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URGENT: Customer Notification

Dear Valued Customer, October 03, 2016

This letter is to inform you of an additional Warning for the Medivance, Inc. ARCTIC Sun’ Temperature
Management System.

Additional Warning: The ARCTIC SUN® Temperature Management System is not intended for use
in the operating room environment.

An insert sheet (Attachment 2) is being provided for you to use in conjunction with the Operator’s
Manual: Chapter 1, Warnings and Precautions.

Product Codes Impacted:

Product Name Product Code*

ARCTIC SUN® 5000 Temperature Management System (220-240 V UK) 5000-01-02

*Product codes may also exist in your records without a hyphen

Clinical Risk Statement:

Bard has completed a Health Hazard Evaluation and concluded that the ArRcTIC SUN® Temperature
Management System would not pose an incremental risk of Nontuberculous Mycobacterium (NTM)
bacterial transmission to a patient based on use of the device under existing labeling and that the
probability of harm to a patient is considered remote.

However, in abundance of caution and after discussion with FDA, Medivance, Inc. has agreed with FDA
to add a warning to the device labeling to exclude the use of the device in the operating room
environment to mitigate the potential for NTM infection.

Action Required:
e Examine your inventory and identify any product subject to this communication.
Attachment 2 is to be used in conjunction with the ARcTIC SUN® Temperature Management
System Operator’s Manual: Chapter 1, Warnings and Precautions.
e If you may have further distributed or transferred this product, please identify the respective
company and notify them at once of this product communication. Your notification to these



Bard Singapore Pte Ltd

SANIRID

e companies may be enhanced by including a copy of this product communication letter and
accompanying attachments. This correction should be carried out to the unit level.
e Complete and return the accompanying Acknowledgment Receipt Form (Attachment 1) to

acknowledge receipt and understanding of this letter.

We appreciate your cooperation and assistance in dealing with this matter and sincerely apologize for
any inconvenience that may result from this action.

If you have any questions, comments or concerns please contact your Bard Representative. You may
also email Complaints.Singapore@crbard.com

Sincerely,

Mary Kennell
Director of Regulatory Affairs & Quality, Australia, New Zealand and South East Asia

Attachments (2):
1. Acknowledgment Receipt Form

2. ARCTIC SUN® Temperature Management System Operator’s Manual Addendum Insert Sheet
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Attachment 1:

Acknowledgment Receipt Form

Medivance, Inc. ARCTIC SUN® Temperature Management System

Please complete this form by October 14, 2016 or email a scanned copy to
Complaints.Singapore@crbard.com

1. By signing below, you are acknowledging receipt and understanding of the attached
letter. You are also confirming that you will attach the insert sheet provided in

Attachment 2 into the current version of your Operator’s Manual.

l, , have read and understand the instructions provided in this

letter. Print Name

Signature Date

2. Please PRINT CLEARLY your Complete Contact Information:

Name: Title:

Phone: Email:

Facility Name: Account #

Address City: State: ZIP

3. Please email a scanned copy to Complaints.Singapore@crbard.com
Attn: RA/QA
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Attachment 2
ARCTIC SUN® Temperature Management System
OPERATOR’S MANUAL ADDENDUM

See Next Two Pages
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OPERATOR'S MANUAL ADDENDUM =
Arcmc Sun® Temperature Management System £ Mm'

Thiis addendumn is o be used in conjunction with the Arcme Su® Temperature Management System Operator’s Manual

Additional Warning: The Arcmic Sun®™ Temperature Management System is not intended for use in the
operating room environment.

Le présent addendum doit &tre utilise avec le guide de l'utilisateur du systéme de gestion de la
température ArcTic Suw®.

Avertissement supplémentaire :Le systéme de gestion de la température Arcmic Sun® n'est pas
desting & &tre utilisé au bloc opératoire.

Dieser Machtrag muss zusammen mit der Bedienungsanleitung fir das Arcmic Sun®

Temperaturmanagementsystem versendet werden.

Zusatzliche Warnung: Das Arcnic Suw® Temperaturmanagementsystemn ist nicht fur die Versendung im
Operationssaal gesignet.

Questo addendum deve essere utilizzate in combinazione con il Manuale dell'operatore del sistema di
gestione della temperatura ArRcTic Sun®.

Avvertenza supplementare: |l sistema di gestione della temperatura Azctic Sun® non & destinato all’'uso
im sala operatoria.

Esta adicion ha de usarse junto con el Manual de instrucciones del sistema de gesfion de temperatura ARcTic SUN®.
Advertencia adicional: £l sisterna de gestion de temperatura Arcmic Sun® no esti disefiado para uiilizarse en quindfano.

Dit addendum dient te worden gebruikt in combinatie met de gebruikershandleiding voor het Arcmic Sun®
Temperatuurbeheersysteem.

Extra waarschuwing: Het Azcne Suv® Temperatuurbehesrsysteem is niet bedoeld voor gebruik in de operatiekamer.

Esta adenda deve ser utilizada juntamente com o Manual do Utilizador do Sistema de Gestdo de
Temperatura Ascmic Sun®.

Aviso adicional: O Sistema de Gestdo de Temperatura ArcTic Sun® ndo se destina 3 utilizagio no
ambiente das salas de operagies.

Esta adenda deve ser utilizada juntamente com o Manual do Utilizador do Sistema de Gestao de
Temperatura Arcmic Sun®.

Aviso adicional: O Sistema de Gestdo de Temperatura Arcmic Sun® ndo se destina a ufilizagio no ambiente das
salas de operages.

AUTS To oUPTTAR PP TpoopileTal yia Xphon of cuvBUaoPS PE To EYXEIDIBIO YEIPITTH ToOU SUTTHPaTOE
Giayeipions Bepuokpacias ARCTIC SuN®.

MpooBern wpoabomoinor: To cuoTnua Sayeimong Seppoxpaciag Arcic Sun® Bev TTpoopilETal yiIa ¥pnon oTo
TrepBakhow XEpOUDYEIDW.

Dette till2ég skal anvendes sammen med brugervejledningen til Arcmic Sun® temperaturkontrolsystemet.
Yderligere advarsel: Arcnc Sun® temperaturkontrolsystemet er ikke beregnet til brug pa operationsstuer.
Detta tillagg ska anvandas tillsammans med bruksanvisningen till Arcmic Sun® temperaturhanteringssystem.
Yiterligare vaming: Ascmnc Suw® temperaturhanterngssystemn ar inte avsett for anvandning | operationssalar.

Tama liite on tarkoitettu kiytettdviksi yhdessa Arcnc Sun® dampdtilanhallintajdrjestelmén kiyttdchjesn kanssa.
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Lisdavaroitus: Arcmc Sun® Jampdtilanhallintajarjestelman ei ole tarkoitettu kaytettavaksi
leikkaussaliympanstossa.

Dette tillegget skal brukes sammen med brukerhindboken til Arcmic Suw®-temperaturhandteringssystemet.
Ekstra advarsel: Arcmic Suv®-temperaturhandteringssystemet skal ikke brukes i operasjonsrommet.

Minigjszy dodatek nalesy stosowac w pofaczeniu = podrecznikiem operatora systemu zarzadzania
temperaturg ARCTIC Sun®.

Dodatkowe ostrzezenie: System zarzadzania temperaturg Arcmnc Sun® nie jest przeznaczony
do stosowania w warunkach sali operacyjnej.

Ez a kiegészités az Amcic Sus® homéarsekle-kezeld rendszer felnasznaloi kézikényvehez tartozik.
Towvabbi figyelmeztetésel: Az Arcnc Sun® homerséklet-kezeld rendszer mem hasznalhatd a mitdteremben.
Tento dodatek slouZi k pouZiti spolu s navodem k cbsluze systému Fizeni teploty ArcTic Sun®.
Dodateéné varovani: System fizeni teploty Ascmic Sun® neni uréen k pouZiti na operacnim salu.

Bu ek, Arcmic Sun® Sicakhk Yonetim Sistemi Kullamim Kilavuzu ile birlikte kullamilmaya yoneliktir.
Ek Uyan: Arcmic Suw® Sicaklik Yometim Sistemi ameliyathane ortaminda kullamimaya yonelik degildir.

Aceastd anexd urmeaza a fi utilizata impreuna cu manualul de utilizare al sistemului de termoreglare
ARcTic Sun®.

Avertisment suplimentar: Sistemul de termoreglare Arcic SuN® nu este destinat utilizéri in mediul din
silile de cperatie.

Tato prilcha sa pouZiva spolu s navodom na obsluhu systému na regulaciu teploty ArcTic Sun®.

Dalgie upozornenie: Systém na reguldciu teploty ArcTic SUN® nie je urBeny na pousitie v prostredi
aperacne] saly.

3To OoNonNHEeHWE CNe0yeT MCNoNE30EaTs BMECTE © PYKOEOACTECM ANA CNEPATORA K CUCTEME
PEMYMUPCEAHAA TEMNEDATYDEl ARCTIC Sun®.

OononHUTENBHOE NpegynpesaeHne: CHCTEME PEMYNMPOSAHNA TeMnepaTyesl ARcmic Sun® He
NE=20KAIHA4EHA BNA HCNENEIDEIHAA B YCNOBWAY ONSEILNCHHDA.
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