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HEALTHCARE

01 Oct 2025

Urgent: Field Safety Notice

Fisher & Paykel Healthcare Airvo™ 2 and myAirvo™ 2 Disinfection Kit User
Manual Update

F&P Reference: FA-2025-001

Fisher & Paykel Healthcare (F&P) is initiating a Field Safety Corrective Action informing you
of an update to the Disinfection Kit User Manual for Airvo 2 and myAirvo 2 devices.

DEVICE USE

Airvo 2 and myAirvo 2 devices are used to deliver high flow respiratory therapy to patients.
The Airvo 2 and myAirvo 2 devices are not intended for life support. Appropriate patient
monitoring must be used at all times.

AFFECTED PRODUCT

Disinfection Kit User Manual | Product Name Partlvll\loudn;lber/ Device ldentifier
Ul-185043723 rev P Airvo 2 PT101EE 09420012422309

Airvo 2 / myAirvo 2



REASON FOR NOTICE

This notice is to inform you of an update to the Disinfection Kit User Manual for maintaining
your Airvo 2 and myAirvo 2 device throughout its expected service lifel. The Airvo 2 and
myAirvo 2 have an audible alert that sounds for at least 120 seconds when the unit is
unintentionally disconnected from a power source. The Disinfection Kit User Manual has
been updated to include a regular test of this alert, to be carried out in between patient uses.

This update has been made due to reports of the audible alert sounding for less than 120
seconds, which may delay user awareness to reconnect power.

There have been no events with serious injuries or death related to this issue.

ACTIONS TAKEN BY F&P
F&P has updated the Disinfection Kit User Manual with a step to check the audible alert.

Please see the update below:

7a: Perform ‘Power-Out Alarm’ test (Airvo 2 and myAirvo 2 only)

Ensure steps 1-6 have been carried out, so that the alarm circuit is charged.
Unplug the unit from the mains/utility power socket.

Check that the audible alarm sounds for at least 120 seconds.

The unit is now ready for storage.

CONTINUING USE OF YOUR DEVICE

You may continue to use Airvo 2 and myAirvo 2 devices with appropriate patient monitoring
as per the User Manual. When using the device, all instructions, including warnings and
cautions in the User Manual must be followed, particularly those in Section 1.

! Please note, as per the ‘Technical Information’ section of the Product Technical Manual
and the User Manual, the expected service life is 5 years.

ACTIONS REQUIRED FROM YOU

Prior to use on a new patient, follow the instructions of the updated Disinfection Kit User
Manual.

Please acknowledge receipt of this notice by following these steps:
1. Enter your organisation and contact information on the response form.
2. Acknowledge and sign that you have read and understood this notice.

3. If you have distributed Airvo 2 or myAirvo 2 devices, notify your customers and include a
copy of this notice.



INFORMING OTHERS OF THIS NOTICE
Please inform anyone at your facility who needs to be aware of this notice.

This notice has been reported to all applicable regulatory authorities. Please report all
device-related incidents to F&P, your distributor or local representative, and the National
Competent Authority if appropriate.

If you have any questions, please contact your F&P Representative via email at
FieldActionEE@fphcare.eu

Thank you in advance for your prompt attention.

Rebecca Allen

Regional Manager
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Nalehavée: Bezpeénostni upozornéni

Fisher & Paykel Healthcare Airvo™ 2 a myAirvo™ 2 Aktualizace uzivatelské
priru¢ky k dezinfekénimu kitu

Reference F&P: FA-2025-001

Spole¢nost Fisher & Paykel Healthcare (F&P) zahajuje opatieni ke zlepSeni bezpelnosti na
trhu, ve kterém vas informuje o aktualizaci uzivatelské pfirucky k dezinfekéni soupravé pro
prostfedky Airvo 2 a myAirvo 2.

POUZITi PROSTREDKU

Prostfedky Airvo 2 a myAirvo 2 se pouzivaji k poskytovani vysokopritokove respiracni
terapii pacientiim. Prostfedky Airvo 2 a myAirvo 2 nejsou uréena pro zajisténi Zivotni
podpory. Pacient musi byt vzdy adekvatné monitorovan.

DOTCENY PRODUKT

Uzivatelska prirucka Nazev Cislo dilu / Identifikator
k dezinfek€éni soupravé produktu model zarizeni
Ul-185043723 rev P Airvo 2 PT101EE 09420012422309

Airvo 2 / myAirvo 2



DUVODY OZNAMENI

Timto oznamenim vas informujeme o aktualizaci uzivatelské pfirucky k dezinfekéni soupravé
pro udrzbu zafizeni Airvo 2 a myAirvo 2 po celou dobu jeho predpokladané Zivotnostil. Airvo
2 a myAirvo 2 jsou vybaveny zvukovym alarmem, ktery zni po dobu nejméné 120 sekund,
pokud je jednotka neumysiné odpojena od zdroje napajeni. Uzivatelska prirucka

k dezinfekéni soupraveé byla aktualizovana tak, aby obsahovala pravidelny test uvedeny v
tomto upozornéni, ktery je nutné provadét mezi jednotlivymi pouzitimi u pacienta.

Tato aktualizace byla provedena na zakladé hlaseni, ze zvukové upozornéni trva méné nez
120 sekund, coz muze zpozdit informovanost uzivatele o nutnosti znovu pfipojit napajeni.

V souvislosti s timto problémem nebyly zaznamenany zadné udalosti vedouci k vaznému
zranéni ¢i umrti.

OPATRENI PRIJATA SPOLECNOSTI F&P

Spole¢nost F&P aktualizovala uzivatelskou pfiru¢ku k dezinfekéni soupravé aby zahrnovala
krok kontroly zvukové vystrahy.

NiZe naleznete aktualni informace:

7a: Otestujte alarm pfi vypadku napajeni (pouze u pFistroji Airvo 2
a myAirve 2)

Zkontrolujte, zda byly provedeny kroky 1-6, aby byl alarmovy obvod nabity.
Cdpojte pristroj od sitové zasuvky.
Zkontrolujte, zda zazni zvukovy alarm po dobu nejmené 120 sekund,

Pristroj je ted pripraven k uskladnéni.

POKRACUJICi POUZiIVANIi VASEHO PROSTREDKU

Zafizeni Airvo 2 a myAirvo 2 Ize nadale pouzivat s pfislusnym monitorovanim pacienta
podle uZivatelské pFirucky. Pfi pouzivani prostfedku je tfeba dodrzovat vdechny pokyny
vCetné varovani a upozornéni uvedenych v uzivatelské pfirucce, zejména v casti 1.

! Upozoriiujeme, Ze podle ¢asti , Technické informace” technické prirucky vyrobku a
uzivatelske pfirucky je pfedpokladana Zivotnost 5 let.

CINNOSTI, POZADOVANE OD VAS

Pfed pouzitim u nového pacienta postupujte podle pokyn( uvedenych v aktualizované
uzivatelské pfiru¢ce pro dezinfekéni soupravu.

Potvrdte pfijeti tohoto oznameni nasledovné:
1. Do odpovédniho formulafe zadejte svou organizaci a kontaktni udaje.
2. Potvrdte a podepiste, Ze jste si toto oznameni pfecetli a porozuméli mu.

3. Pokud jste prostfedek Airvo 2 nebo myAirvo 2 distribuovali, informujte o tom své
zakazniky a pfilozte kopii tohoto oznameni.



INFORMOVANI OSTATNICH O TOMTO OZNAMENI
Informujte prosim vSechny relevantni osoby ve vasem zafizeni o obsahu tohoto oznameni.

Toto oznameni bylo pfedano vSem pfisluSnym regulaénim organdm. VSechny incidenty
souvisejici s prostfedkem nahlaste spolec¢nosti F&P, svému distributorovi nebo mistnimu
zastupci a pfipadné pfisludnému vnitrostatnimu organu.

V pfipadé jakychkoli dotazu se obratte na svého zastupce spolecnosti F&P prostfednictvim
e-mailu na FieldActionEE@fphcare.eu.

Pfedem vam dékujeme za pozornost, kterou tomuto oznameni vénujete.

Rebecca Allen

Regional Manager



