrivelse
Kranietang

Bruk isning/Teknisk beskrivel
Trekktang for hodeskalle
Bruksanvisning/Teknisk beskrivning
Skallting for traktion

KdyttGohje/Tekninen kuvaus
Kallovetopihdit

Kasutusjuhend/Tehniline kirjeldus

Kolyu haardetangid

LietoSanas i keijasftehniskais apraksts
Galvaskausa wiees knaibles

Naudnjimo instrukcijaftechninis apragas
Glisono lpz

WHCTpYKHUA No np iy CHO!
3axBaT AR BHTAKEHUS 33 Yepen
Navod k pouiitifTechnicky popis
Trakéni lebedni kdesté

Instrukeja uiytkowania/Opis techniczny
Klamra wyciqgowa

Nived na pougitiefTechnicky opis
Klizste ma trakeru lebly

Haszndlati dtmutaté/Miszaki leiris
Kopenya trakeus fogo

Navodila za uporabe/Tehnicni opis
Trakeijske kledée za lobanjo

Upute za wporabu/Tehnidki opis
Hvataljke za povladenie lubanije

Manual de utilizare/Bescriere tehnica
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AESCULAP
Skufl traction tong

Legend
1 Support arm

2 Tension plate

3  Flapscrew

4 Jowung rod

S Mandrel screw
B Spindie screw

1 About this document
Note
General risk factors associated with surgicol procedures are not described m this document.

1.1 Scope
This document applies to the following products
W Skl traction tong

~ FF870R Skull traction tong large

MNaote
instructrons for use and further formation about B. Broun [ AESCULAP products con be found on the
8. Broun elFU website ot erfu.bbravn.cor

1.2 Safety messages
Safety messages make clear the dangers to patient, user andfor product that caufd arise during the use of the
product, Safzty messages are labeled as foilows:

A WARNING
Indicates a possible threat of danger. If not avotded, minor or maderate injury may result.

A\ CAUTION
Indicates a pessible threat of material damage. If not avoided, the product may be damaged.

2 Clinical use
2.1 Areas of use and limitations of use

2.1.1  Intended purpose
Skuil tractron tong is used for temporary cervica! traction of odontod fractures.

212 Intended use

The skull traction tang is used for edontoid fractures with ron-lethal dislocation. It provides temparary immo-
bihzation andfor reduction in the transitional region of an unstable cervical spinal injury, as well as for de-
compression of the spinal cord e nerve reots secondary to spinzl misalignment.

2.1.3 Indications

Note

The manufacturer is nat resporsitile for any use af the prod.ct ngeinst the specified indications or the described
applications.

For indications, see Intended use
2.1.4 Absolute contraindications

B Patients with open fontanelles
B Malformations or known reds

fion of the bone tissue, in partculer temporal bone malformations

2.1.5 Relative contraindications

The following canditions, indsiduzl ar combined, can lezd to delayed healing ar compromise the success of
the operation:

® Medical or surgical canditions [e.g., comerbidities) that could hinder the success of the operation.
Chi'dren less than 5 years of age

Patients with local sepsis

Patients wha are not awake, alert, and copperative

Skull fractures and particular cenncal sping irjuries [ n parbcular unstable injuries rastral ko the target
level, traumatic disc hermuations and definitive, complete ligamentous njuries at any cervical spine level).
In the presence of relative contraindications, the user dec des indivdually regarding the use of the product.

2.1.6 Intended patient population
There are nc general gender or ethmc | on patie~t popul; for the use of the product when used
within its intended use. Restrictions are defined by the centrarmdications.

2.2 Risks, adverse effects and interactions

B n toosening/moving

B asymmetrical pin posibionmng

B superficial infections

Based on the application and the position of the instrument, further, but rarely eccurring complications can
be named:

W perforation andfor fracture of the skull bene

W bram abscesses

W neurgvascular damage

2.3  Safety information

2.3.1 Clinical user

General safety information

To prevent damage caused by improper setup of use 2nd to not compromise the manufacturer wamranty and
atulity

se the product only according to these instructions for use.

Follow the safety and mantenance instructions.

Ensure thzt the product and its accessaries are only operated and used by qualified personnel,

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

Prior to use, check that the product 1s in good working order.

» Keep the instructions for use accessible for the user,
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Note
The user 11 obligoted to report alf severe events in conneclion with the produet to the monufecturer and the
responsible authorities of the state in which the user is focated

Notes on surgical procedures

It i the users responsibility Lo emsure that the surgical procedure s performed correctly.

Appropniate clinical training zs well as a theoretical and prachical proficiency of all the required surgical tech-
mgues, including the use of thes product, are prerequisites for the successful use of this product.

The user 15 requised to obtain cnformation from the manufacturer if there 1s 8n unclear preoperative situation
regarding the use of the product.

2.3.2 Sterility
The product 1s suppled non=stenle and intended to be used in stente candition.
» Ciean the new product afier removing 1ts transport packaging ard pior to its inibial stenlization.

2.4 Application
The skull tzaction tong is used for temporary cervcal traction of odontoids.

A\ WARNING
Risk of injury andfor malfunction!
» Always carry out a function test prior to each use of the product.

The opening width of the support arms 1 can be chznged by turning the spindle screw 6.
The mandrel screws 5 are screwed into the support arm 1 approxmmately up to the middie.

AL WARNING
Risk of the skull traction tony becoming Joese from the skull!
W Never screw in the mandrel screw 5 all the way to the stop

The skull traction tong with its pins 15 attached (afier an optimal smail skin inarsion), using the spindle screw 6,
drectly to the temporal bone approx. 1 cm above the ears and helow the equator of the skull. For tghtening
the wrench FFE7TR (S¥14) can be used.

A WARNING

Rigk of the skull traction tong being released from the skull!

» Do not attach the skull traction tong to the head by screwing on the mandrel screw 5.
P Only tighten the skull traction tong with the spindle screw.

The tips of the mandrel screw 5 penetrate the skull bore.
The depth of penetration must be determined individually by the trained sirgeon depending on the case.

A WARNING

Risk of a skull fracture due to excessive tightening of the spindie screw!
P Ensure that the spindle screw is not tightened excessively.

» Take the patient’s bone thickness and bone density into account

By attaching a cord or chatn to the eyelet of the tension ptate 2, a tensile force can be generated m the di-
rection of the cord or chain, To do this, the cond or chain is guided over a deflection,

While closely obserwng the patient's cervical spine, weights are attached to the drooping end of the cord or
chain and gradusily increase unhil the required extension is achieved.

At the same time, it must be canstantly checked whether the pins are sufficiently engaging the skull bores
and can take the required tensile forces. As soon 2s 2 relative movement between the skull and the uns s
noliceatile gining the procedure, the clamping force should be carefully increased using the spindle screw 6
as assessed by the trained surgeon.

5 WARNING

Risk of the skull traction tong becoming loose from: the skull!

» Ensure sufficient clamping force.

> Only a maximem weight of 22 kg may be attached at skulf traction tong.

P The cord or chain used should be able to safely support this maximum weight.

3 Validated processing procedure

3.1 Safety information

ete

Adhere ta natione! statutory reguiations, netional and internotional stonderts and directives, and focal, clinsen!
fygiene instructions for sterile processing.

Nete

For potients with Creutzfeldt-Jakob disease [CiD)], suspected CID or possibie vaniants of CID, obsenve the rele-
vont notiosef reguletions conceming the processing of products,

Note

Mechanscof processing should be fovared over menuo/ cleaning as it gives better and more relinble esutts.
Nate

Surccessful processing of this medical device can enly be ensured if the processing method is first velidoted. The
operatorfsterile processing technicion is respansible for this.

Nate

Up-to-date information about processing and material compatibitity can be found on the B. Broun elfl site at
eifit.hbraun.com

The validated steom sterilization procedure wos corried out In the AESCULAP sterile conltawer system.

3.2 General information

Dred or affixed surgical residues can make cieaning more difficult or ineffective and lead to corrsion. There-

fore, the time interval between application and processing should not exceed 6 h; also, neither fixating pre-

cleaming temperatures >45 °C ror fiating dounfecting agents [active ingredient afdehydesfalenhols) should

be used.

Excessive mezsures of neutralizing agents or basic cleaners may result in a chemical attack andfor to fading

and the laser marking becoming unreadable visually or by machine for stainless steel.

Residues containi rg chiorine or chiondes e.g. n surg:cal residues, medicines, saline solutions and in the service

water used for cleaning, disinfection and stenlization will cause corrnsion famage Ipitting, stress corrosion)

and result in the destruction of stainless steel products These must be remaved by rinsing thoraughly with

demineralized water and then drying.

Additional drying, if necessany.

Only process chemicals that have been tested and approved (e.g. VAH or FDA approval or CE mark] ant which

are campatible with the product’s matenals according to the chemical manufacturers’ recammendatons may

be used for pracessing the product. A1l the chemiczl manufacturers application specificat ons must be strectly

observed. Failure o do 50 can result in the following problems:

B Optcal changes of matenals, e.g. Fading or discoloration of titanium or aluminum. For alum eum, the
zpplicationfprocess solution anly needs to be of pH >8 to cause visible surface changes

M Material damage such as corrosion, cracks, fracturing, premature aging or swelling.

P Do not rse metal eleaning brushes or other abrasives that would damage the product surfaces and could
TAuse Cornosion

» Further detailed advice on hygienically safe and material-fvalus-preserving reprocessing can be found at
www.a-k-i.org, link to "AKI-Brochures”, “Red brochure™.

3.3 Service life
Matenials for reusable surgical instruments are generalty chasen to be suitable for repeated processing. How=
ever, It shouid be roted that each mechanical, chemical and thermat treatment ean fead to stress and thus to
aging of the matenal,

The servace life of the product is limited hy damage, normal wear, type and duration of use, as well as by han-
dling, storage and transport of the product. D
Influences of processing using the validated procedure that lead ta damage- .
Carsful visual and functiona! inspection before each use is the best wa
furctional, see Visual inspection and see Functional test.

3.4  Initial treatment and disposal at the poi

» I applicable, rinse non-visible surfaces preferably with deioniz
ample.

» Remove any vis:ble surgical residues to the extent possible wit

» Transport the dry product in a sealed waste conta ner for clean



3.5 Preparation before cleaning

» Remave coarse contamination by rinsing and flushing with cold, ciean water,
» Disassemble products that ean be disassembled, see Disassembly.

3.6  Disassembly

» Unscrew mandre! screw 5 fram the screw coupling with the support arms 1.

> Loasen flap screw 3 and unscrew tt from the screw coupling with the support arms 1.

» Remove the tension plate 2.

» Looscr spindle serew 6 unbl the screw coupling separstes from the joining rods 4 [nght-hand and left-
hand thread]
The connection between the suppart arms 1 and the =ning rods 4 15 rot foesened.

3.7  Cleaning, disinfecting and drying

3.7.1 Product-specific safety information on the processing procedure

Damage to or destruchon of the product due to inappropriate deaning/d sinfecting agents andfor excessive

temperatures!

» Use cleaning and disinfectng agents according ta the manufacturer's Mstructions.

» (bserve specifications regarding concentration, temperature and exposure time.

» Do not exceed the maxmum disinfection temy are of 95 °C.

» If microsurgical products can be securcly fixed in machines or storage devices in such 2 way that they will
e ¢leaned thoroughly, cean and disinfect them machanically,

3,7.2 Validated cleaning and disinfection procedure

Note

Processing maty anly tuke place in eccordance with the follewing listed pracedures in version V6. These are doc-
umetited 1 the brochure "Valdated Reprocessing Proced.res” {AVA-VE] (53402, You will also find this bro-
chure on the 8. Broun effU site at eifu bbrour.com

Use & suitable cieaning brush.  see Manua? eleaning and disin-
Use a disposable syrrge fection and subsection:

20 ml. 3 see Manval cleamng with
® Keep working eads open. immersion drsinfection

» Keep open and move non=

nupd components.

Manual cleaning with immer-
sion disinfection

» Drying phase: Use a int-free
cloth or medical compressed
ar.
Manual pre-cleaning with » Use a suitable cleaning brusk,  see Mechanical rleamngfdssin-
brush and subsequent mechan-  w 1ise g ¢isposable synnge fection with manual pre-clean-
ical alkaline cleaning and ther- 20.ml. ing and subsectians:
mal disinfection » Place the product in 3 tray B sce Manuz] pre-clezning

that is suitable for cleaning with a brush

(avoiging rinsing Blind spots). B see Mechanical alkaling
» Keep working erds open. cleaning and thermal disin-
» Connect components with fecting

lumens and channels directly

1o the rinsing port of the in-

|eetor cart.

3.8  Manual cleaning and disinfection
3.8.1  Manual cleaning with immersion disinfection

Phase Step s i . w%
rere Imin] :
I Disinfecting AT > 15 2 D-w Aldehyde-free, phenol-free, and
cleaning (cold) QUAT-free concentrate, pH = 9
it Intzrmediate RT 1 - D-W -
rinse (cold)
n Disinfection AT 5 2 D-w Aldehyde-free, phenal-free, and
[eald) GUAT-free concentrate, pH = 9°
v Final nnse AT 1 - FO-w -
[enld}
v Drying RT - - - o
D-W Drinlang water
FO-W Fully demineralized water (low-germ, max. 10 CFJ § 100 mi, as well as |ow endo-
toxin contaminration, max. 0,25 endotoxin units/ml)
hit) Room temperature
“Recommended & Braun Stabimed fresh

Phase |

» Fully immerse the product in the cleaning/disinfectant for at least 15 min. Ensure that all zecessible sur-
faces zre moistened.

» Clean the product with a suitable cleaning brush in the soletion until ail diseernible vesidues have been

removed from the surface.

tf applicable, brush through non-visiofe surfaces with an appropnate c'eaning brush for at tease 1 min

Mohbilsze non-rigid components, such as set screws, links, ete. dunng cleaning.

Thoroughly rinse €hrowgh these components with the cleaning disinfectant solution [at least five times),

using a disposable syringe.

Phase Il

» Rinsefflush the product thoraughly {all accessible surfaces) under running water.
» Mobilize non-rigid companents, such as set screws, joints, cic. dunng nnsing,

» Drain any remaining water fully.

Phase I

» Fully immerse the product in the disinfectant solubon.

» Mobilize non-rigid components. such as sct serews, joints, ete. duting nnsing.

» Rinse lumens at legst 5 imes at the beginning of the exposure time using an appropnate disposable sy~
ringe. Ensure that all accessible surfaces are moistened.

Phase IV

» Rinsefflush the product thoroughly {all zccessible surfaces).

» Mobihze non-rigid campanents, such as set screws, fonts, et during final rinse,
B Rmnse lumens with an appropnate disposable syninge at [east five imes.

» Drain any remaining water fully

Phase V
» Dry the praduct in the draing phase with suitable equipment {e.g. cicth, compressed air), sec Validated
cieaning and disinfectron procedure.

Yy

3.9  Mechanical cleaning/disinfection with manual pre-cleaning

Note

The cleaning and disinfection device must be of tested ond eppraved effectiveness (e.g. complionce with EN
150 15883).

Nate
The cleanmyg and disinfection device used for processing must be serviced ond checked ot reguior intervals.

3.9.1 Manual pre-cleaning with a brush

1 Disinfecting RT > 15 Aldehyde-free, phenol-free, and
cleaning feold) QUAT-free concentrate, pH = 97
I Rinsing AT 1 - D-w -
(eald]
D-w Drinking water
AT Room temperature
*Recommended B. Braun Stabimed fresh
Phase i

» Fully immerse the product in the cieaming/disinfectant for at least 15 min. Ensure that all accesuble sur-
faces are meistened,

B Clean the prodact with 2 suitabie cleamng brush in the solution untif all discernible residues have been
removed from the surface,

» If applicable, brush through non-wisible surfaces with an appropnate cleaning brush for at least 1 min

» Mobilize non-ngid compenents, such as set screws, finks, etc. dunrg cleaning.

» Thorpughly rinse through these components with the cleaning disinfectant solution [at least five times),
using a disposahle syringe.

Phase N

» Rinseffivsh the product theraughly (a1l accessible surfaces) under running water.

P Mohilize non-rigid companents, such as set screws, foints, ete. durrg rnsing.

3.9.2 Mechanical alkali

ne cteaning and thermal disinfecting

1 Prerinse < 25} k|

77
n Cleanirg 55131 10 FD-¥ W Concentrate, alkaling:
~ pH=13
- less than 5 % anionic surfactent
B 0,5 % working solution
- pH=11"
m Intermediate > 10f =1 FD-w -
rinse 50
'] Therma! disin= 90/19¢ 5 FD-W -
fection
v Drying = - - According ko the pragram for cleaning and
disinfecbon device
0-w Drinking water
FD-W Fully demineratized water (low-germ, max. 10 CFU { 100 m), as well as low endo-

toxin cantammation, max. 0,25 endataan uritsiml]

*Recommended B. Braun Helimatic Cleaner alcaline

» Check wisible surfaces for residues after mechan:cal ceaningfdisinfecting.
> Aepeat the cleaning/disinfecting process if necessary,

3.10 Inspection

b Allgw the product to cool down to room temperature,
» Dry the product if it is wet or damp.

3.10.1 Visual inspection

> Make sure all contaminzanis have been removed. Pay particular attention to mating surfaces, hinges, shafts,
recessed areas, drill grooves and the sides of teeth on rasps,

» If the product is stifl dirty; Repeat the cieaning and disinfection procedure.

» Inspect the product for damage, eq.. damaged nsulation or carreded, loase, bent, broken, cracked, warn

or severely scratched and fractured compenents.

Inspect the product for missing or faded labels.

Check the cutirng edges an the tips of the mandre! screws 5 for continuaty, «harpness, notches and other

damage

Check the surfaces for rough spots.

Check the product for burrs that could damage tissuc or surgical glaves.

Check the product for l9ose or mrssing parts.

| diately put aside d d or inoperative profucts and send them to Aesculap Techmical Semnce,

see Technical service.

rr
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3.10.2 Assembly

» Cannect spindle screw 6 via joint rods 4 (left and right thread) by tuming and screw in until approx. | cm
before the stop.

» Mount tension plate 2 on the collar of the flap screw 3.

» Align the holes (threaded hele and point hale] of the support arms 1.

» Insert flap serew 3 with tension plate 2 mto the joint hole, turn through the threaded hole and tighten as
far as it will go.

P Screw the mandrel screws 5 into the support arms 1 until approximately halfway [not all the way 10 the
stopl.

» Discard non-functional products immediately and send them to Aesculap Technical Service, see 4 Technical
sennce (4],




3.10.3 Functional test

ACAUTION

Damage (metal cold welding / friction carrosion) to the preduct caused by insufficient lubrication!

P Prior to function checks, lubricate moving parts (¢.., joints, pusher components and threaded rods)
with maint: oil suitable for the respective sterilization process [e.g., for steam sterilization:
STERILIT I oil spray JG60O or STERILIT | drip Jubricator JGS98).

» Assembic disassembled products, see Assembly,

» Check that the product funchions comectly.

» Check that all moving parts are working properly [e.g. hinges, locksflatches, sliding parts etc.].

» Check whether the spindle screw & runs smoethly.

» Check whether the mandrel serews 5 runs smoothly but are not screwed into the holding arms unti) they
stap (out rather appraximately halfway).

» Immediately put aside damaged or inoperative products and send them to Aesculap Technical Semnce,
see Techmeal service.

3.11  Packaging

¥ Place the product in 1ts holder or on a suitable tray, making sure it 15 positioned to prevent damage.

» Ensure that any fine working tips, bledes andfor sharp edges are covered,

» Pack trays appropriately for the steritization process (eg., in AESCULAP sterile containers).

» Use sterile barrfer packaging system in accordance with IS0 11607-1.

» Ensure that the gackaging provides sufficient protechien aganst contamination of the product during stor-
age.

3.12 Steam sterilization

¥ Check to ensure that the stenlzing agent comes inta contact with all external and interral surfaces [(e.q.,
‘by opening any valves and faucets).

» Use valated sterilization process.
= Steam sterilization using fractiona! vacuum process
- Steam sterilizer according to EN 285 and validated according to S0 17665
~  Allewsd sterlization parameters, see table below

P If several devices are stenlized smultaneously in the same steam sten izer: Make sure that the maxrmum
allowed load according to the specfications of the manufacturer is not exceeded,

Allowed sterilization parameters

Steam sterilization [frac- 134 3-18 30
tionated vacuum process)

The steeilization of preducts approved for 134 °C is permissibde in the temperature range from 134 °C 1o
137 °C.

3.13 Storage

Shelf hfe depends on the quality of the packaging system or matenal, the t ghtness of the seals, and the stor-
age conditions.

» Store sterle products at room temperature in z dust-free, lean, dry, and pest-free environment.

» Foliow the storage instruchions provided by the sterile barner system manufacturer.

3.14 Transport

Transport and storage must not adversely affect the charactenstics of the processed medical device.
> Lise appropriate transpor? systems and awds to prevent damage or recortamination,

4 Technical service

A cauTion

Modifications carried eut on medical technical equipment may result in loss of guaranteefwarranty
rights and forfeiture of applicable licenses.

» Do not modify the product.

» For service and repairs, please contact your national B. Braun / AESCULAP agency.

Service address

Aesculap Technischer Service

Am Aesculap-Platz

78532 Tuttlingen | Germany

Phone: +43 7461 95-1601

Fax: +43 7461 16-2887

E-Mail: ats@aesculap.de

{Other service addresses can be ohitained fram the address indicated above.

5 Disposal

A WARNING
Risk of infection due to contaminated products!
» Adhere to national regulatiens when disposing of or recycling the product, its components and its

packaging.
A WARNING

Risk of injury due to sharp-edged and/or pointed praductst

P Ensure that the packaging prevents injury by the praduct when disposing of or recycling the groduct.

Note

The user nstitution is vhliged to process the product before its disposal, see Validoted processing procedure.

» Detailed information concerming the disposal of the product is availatle through the national B, Braun [
AESCUILAP agency, see Technical service.
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