Qualitatsmanagementsystem Nr. / Abschnitt

®
9
VOSTR/\‘ Kapitel 8: Formblatt EN 8.2.3.3_RT 8.2

medical products

FSN / Sicherheitsanweisung im Feld Rev 2 | 06.12.2023
FSN Ref: U473 VOSTRA GmbH Tel. +49 241 96850-0
FSCA Ref: 36063/23 Im Susterfeld 3 Fax: +49 241 96850-56
Datum: 06.12.2023 D-52072 Aachen Mail: gm@vostra.de

SRN: DE-MF-000005277

Field Safety Notice
(Sicherheitsanweisung im Feld)

Here: ing the instructions for IE
Hier: Aktualisierung der Gebrauchsanweisung (IFU

Device Commercial Name Rhinotamp®
Rhinotamp® latexfrei

For Attention of: Authorised representative for medical device safety, OP Management

Contact details of local representative

For further information or assistance regarding the information contained in this FSN, please contact your regional
sales representative or the manufacturer:
VOSTRA GmbH, Im Sisterfeld 3, D-52072 Aachen, Germany, www.vostra.de, eMail: QM@vostra.de

Transmission of this Field Safety Notice

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.

Please transfer this notice to other organisations on which this action has an impact.

Please maintain awareness on this notice and resulting action for an appropriate period to ensure
effectiveness of the corrective 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.*
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Field Safety Notice
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Here: ing the instructions for IE
Hier: Aktualisierung der Gebrauchsanweisung

Device Commercial Name Rhinotamp®
Rhinotamp® latexfrei

1. Information on Affected Devices*

1. 1. Device Type(s)*

Rhinotamp® is a prefabricated tamponade for the nose consisting of a thermostable foam with a rubber
coating, the reinforcement threads of which run through both the foam and the rubber coating. They develop
their effect through compression.

1. 2. Commercial name(s)

Rhinotamp®
Rhinotamp® latexfrei

1. 3. Unique Device ldentifier(s) (UDI-DI)

42504 352XXXXXXXXXXXXXXXPP

1. 4. Primary clinical purpose of device(s)*

Haemostasis and stabilisation after operations in the area of the nasal and paranasal sinuses for the
following indications:

Conchotomy, maxillary sinus / ethmoid operations, nosebleeds, rhinoplasty

1. 5. Device Model/Catalogue/part number(s)*

1237xxxx
1238xxxx
1247xxxx
1248xxxx

1. 6. Software version

The product does not contain any software

1. 7. Affected serial or lot number range

LOT in the range from LOT 743384 to LOT 772283

1. 8. Associated devices

N/A
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2. Reason for Field Safety Corrective Action (FSCA)*

2. 1. Description of the product problem*

As part of the PMS activities, VOSTRA has become aware of a case of use with the product RHINOTAMP
in which a user pulled on the reinforcing threads with his hands, contrary to the instructions in the
instructions for use. In this case, a tamponade / tamponade component remained in situ after
detamponation.

The complaint is due to two application errors/errors in use, as the user acted contrary to the warnings in
the instructions for use and did not take into account the state of the art and good clinical practice. During
detamponation, the reinforcement threads were pulled, which can lead to disintegration of components of
the tamponade, so that component parts can enter the site in an uncontrolled manner. Correct consideration
of the state of the art and Good Clinical Practice would have been sufficient even if the instructions for use -
"Do not pull out Rhinotamp by the reinforcement threads! Removal after application with forceps or similar
instruments." - would have completely prevented the event in question. This is achieved by appropriate
follow-up checks of the site and completeness checks of all tamponade components after detamponation
has been completed.

The FMECA considers the error and application case. However, this takes into account the state of the art
and the GCP. The FSCA is intended to provide the user with revised instructions for use that now explicitly
provide implicit information from the state of the art and the GCP.

According to MDCG 2023-3, the present event is not to be classified as an incident.

2. 2. Hazard giving rise to the FSCA*
Parts of the component get out of control in situ
2. 3. Probability of problem arising
impropable
2. 4. Predicted risk to patient/users
4 = Risk mitigation measure
2. 5. Further information to help characterise the problem
There were no incidents or serious incidents as defined by the MDR.
2. 6. Background on Issue
See Point 2.1
2. 7. Other information relevant to FSCA
N/A

3. Type of Action to mitigate the risk*

3. | 1. Action To Be Taken by the User*

|:| Identify Device |:| Quarantine Device
|:| Return Device |:| Destroy Device
|X| Take note of amendment/reinforcement of Instructions For Use (IFU)
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X

Other / Miscellaneous

You do not need to return a product. The product conforms to specifications and can still be
used!

Please check your stock immediately and isolate the above-mentioned products without delay.
Please also inform your users!

Remove the existing instructions for use and replace them with
FB_4.2.3.2_IFU-RT_Rev5, revision 5 of 10.11.2023
Then destroy the removed instructions for use.

After replacing the instructions for use the product can be released.

Change in IFU: Addition of the warning: After removing the tamponades, check that all tamponades
or tamponade components have been completely removed).

If you have redistributed the product that is the subject of this Field Safety Notice (FSN), please
identify your other customers and inform the customer(s) concerned of this FSN immediately. We
would ask you to monitor and follow up the measures taken by your customers!

fill out the enclosed response form completely and send it to our address by post, e-mail or fax by
15 December 2023 at the latest.

Please return the completed reply form even if you no longer have any remaining stock of the
product in question. Due to legal requirements, we must ensure and document that you have
received this FSN, and your reply serves as proof of this.

Please pass this FSN on to the relevant departments in your organisation!

Please ensure that all persons in your organisation who use or apply the product concerned are
aware of this FSN.

We confirm that the competent supervisory authority has been informed of this measure.

We apologise for any inconvenience caused to you in connection with this FSN and thank you in
advance for your support in enabling us to implement this measure quickly and effectively.

3. | 2. By when should the action be completed? Immediately, by 15th December

2023 at the latest

3. | 3. Particular considerations for
N/A

Is follow-up of patients or review of patients’ previous results
recommended?

|:| yes & no

3. | 4. Is customer Reply Required?*
(If yes, form attached specifying deadline for return)
D yes  [no
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3. | 5. Action Being Taken by the Manufacturer
|:| Removal of the product
X] IFU or labelling change
|:| Other
3 | 6. By when should the action be completed? Immediately
3. | 7. Is the FSN required to be communicated to the patient /lay user?
qui uni pati y u D ves & o
3 | 8. Ifyes, has manufacturer provided additional information suitable
for the patient/lay user in a patient/lay or non-professional user |:| yes |:| no
information letter/sheet?
4. General Information*
4. | 1. FSN-Typ* [ ] New < update
2. For updated FSN, reference number and date of previous
4. FSN? [ ves X no
4 3. For Updated FSN, key new information as follows: Update of 1.2 Device
’ Model/Catalogue/part number(s)
4. Further advice or information already expected in follow-up
FSN? * |:| yes
4, X no
|:| not yet planned
5. If follow-up FSN expected, what is the further advice expected to relate to:
4 N/A
6. Anticipated timescale for follow-up FSN N/A
4
7. Manufacturer information
(For contact details of local representative refer to page 1 of this FSN),
4 a. Company Name VOSTRA GmbH
| b. Address Im Susterfeld 3
D-52072 Aachen (Germany)
c. Website address www.vostra.de
d. SRN DE-MF-000005277
8. The Competent (Regulatory) Authority of your country has been informed about this communication to
4. customers.”
4 9. List of attachments/appendices: FB 4.2.3.2 IFU-RT_Rev5
: Revision 5 of 10.11.2023
4 Name PRRC
' Signature PRRC
Sebastian Harren
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Reply form / Antwort-Formular

Customer-No.
Kunden-Nummer

Name of the organisation
Name der Einrichtung

Street
StraBle

Postcode / City
PLZ/ Stadt

Email

Action taken by the client on behalf of the healthcare facility
Im Auftrag der Gesundheitseinrichtung durchgefiihrte MaBnahme des Kunden

Please tick the boxes below to indicate which measures have been completed. If a measure does not apply, please
enter N/A in the right-hand column.

Bitte in den nachfolgenden Késtchen ankreuzen, welche MalBnahmen abgeschlossen wurden. Wenn eine
Malnahme nicht zutrifft, bitte N/A in der rechten Spalte eintragen.

| confirm that | have received the Field Safety Notice and that | have read and
D understood its contents.

Ich bestétige den Erhalt der Field Safety Notice (Sicherheitsanweisung im Feld)
und dass ich deren Inhalt gelesen und verstanden habe.

The information and the necessary measures have been brought to the attention
D of all affected users and implemented.

Die Information und die erforderlichen MalRnahmen sind allen betroffenen
Anwendern zur Kenntnis gebracht und durchgefiihrt worden.

There are no affected products remaining in stock at our facility.
D Es sind keine betroffenen Produkte im Vorrat unserer Einrichtung verblieben.

Name in block
capitals

Name in
Druckbuchstaben

Date
Datum

Signature
Unterschrift
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Gebrauchsanweisung

Rhinotamp®
Rhinotamp® latexfrei

BESCHREIBUNG

Rhinotamp® ist eine konfektionierte Tamponade fiir die Nase bestehend aus
einem thermostabilen Schaumstoff mit einer Gummi-Umhdillung, deren
Armierungsfaden sowohl durch den Schaumstoff als auch durch die Gummi-
Umbhillung verlaufen. Sie entfalten ihre Wirkung durch Kompression.

Die verschiedenen GréRen erlauben das individuelle Tamponieren jeder
Nasennebenhohle. Das Gegentamponieren verhindert einen einseitigen Druck
auf das Septum und bewirkt einen Druckausgleich zwischen den beiden
Nasennebenhohlen. Selbst beim Legen der Gegentamponaden uberzeugt das
unkomplizierte Verfahren mit durchweg kurzer Behandlungsdauer.

Die einsatzbereite, sterile OP-Doppelpackung sowie die sichere und
unkomplizierte Handhabung von Rhinotamp® ermdéglichen ein schnelles und
sicheres Stillen der Blutung.

ZWECKBESTIMMUNG

Blutstillung und Stabilisierung nach Operationen im Bereich der Nasen- und
Nasennebenhohlen bei folgenden Indikationen:

Conchotomie, Kieferhéhlen- / Siebbein-Operationen, Nasenbluten, Rhinoplastik

GEGENANZEIGEN

Rhinotamp® enthalt Naturkautschuklatex und ist bei bestehender Latexallergie
kontraindiziert. Alternativprodukt: Rhinotamp® latexfrei!

DAUER DER ANWENDUNG

Kurzzeitige Anwendung — in der Regel bis zu 3 Tagen.

Langere Verweildauern kénnen zu Schleimhautschéaden mit den sich daraus
ergebenen postoperativen Folgen fihren.

ANWENDUNGSHINWEISE

. Je nach Bedarf 1 — 3 sterile Rhinotamp® in die Nasenhaupthohle
einfahren.

. Vor der Anwendung mit isotonischer Kochsalzlésung benetzen.

Die in der Vergangenheit tibliche Praxis, vor Applikation die Tamponade diinn
mit einer antibiotikahaltigen Salbe zu bestreichen bietet keine Vorteile bei der
Anwendung von Rhinotamp® hinsichtlich einer besseren Gleitfahigkeit sowie
Verhinderung von Infektionen und verbesserten postoperativen
Heilungsergebnissen. Gegenuber dieser klassischen Anwendung hat sich
zwischenzeitlich durchgesetzt, die Tamponaden mit einer isotonischen
Kochsalzlésung zu benetzen. Damit wird nicht nur das Einsetzen, sondern, weil
Rhinotamp® keine Verbindung mit der abheilenden Nasenschleimhaut eingeht,
auch die Entfernung von Rhinotamp® nach der Anwendung fiir den Patienten
schmerzarm! Alle bei einem Eingriff verwendeten Rhinotamp® muissen
wiederholt gezahlt werden. Zu Beginn der Operation und nach dem
Detamponieren.

WARNHINWEISE

e Bei Gebrauch von mehr als einer Tamponade pro Nasenhaupthdhle
mussen die Armierungsfaden miteinander verknotet werden, um eine
Dislokation der Tamponaden und ein damit verbundenes Aspirationsrisiko
auszuschlief3en.

e Werden beide Nasenhaupthohlen gleichzeitig tamponiert, sollten die
Armierungsfaden vor dem Nasensteg verknotet und auf dem
Nasenrticken fixiert werden, siehe Beschreibung und Skizze in Einsatz
von Rhinotamp®.

e Rhinotamp® nicht an Armierungsfaden herausziehen! Entfernung nach
Applikation mit Pinzette 0.8. Instrumenten.

e Nach Entfernen der Tamponaden das vollstandige Entfernen aller
Tamponaden oder Tamponadenbestandteile uberprufen.

e Um Wechselwirkungen mit dem Tamponadenmaterial zu verhindern wird
empfohlen Rhinotamp® vor der Verwendung nicht mit Wundheilsalben zu
bestreichen, sondern lediglich mit isotonischer Kochsalzlésung zu
benetzen.

e  Rhinotamp® darf nicht bei Friih- oder Neugeborenen sowie Sauglingen
verwendet werden.

e Wabhlen Sie die richtige GroRe der Rhinotamp® fir die GroRe der Nase
des Patienten aus.

e  Bei Gebrauch von zu vielen Tamponaden oder beim Gebrauch von zu
groBen Tamponaden kann es zu Drucknekrosen der Schleimhaut
kommen.

e Melden Sie Komplikationen oder unerwiinschte Ereignisse sofort an
VOSTRA und/oder Ihrer zustandigen Aufsichtsbehorde

Rhinotamp® | [T A®SKQ=Y

C€0044 _
Rhinotamp® []3] A D /;_&\ ® T
latexfrei C€0044

UNERWUNSCHTE NEBENWIRKUNGEN

obstruktive Schlafapnoe
Schlafstérung

Funktionsstérungen der eustachischen
Réhre

posteriore Dislokation und Aspiration
toxisches Schocksyndrom

Wechselwirkungen mit dem
Tamponadenmaterial

Septumhamatome bei der Entfernung

Blutung

Anschwellen der
Nasentamponade durch
Aufnahme von Blut und
Sekreten
Unannehmlichkeiten flr den
Patienten / Schmerzen beim
Entfernen

Abscherung der Schleimhaut
Schéaden der Schleimhaut

Kopfschmerzen

EINSATZ VON RHINOTAMP

Einbringen der Tamponaden mit einer
Bajonettpinzette unter Lokalanasthesie in
die vordere Nasendffnung.

Durch Anheben der ersten Nasen-
tamponade kénnen je nach Nasen-
nebenhdhlenvolumen weitere
Tamponaden eingefuhrt werden. Nach
dem Abschluss der Tamponierung der
ersten Nasennebenhohle folgt das
Verknoten der Armierungsfaden. Die
Nasengegenseite wird in gleicher Weise
tamponiert. Um eine einseitige
Druckausiibung auf das Septum
auszuschlie3en, ist das Tamponieren der
Gegenseite als Druckausgleich unbedingt
erforderlich. Sind beide
Nasennebenhéhlen tamponiert, werden
die linken und rechten Armierungsfaden
vor dem Nasensteg miteinander verknotet, siehe Skizze Position 1.

Damit sich keine Stegnekrose bilden kann, sollte man den Knoten nicht zu fest
gegen den Nasensteg legen und ggf. einen Spitztupfer unterlegen.

Nun werden die Armierungsfaden uber dem Nasenriicken fixiert, siehe Skizze
Position 2. Durch das Vor- und Zuriickschlagen der Armierungsfaden auf dem
Nasenriicken und durch die doppelte Sicherung mit einem Pflaster wird eine
mdogliche Dislokation und die damit verbundene Aspirationsgefahr verhindert.

AbschlieBend werden die eingesetzten Tamponaden tber beiden Nasenléchern
mit einem Pflaster U-férmig zusétzlich gesichert.

In der Anwendungspraxis sollte die Verweildauer der gelegten Tamponaden die
vorgegebene Anwendungsdauer von drei Tagen nicht Gberschreiten.

STERILITAT

Rhinotamp® werden steril ausgeliefert und sind fir den Einmalgebrauch
bestimmt. Eine Aufbereitung und Resterilisation ist nicht zuldssig.

Produkte aus beschadigten Verpackungen durfen nicht verwendet werden!

LAGERUNGSHINWEISE

e  Trocken bei Raumtemperatur lagern.

e  Produkte vor Feuchtigkeit und direkter Hitze-, Frost-, Licht- und UV-
Einwirkung schiitzen.

e Rhinotamp® nur im Original Sterilbarrieresystem lagern.

e Rhinotamp® Sets zum Schutz der Primarverpackung vor Staub und
Schmutz, und der Produkte vor Verfarbungen und Versprédung immer im
geschlossenen Dispenser, Lagerverpackung, aufbewahren.

e Vor Ozon schitzen. Nicht in der Nahe von Laserdruckern, Fotokopierern,
Kihl- und anderen ozon-ausstoBenden Geréaten lagern.

e  Geeignete SchutzmalRnahmen zur Vermeidung von Einwirkungen infolge
Feuchtigkeit, Staub, Verunreinigungen, Ungeziefer, mechanische und
chemische Beanspruchung, sowie Beeinflussung durch andere
Materialien treffen.

e  Produkte nach Ablauf des aufgedruckten Verwendbarkeitsdatums nicht
mehr verwenden.

HERSTELLUNG UND VERTRIEB

sl VOsTRAN?

VOSTRA GmbH Telefon +49 241 96850-0
Im Sisterfeld 3 Telefax +49 241 96850-56
52072 Aachen info@vostra.de

Germany www.vostra.de
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Instructions for Use

Rhinotamp®
Rhinotamp® latexfrei

DESCRIPTION

Rhinotamp® is a prefabricated tamponade for the nose consisting of a
thermostable foam with a rubber coating, the reinforcement threads of which run
through both the foam and the rubber coating. They develop their effect through
compression.

The different sizes allow each sinus to be tamponaded individually. The counter
tampon prevents one-sided pressure on the septum and causes a pressure
equalisation between the two sinuses. Even when placing the counter
tamponades, the uncomplicated procedure is convincing with a consistently short
treatment time.

The ready-to-use, sterile surgical double pack and the safe and uncomplicated
handling of Rhinotamp® enable the bleeding to be stopped quickly and safely.

INTENDED PURPOSE

Haemostasis and stabilisation after operations in the area of the nasal and
paranasal sinuses for the following indications:

Conchotomy, maxillary sinus / ethmoid operations, nosebleeds, rhinoplasty

CONTRAINDICATIONS

Rhinotamp® contains natural caoutchouc (Latex)

Alternative product:

DURATION OF USE

Shorttime duration — usually up to 3 days.

Rhinotamp® Latexfree does not contain any latex!

In case of longer duration, impairments of the mucous membranes with its
postoperative consequences, can occur.

HANDLING INSTRUCTIONS

. Insert 1 - 3 sterile Rhinotamp® into the nasal cavity as needed.
. Before application, moisten with isotonic saline solution.

In the past, it was common practice to apply a thin layer of antibiotic-containing
ointment to the tamponade before application. This does not offer any
advantages when using Rhinotamp® with regard to better gliding properties,
prevention of infections and improved postoperative healing results. In contrast
to this classical application, it has become accepted in the meantime to wet the
tamponades with a isotonic saline solution. This makes not only the insertion, but
also the removal of Rhinotamp® after use with low pain for the patient, because
Rhinotamp® does not bond with the healing nasal mucosa! All Rhinotamp®
used during a procedure must be counted repeatedly. At the beginning of the
operation and after detamponation.

WARNINGS

. When using more than one tamponade per main nasal cavity, the
reinforcement threads must be knotted together to exclude
dislocation of the tamponades and an associated risk of aspiration.

. If both nasal cavities are tamponaded at the same time, the
reinforcement threads should be knotted in front of the nasal bridge
and fixed on the bridge of the nose, see description and sketch in
Use of Rhinotamp®.

. Do not pull out Rhinotamp® by the reinforcement threads! Remove
after application with tweezers or similar instruments. instruments.

. After removing the tamponades, check that all tamponades or
tamponade components have been completely removed.

. To prevent interactions with the tamponade material, it is
recommended not to coat Rhinotamp® with wound healing ointments
before use, but to wet it only with isotonic saline solution.

. Rhinotamp® must not be used on premature or newborn babies or
infants.

. Select the correct size of Rhinotamp® for the size of the patient's
nose.

. The use of too many tampons or the use of tampons that are too
large can lead to pressure necrosis of the mucosa.

. Report complications or adverse events immediately to VOSTRA
and/or your local regulatory authority.

Rhinotamp®

(1 preme [ A @ © 25 © <7
C€0044

Rhinotamp®
latexfrei

®
(e A © O F®
(€ 0044

SIDE EFFECTS

Bleeding obstructive sleep apnoea
Swelling of the nasal sleep disorder

tamponade due to absorption of « Functional disorders of the eustachian
blood and secretions tube

Inconvenience to the patient /
pain on removal

Shearing of the mucous

posterior dislocation and aspiration
toxic shock syndrome
Interactions with the tamponade

membrane )
material
e Damage to the mucosa .
o septal haematoma during removal
e Headache

INSERTION OF RHINOTAMP

Insertion of the tamponades with
bayonet forceps under local
anaesthesia into the anterior nasal
opening.

By lifting the first nasal tamponade,
further tamponades can be inserted
depending on the volume of the
paranasal sinuses. After the
tamponade of the first sinus is
completed, the sutures are tied.
The opposite side of the nose is
tamponaded in the same way. In
order to avoid unilateral pressure
on the septum, it is absolutely
necessary to tampon the opposite
side to equalise the pressure. If
both sinuses are tamponaded, the
left and right reinforcement sutures
are knotted together in front of the
nasal bridge, see sketch position 1.

In order to prevent necrosis of the bridge, the knot should not be placed too
tightly against the bridge of the nose and, if necessary, a pointed swab should be
placed underneath.

Now the reinforcement threads are fixed over the bridge of the nose, see sketch
position 2. By folding the reinforcement threads back and forth on the bridge of
the nose and by securing them twice with a plaster, a possible dislocation and
the associated risk of aspiration is prevented.

Finally, the inserted tamponades are additionally secured over both nostrils with
a U-shaped plaster.

In practice, the duration of the tamponades should not exceed the specified
application period of three days.

STERILITY

Rhinotamp® are supplied sterile and are intended for single use. Reprocessing
and resterilisation is not permitted.

Products from damaged packaging must not be used!

STORAGE INSTRUCTIONS

. Store in a dry place at room temperature.

. Protect products from moisture and direct exposure to heat, frost,
light and UV.

. Store Rhinotamp® only in the original sterile barrier system.

. To protect the primary packaging from dust and dirt, and the products
from discolouration and embrittlement, always store Rhinotamp®
sets in the closed dispenser, storage packaging.

. Protect from ozone. Do not store near laser printers, photocopiers,
refrigerators and other ozone-emitting equipment.

. Take appropriate protective measures to avoid exposure to moisture,
dust, contamination, vermin, mechanical and chemical stress, and
interference from other materials.

. Do not use products after the expiry date printed on them.

MANUFACTURED AND DISTRIBUTED BY

sl VOsTRAN?

VOSTRA GmbH Telefon +49 241 96850-0
Im Sisterfeld 3 Telefax +49 241 96850-56

52072 Aachen info@vostra.de
Germany www.vostra.de
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