ResMed

URGENT FIELD SAFETY NOTIFICATION
Astral battery false fuse activation may lead to power loss

Reference: FSN1706001
Date: June 27, 2017
Distribution: Medical and nursing staff in institutional healthcare facilities.

Health Care Providers (HCP) and Distributors.

Description of issue

ResMed has received a small number of reports regarding the performance of the internal
battery, where the false activation of a fuse leads to shut down of the internal battery. Prior to
loss of battery power due to this issue one or more of the following alarms were activated in all
reports received to date:

e Battery inoperable

e Power fault / No charging

e Device overheating

If the device is running on external power then ventilation will continue. If the device is not
running on external power, or external power is removed, then ventilation will stop with the
activation of the total power fail alarm.

There have been no reports to date of any false activation of a fuse in an Astral External Battery.
However, if this were to occur while Astral is powered by the external battery, the internal battery
in the Astral will provide continuation of power and ventilation and an alarm provides notification
that the device is on internal power.

In the highly unlikely event there was simultaneous failure of the internal and external batteries,
the device will stop ventilation with the activation of the total power failure alarm. Connection to
AC power will enable ventilation to recommence.

To date, there have been no reports of adverse health effects as a result of this issue.
Patient risk

When Astral ventilators are used with the internal battery as the sole power source, it is important
to note that any performance issue with the internal battery could potentially lead to cessation of
therapy.

Under these circumstances, ventilator dependent patients (patients who cannot maintain
adequate ventilation without assistance and whose clinical condition rapidly deteriorates) may be
at risk of death or serious injury if no urgent action is taken to restore power or switch to back-up
ventilation. It remains safe to continue using Astral ventilators, provided patients/carers follow the
precautions detailed in this FSN.
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Products affected

All Astral 100, Astral 100SC and Astral 150 ventilators
All Astral External Batteries
All Astral battery packs (spares)

Note: The RPSII battery is not affected by this notice.

Actions by ResMed

ResMed is updating the User and Clinical Guides to ensure the safe use of Astral ventilators
when not on AC power. The labelling for the ventilators is being modified with the following
warnings:

The internal battery is NOT intended to serve as a primary power source. It should
only be used when other sources are not available or briefly when necessary; for
example, when changing power sources.

In the unlikely event of an issue occurring with the external battery, Astral will sound
an alarm and notify the user indicating that the device is operating on internal battery
power. Ventilation will continue, however, users should connect to an alternative
external power source (e.g. AC power) as soon as possible.

In mobile use cases (e.g. wheelchair), an external power source must be connected and used to
power the ventilator. The internal battery is designed to deliver continuous power when the
external power source is disrupted.

Appropriate use of external power sources mitigates against the risks associated with the unlikely
occurrence of a battery performance issue.

Furthermore, ResMed will provide a warning sticker to be attached to ventilators.

Actions to be taken by carers
Please continue to follow all patient and device information in the Astral User and Clinical Guides,
in particular, the following warnings:

o For ventilator-dependent patients, always have alternate ventilation equipment available,
such as a back-up ventilator, manual resuscitator or similar device. Failure to do so may
result in patient injury or death.

o Ventilator-dependent patients should be continuously monitored by qualified personnel or
adequately trained carers. These personnel and carers must be capable of taking the
necessary corrective action in the event of a ventilator alarm or malfunction.

ResMed also reminds users to ensure that Astral ventilators and External Batteries are returned
to a service centre for routine two year maintenance which includes a scheduled battery
replacement.

Once available, affix the warning sticker to your ventilator
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In the event of an issue with either the internal or external battery,
1. Carers should connect to AC power, or alternative power source immediately.
2. Ensure your backup source of ventilation is available and ready for use if necessary.
3. Immediately contact your Health Care Provider or authorised ResMed Service Centre to
arrange battery replacement.

Actions to be taken by distributors and healthcare providers
o Keep the attached Clinical Guide addendum with all existing Clinical Guides
e Immediately provide a copy of the attached Patient Notification letter and User / Clinical
Guide addendum to all patients, carers and relevant healthcare providers.
e Complete and return the enclosed reply form
e Once available, affix the warning sticker to your Astral devices
e Distribute the warning sticker to patients, carers and relevant healthcare providers

We appreciate your support in this matter. We consider this action necessary to ensure that our
customers and patients receive products of the highest quality.

For any questions, please contact ResMed Technical Support:

Technical Services

ResMed (UK) Ltd

96 Jubilee Avenue

Milton Park, Abingdon, OX14 4RW
astralbatterysupport@resmed.com
Phone: +44 1235 862997 Option 3
Fax +44 1235 831336

Sincerely,

L

L (O

r’\*f\/x-»\-\@(fl__ ﬂ/( A

Linda Laidlaw
Vice President Global Quality Assurance & Regulatory Affairs
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Reply form to the field safety notification “Astral battery false fuse activation may lead to
power loss”

To enable compliance to regulatory action traceability requirements, please complete this
confirmation form in full and send it back to us by e-mail or post mail as soon as possible:

Technical Services

ResMed (UK) Ltd

96 Jubilee Avenue

Milton Park, Abingdon, OX14 4RW
e-mail: astralbatterysupport@resmed.com

Name & Address of Health Care Facility / HCP / Distributor:

I confirm receipt of this field safety notification and | confirm that | have read and understood its
content. | have forwarded this information as appropriate.

Name
Position
Signature

Date
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URGENT FIELD SAFETY NOTIFICATION
Astral battery false fuse activation may lead to power loss

PATIENT/CARER LETTER
Reference: FSN1706001
Date: June 27, 2017

Dear Patient / Carer

We are writing to you with some important information about your Astral ventilator. Patient safety
is ResMed’s highest priority and it is important that you read and understand this letter.

Actions being taken by ResMed

ResMed is updating the Astral User Guide to ensure the safe use of Astral ventilators when not
connected to AC power. The User Guide is being modified with the following warnings:

The internal battery is NOT intended to serve as a primary power source. It should
only be used when other sources are not available or briefly when necessary; for
example, when changing power sources.

In the unlikely event of an issue occurring with the external battery, Astral will sound
an alarm and notify the user indicating that the device is operating on internal battery
power. Ventilation will continue, however, users should connect to an alternative
external power source (e.g. AC power) as soon as possible.

Furthermore, your Health Care provider will be distributing a warning sticker with this information
to you via your local service provider or treating physician, for you to affix to your ventilator.

Actions to be taken by you immediately

¢ In mobile use cases (e.g. wheelchair), an external power source (such as an External
Battery) must be connected and used to power the ventilator. The internal battery is
designed to power the ventilator when the external power source is disrupted.

o Please continue to follow all patient and device information in the Astral User Guide,
including the following warnings:
> For ventilator-dependent patients, always have alternate ventilation equipment
available, such as a back-up ventilator, manual resuscitator or similar device.
Failure to do so may result in patient injury or death.
> Ventilator-dependent patients should be continuously monitored by qualified
personnel or adequately trained carers. These personnel and carers must be
capable of taking the necessary corrective action in the event of a ventilator
alarm or malfunction.

¢ Please read and ensure you understand the attached User Guide addendum

o Keep the attached User Guide addendum with your Astral User Guide

e If you have any questions or concerns about this letter or your Astral device please
contact your local service provider or treating physician
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e Once you receive the warning sticker from your local service provider or treating
physician, affix the sticker to your Astral device following the instructions provided with the
sticker

Appropriate use of external power sources mitigates against the risks associated with the unlikely
occurrence of a battery performance issue.

ResMed also reminds users to ensure that Astral ventilators and External Batteries are returned
to a service centre for routine two year maintenance which includes a scheduled battery
replacement.

Actions to be taken in the event you experience an issue with either the internal or
external battery,

1. Carers should connect to AC power, or alternative power source immediately.

2. Ensure your backup source of ventilation is available and ready for use if necessary.

3. Immediately contact your Health Care Provider or authorised ResMed Service Centre to
arrange battery replacement.

Background of the issue

ResMed has received a small number of reports regarding the performance of the internal
battery. This issue has the potential to result in the Astral device stopping when it is not
connected to external power. If the device is running on external power then ventilation will
continue. If the device is not running on external power, or external power is removed, and this
issue occurs, then ventilation will stop with the activation of the total power fail alarm.

There have been no reports to date regarding the performance of Astral External Battery.
However, if this were to occur while Astral is powered by the external battery, the internal battery
in the Astral will provide continuation of power and ventilation and an alarm provides notification
that the device is on internal power.

In the highly unlikely event there was simultaneous failure of the internal and external batteries,
the device will stop ventilation with the activation of the total power failure alarm. Connection to
AC power will enable ventilation to recommence.

To date, there have been no reports of injury as a result of this issue.
Patient risk

It remains safe to continue using Astral ventilators, provided patients/carers follow the
precautions detailed in this letter and the attached User Guide addendum.

When Astral ventilators are used with the internal battery as the sole power source, it is important
to note that any performance issue with the internal battery could potentially lead to stopping of
therapy.

Under these circumstances, ventilator dependent patients (patients who cannot maintain
adequate ventilation without assistance and whose clinical condition rapidly deteriorates) may be
at risk of death or serious injury if no urgent action is taken to restore power or switch to back-up
ventilation.
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Products affected
All Astral 100, Astral 100SC and Astral 150 ventilators

All Astral External Batteries
All Astral battery packs (spares)

We appreciate your support in this matter. Patient safety is ResMed’s highest priority and it is
important that you read and understand this letter.

Sincerely,
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ResMed Astral series

ENGLISH
Addendum

The information provided in this addendum supplements content found in the User and Clinical Guides.
Using the internal battery
A WARNING

e The internal battery is not intended to serve as a primary power source. It should only be used
when other sources are not available or briefly when necessary; for example, when changing power
sources.

¢ In the unlikely event of an issue occurring with the external battery, Astral will sound an alarm and
notify the user indicating that the device is operating on internal battery power. Ventilation will
continue, however, users should connect to an alternative external power source (eg, AC power) as
soon as possible.
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DEUTSCH
Nachtrag

Die Informationen in diesem Nachtrag erganzen Informationen in der Gebrauchsanweisung und im klinischen
Handbuch.

Verwendung des internen Akkus
AWARNUNG

e Der interne Akku soll nicht als primare Stromquelle dienen. Er sollte nur verwendet werden, wenn
andere Quellen nicht verfligbar sind bzw. ein kurzfristiger Bedarf besteht (z. B. beim Wechseln von
Stromquellen).

¢ Im unwahrscheinlichen Fall, dass ein Problem mit dem externen Akku auftritt, gibt das Astral einen
akustischen Alarm aus und macht den Benutzer darauf aufmerksam, dass das Gerat vom internen
Akku mit Strom versorgt wird. Die Beatmung lauft weiter, der Benutzer sollte jedoch so bald wie
moglich eine alternative externe Stromquelle (z. B. Netzstrom) anschlief3en.
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FRANCAIS (FR)

Addendum
Les informations fournies dans cet addendum complétent le contenu trouvé dans les guides d'utilisation et
les guides cliniques.

Utilisation de la batterie interne
/\ AVERTISSEMENT

¢ La batterie interne n’est pas destinée a servir de source d’alimentation principale. Elle ne doit étre
utilisée que lorsque d'autres sources ne sont pas disponibles ou brievement en cas de nécessité, par
exemple, lors du changement de sources d’alimentation.

e Dans le cas peu probable d'un probléme avec la batterie externe, I’Astral déclenche une alarme
et avertit I'utilisateur, indiquant que I'appareil est alimenté par la batterie interne. La ventilation
continue ; cependant, |'utilisateur doit se connecter des que possible a une autre source
d’alimentation externe (p. ex., a I'alimentation secteur).
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ITALIANO
Supplemento

Le informazioni fornite in questo supplemento integrano le informazioni contenute nella Guida per I'utente e
nella Guida clinica.

Uso della batteria interna
/\ AVWERTENZA

¢ L a batteria interna non e’prevista per I'utilizzo come fonte di alimentazione primaria. Deve essere
utilizzata solo quando non sono disponibili altre fonti di alimentazione o brevemente quando
necessario; ad esempio, quando si cambia la fonte di alimentazione.

e Nell'improbabile eventualita che si verifichi un problema con la batteria esterna, Astral emettera
un allarme per indicare all’'utente che il dispositivo sta funzionando con alimentazione a batteria
interna. La ventilazione continuera, tuttavia, gli utenti devono collegarsi al piu presto possibile ad un
alimentatore esterno alternativo (ad esempio, alimentazione c.a.).
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NEDERLANDS

Addendum

De informatie in dit addendum is een aanvulling op de inhoud in de gebruikershandleiding en handleiding voor
de arts.

Gebruik van de interne accu
AWAARSCHUWING

¢ De interne accu is niet bestemd voor gebruik als primaire voedingsbron. Hij mag alleen worden
gebruikt als andere bronnen niet beschikbaar zijn of zo nodig gedurende korte tijd, bijvoorbeeld als
van voedingsbron wordt verwisseld.

¢ In het onwaarschijnlijke geval dat een probleem optreedt met de externe accu, laat Astral een alarm
klinken en wordt de gebruiker gewaarschuwd dat het apparaat op de interne accu werkt. De ventilatie
wordt voortgezet, maar gebruikers moeten zo snel mogelijk zorgen voor aansluiting op een andere
externe voedingsbron (bijvoorbeeld netstroom).
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ESPANOL (ES)
Anexo

La informacion proporcionada en este anexo complementa el contenido de los manuales clinicos y del
usuario.

Uso de la bateria interna
/\ ADVERTENCIA

e El propodsito de la bateria interna no es servir como fuente de alimentacion primaria. Debe usarse
solo cuando no hay otras fuentes disponibles o de forma breve cuando sea necesario; por ejemplo,
al cambiar fuentes de alimentacion.

e En el improbable caso de que se produzca un problema con la bateria externa, Astral emitird una
alarma sonora y notificara al usuario, indicando que el dispositivo esta funcionando con la bateria
interna. La ventilacion continuard; pero los usuarios deben conectar otra fuente de alimentacién
externa (p. ej., alimentacion de Corriente Alterna - CA) lo antes posible.
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PORTUGUES (PT)

Adenda

A informacao fornecida por esta adenda complementa as informacodes existentes nos Manuais do Utilizador e
do Clinico.

Utilizacao da bateria interna
AAVISO

e A bateria interna nao se destina a servir como fonte de alimentacao primaria. Sé deve ser utilizada
quando outras fontes nao estiverem disponiveis ou por alguns instantes quando necessario; por
exemplo, na mudanca de fontes de alimentacao.

e Na improvavel eventualidade de ocorréncia de um problema com a bateria externa, o Astral emitira
um alarme e avisara o utilizador, indicando que o dispositivo estad a funcionar com alimentacao
fornecida pela bateria interna. A ventilacao ird continuar, contudo, os utilizadores deverao ligar a
uma fonte de alimentagao externa alternativa (por ex., energia CA) o mais rapidamente possivel.
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SVENSKA
Tillagg

Den tillhandahéllna informationen i detta tillagg kompletterar innehéllet som finns i anvandarguiden och
kliniska guiden.

Anvanda det interna batteriet
A VARNING!

¢ Det interna batteriet ar inte avsett att fungera som en primar stromkalla. Det ska endast anvandas nar
andra kallor inte ar tillgangliga eller kortvarigt vid behov; t.ex. vid byte av stromkallor.

e | det osannolika fallet att ett problem skulle uppstad med det externa batteriet, ljuder Astral ett alarm
och meddelar anvandaren att enheten drivs av en intern batterikalla. Ventilationen kommer att
fortsatta, dock ska anvandarna ansluta till en alternativ extern stromkalla (t.ex. vaxelstromskalla) sa
snart som mojligt.
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DANSK
Tilleeg

Oplysningerne i dette tilleeg erstatter indholdet i brugervejledningen og den kliniske vejledning.
Anvendelse af det interne batteri
/\ ADVARSEL

e Det interne batteri er ikke beregnet til brug som primeer strgmkilde. Det ma kun anvendes, nar ingen
andre strgmkilder er tilgaengelige, eller kun i kort tid, nar det er ngdvendigt, som f.eks. i forbindelse
med skift af strgmkilde.

e | det sjeeldne tilfeelde at der opstar et problem med det eksterne batteri, vil Astral aktivere en alarm

for at underrette brugeren om, at apparatet kgrer pa intern batteristréam. Ventilationen fortsaetter,
men brugeren bgr koble en anden ekstern strgmkilde til (f.eks. vekselstrégm) sa hurtigt som muligt.
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NORSK
Tillegg

Informasjonen i dette tillegget kompletterer innhold i Brukerveiledning og Klinisk veiledning.
Bruke det interne batteriet
/\ ADVARSEL

e Det interne batteriet er ikke beregnet brukt som primaer strégmkilde. Det skal bare brukes nar andre
kilder ikke er tilgjengelige eller kortvarig nar det er ngdvendig, for eksempel ved bytte av strgmkilder.

e Hvis det mot formodning skulle oppsta et problem med det eksterne batteriet, vil Astral avgi en
alarm og varsle brukeren om at apparatet gar pa intern batteristrgm. Ventilasjon vil fortsette, men
brukerne bgr koble til en alternativ ekstern strgmkilde (f.eks. vekselstrgm) sa snart som mulig.
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suoml
Liite

Tassa litteessa annetut tiedot tdydentavat kayttajien ja hoitohenkilokunnan kayttdoppaissa olevia tietoja.
Sisaisen akun kaytto
AVAROITUS

e Sisaista akkua ei ole tarkoitettu toimimaan paaasiallisena virtalahteena. Sita saa kayttaa vain,
kun muut lahteet eivat ole saatavilla tai tarvittaessa hetken ajan; esimerkiksi, kun virtalahdetta
vaihdetaan.

e Siind epatodennakoisessa tapauksessa, ettd ulkoisen akun kanssa ilmenee ongelma, Astral antaa
aanihalytyksen ja ilmoittaa kayttajalle, etta laite toimii sisaisella akkuvirralla. Ventilaatio jatkuu, mutta
kayttajien tulee kuitenkin kytkea vaihtoehtoinen ulkoinen virtalahde (esim. verkkovirta) niin pian kuin
mahdollista.
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CESKI

Dodatek

Informace uvedené v tomto dodatku dopliiuji obsah uvedeny v uzivatelskych a klinickych priruc¢kach.
Pouzivani vnitrni baterie
AVYSTRAHA

e Vnitfni baterie neni uréena k pouziti jakozto primarni zdroj napajeni. Méla by se pouzivat jen tehdy,
kdyZ nejsou jiné zdroje k dispozici nebo kdyz je to nezbytné nutné, avsak jen po kratkou dobu,
napriklad pfi zméné zdroja napajeni.

e V nepravdépodobném pripadé, ze dojde k problému s externi baterii, pfistroj Astral vyda zvukovy
alarm a upozorni uzivatele, ze pristroj je napajen z vnitini baterie. Ventilace bude pokracovat,
uzivatelé by v§ak méli co nejdrive pfristroj pripojit ke zdroji alternativniho externiho napajeni (napf. ke
zdroji stfridavého proudu).
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EAAHNIKA

SUUMARPWHA
OL TTANPOPOPIEC TTOU TTAPEXOVTAL OE AUTO TO CUUIMARPWHA CUMTTANPWVOUV TO TIEPIEXOEVO TIOU BpioKeTal OTIC 0ONYiEC
XPoNG Kat 0Toug KAIVIKOUG 08nyouc.

XPAoN TNG ECWTEPIKNG pmatapiag
A\ NPOEIAOMOIHEH

« H eowTtepikn pumatapia Ssv mpoopiletal va xpnoipomolinBei wg kupla yr tpopodoaoiac. Oa mpémel va
XPNOLUOTIOLE(TAL HOVO OTaV ANNEC TTNYEG Sev eival S1aBéotueg i dtav gival amapaitnto, aAd Kat TTAAL pévo yia Aiyo.
MNa mapadetypa, 0tav alalete mnyn tpo@odoaiac.

« 2TV amibavn mepintwon mou Ba TaPoUCIACTEL KATIOI0 TTPOBANUA UE TNV EWTEPIKN UmmaTapia, N cuokeur Astral
Ba ekméUYEL évav ouvayepUo yla va €I80TTOINOEL TOV XPrioTN OTL N CUCKEUN AelToupyei Ye Tpopodoacia amd v
e0wTePIKN pmatapia. O agplopodg Ba ouvexioTei, woTdoo, ol XproTeg Ba mpémel va ouvdeBoUV Og eVOMAKTIKN
e€wTtePIKN NN TPoPod0aiag (11.X. EVAANACCOUEVO PEVRA) TO GUVTOUOTEPO SuVATO.
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POLSKI

Dodatek
Informacje podane w niniejszym dodatku uzupetniajg tresci zawarte w Podreczniku uzytkownika oraz
Podreczniku dla lekarza.

Uzywanie baterii wewnetrznej
/A\ OSTRZEZENIE

e Bateria wewnetrzna nie jest przewidziana do stosowania jako podstawowe zrédto zasilania.Powinna
by¢ uzywana wytacznie wtedy, kiedy inne Zrédta nie sg dostepne lub, jesli jest to konieczne, przez
kroétki czas, na przyktad podczas zmiany Zrédta zasilania.

¢ \W mato prawdopodobnym przypadku wystgpienia problemu z zewnetrzng baterig respirator Astral
wigczy alarm i powiadomi uzytkownika, ze urzadzenie jest zasilane przez wewnetrzna baterie.
Wentylacja bedzie kontynuowana, uzytkownicy powinni jednak jak najszybciej podtaczy¢ urzadzenie
do alternatywnego zewnetrznego zrédta zasilania (np. zasilania prgdem zmiennym).
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TURKCE

Ek

Bu ekte saglanan bilgiler Kullanici ve Klinik Kilavuzlarinda bulunan igerigi tamamlar.

Dahili batarya kullanimi
A\ UYARI

e Dahili bataryanin primer gii¢ kaynagi gérevi géormesi amaclanmamistir. Sadece diger kaynaklar yoksa
veya glc kaynaklarini degistirirken oldugu gibi gerektiginde kisa stireler boyunca kullanilmalidir.

e Duasuk bir olasilik da olsa, harici bataryada bir sorun olusmasi durumunda, Astral bir alarm calar
ve kullaniciya cihazin dahili batarya gticliyle calistigini bildirir. Ventilasyon devam eder, ancak
kullanicilarin miimkin olan en kisa stirede alternatif bir harici glic kaynagina (6rnegin, AC gicu)
baglanmasi gerekir.
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FRANCAIS (CA)

Addenda

Linformation fournie dans le présent addenda s'ajoute au contenu qui se retrouve dans les guides de
I"'utilisateur et des directives cliniques.

Utilisation de la batterie interne
/\ AVERTISSEMENT

e La batterie interne n’est pas congue pour étre utilisée comme source principale d'alimentation. Elle
ne doit étre utilisée que lorsque d’'autres sources d’'alimentation ne sont pas accessibles ou que
pendant une breve période au besoin, lors d'un changement de source d’alimentation, par exemple.

e Dans le cas improbable d'un probléme de batterie externe, Astral déclenchera une alarme sonore et
avertira l'utilisateur en indiquant que I'appareil fonctionne sur alimentation de la batterie interne. La
ventilation se poursuivra, mais les utilisateurs devront se brancher a une autre source d’'alimentation
externe (p. ex., une prise secteur) des que possible.
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ESPANOL (LA)
Apéndice

La informacién incluida en este apéndice complementa el contenido que se encuentra en el manual clinico y
del usuario.

Uso de la bateria interna
/\ ADVERTENCIA

e El propdsito de la bateria interna no es servir como fuente de alimentacién primaria. Debe usarse
solo cuando no hay otras fuentes disponibles o brevemente cuando es necesario; por ejemplo, al
cambiar fuentes de alimentacion.

e En el improbable caso de que se produzca un problema con la bateria externa, Astral emitira una
alarma sonora y notificara al usuario, indicando que el dispositivo esta funcionando con la bateria
interna. La ventilacion continuard; pero los usuarios deben conectar otra fuente de alimentacién
externa (p. ej., alimentacion de CA) lo antes posible.
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PORTUGUES (BR)

Adendo

As informacoes fornecidas neste adendo suplementam o contelddo encontrado no manual clinico e no
manual do usudrio.

Utilizacao da bateria interna
AAVISO

e A bateria interna nao deve ser utilizada como fonte de alimentacao principal. Deve ser usada apenas
quando as outras fontes nao estiverem disponiveis ou brevemente, quando necessario, como na
troca de fontes de alimentacao.

¢ No caso pouco provavel de ocorrer algum problema com a bateria externa, o Astral emitird um
alarme e notificard o usuario de que o dispositivo esta operando com alimentacao da bateria
interna. A ventilagao continuard; porém, os usuarios devem conectar o dispositivo a uma fonte de
alimentacao externa (por exemplo, alimentacao CA) assim que possivel.
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