Fisher & Paykel

HEALTHCARE

16 SEP 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\l: dn;f)erl Device Identifier

Airvo 2 PT101EE 09420012422309

Ul-185043723 rev P

myAirvo 2 PT100EE 09420012422200

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 life'. 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.

Ry

Rebecca Allen

Regional Manager
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ETtreiyov: Eidotroinon ac@dAsiag Katd tn Xpnon

Fisher & Paykel Healthcare Airvo™ 2 ka1 myAirvo™ 2 Evnuépwon Tou
Eyxeipidiou Xpiong Tou et ATToAUpavong

Avogopd F&P: FA-2025-001

H Fisher & Paykel Healthcare (F&P) Eekiva pia Eidotroinon ac@dAgiag Kard Tn xpron yia va
00G EVNUEPWOEI OXETIKA UE PIa evnuEPWON Tou Eyxeipidiou Xpong Tou OET ATTOAUUAVONG
yIa TIG CUOKEUEG Airvo 2 kal myAirvo 2.

XPHZH ZYZKEYHZ

O1 cuokeuég Airvo 2 kar myAirvo 2 xpnoidoTrolouvTal yia TNV TTapox AvaTIVEUGTIKAG
Beparreiag upnAnig pong oe acBeveic. O1 cuokeuég Airvo 2 kal myAirvo 2 dev TrpoopifovTal
yia uttooTAPIEN TNG CWNAG. MPETTEI va XPNOIMOTTOIEITAI TTAVTOTE N KATGAANAN TTapakoAouBnon
ToU aoBevoug.

EMHPEAZOMENO MNPOION

Eyxeipidio xpiong o€t Ovoua ApIOp6G TpoidvTog/ | AVayvwpioTIKO
atroAUpavong TPOIGVTOG HovTéAo OUOKEUNG
Airvo 2 PT101EE 09420012422309

Ul-185043723 avaB. P

myAirvo 2 PT100EE 09420012422200

Airvo 2 / myAirvo 2






AITIA THZ ANAKOINQZHZ

H TTapouloa avakoivwon oag TTANPOPOPET yia TV EVNUEPWON TOU eyXEIPIdiOU XPAONG TOU OET
aTToAUpavong yia TN ouvTPNoN TNG CUOKEURG Airvo 2 kai myAirvo 2 ka' 6An Tnv avapevouevn
diapkela {wng TG, Ta Airvo 2 kai myAirvo 2 d1aBétouv nxnTIKr €130TT0iNGN TTOU NXEi yia
TOUAGXIoTOV 120 SeuTtepdAETITA OTAV N HOVADA ATTOCUVOEETAI AKOUCIA ATTO TNV TTNYA
Tpopodoaciag. To eyxelpidlo XpHong TOU OET ATTOAUPAVONG £XEI ETTIKAIPOTTOINBET WOTE

va TTEPIAaUBAvVEl hia TAKTIKA OKIUA auTthg TNG €160TT0iNONG, N OTToia TTPETTEI VO
TIPAYUATOTTOIEITAl HETAEU TWV XPrOEWV OTOUG A0BEVEIG.

AuTh N evnuépwaon TTpayUaToTToINdnke Adyw ava@opwy 0Tl 0 NXNTIKOG ouvayepuog NxEi yia
AiyoTepo atrd 120 SeuTepOAETTTA, YEYOVOG TTOU UTTOPEI va KaBUGCTEPROEl TNV ETTIYVWON TOU
XPAOTN WOTE VA ETTAVACUVOETEI TNV TPOPODdOUTia.

Aev utTApgav TTEPIOTATIKA e 0OBAPOUG TPAUMPATIONOUG f BAvaTo TTou va oxeTiCovTtal e auTd
TO B€ua.

ENEPIrEIEZ NOY ANAAHO®OHKAN AINO THN F&P

H F&P evnuépwaoe 10 gyXelpidlo Xpriong Tou T atroAUpavong Pe éva BAMA yia Tov EAeyX0
NG NXNTIKAG €160TT0IiNONG.

MapakaAoUue BeiTe TRV EVNUEPWON TTAPAKATW:

Ta: Extéheon g Soxpng sovvayeppol Siakom ¢ oybog: (povo Airve 2 kar myAirvo 2)

BePawwBeite o éxouy ekTEAEOTE Ta Bripata 1-6, WOTE TO KUKAWUO ouvayeEpRol va glival
PopTIopivo,

Anoouvdiote Tn povada amd v mpida pedparog/diktuo niekTpoddtnonc.
EALYETE OT1 O MNTIKGE OUVaYEPPOE MApAyETal yia TouhayioTtow 120 SEUTEPGAENTA.
H povada eival mhéov toiun yia anoBhikevarn.

2YNEXIZOMENH XPHZH THZ XYZKEYHZ ZAz

MTTOpEITE VO CUVEXIOETE VA XPNOILOTIOIEITE TIG CUOKEUEG Airvo 2 kKal myAirvo 2 Je Tnv
KatdAANAn TTapakoAoUBnon Tou acBevolg cUu@wva PE To €yXelpidlo Xprong. Katda
XPNON TNG CUCKEUNG, TTPETTEI va TNPOUVTAI OAEG OI 0dNYieg, CUUTTEPIAANPBAVOPEVWY TWV
TTPOEIDOTTOINCEWY KAl TWV CUCTACEWY TTPOCOXIG TOU EYXEIPIBIOU XPAROoNG, IBIWG QUTEG OTNV
evotnTa 1.

1 ZnueIoTe 6T, CUPPWVA JE TNV vOTNTA "TEXVIKEG TTANPOPOPIES" TOU TEXVIKOU £yXEIPISiOU
Kl TOU gyxeIpIdiou Xpriong Tou TTPOoIOVTOG, N avauevopevn didpkeia Cwng ival 5 €1n.

ENEPIEIEZ NMOY ANAITOYNTAI AMNO EzZAZ

Mpiv atté mn xprion o€ véo aocBevr], akoAOUBAOTE TIG 0dNYiEG TOU EVNUEPWHEVOU yXEIPIdiOU
XPNOoNG Tou O€T aTTOAUPOVONG.

MapakaAoUpe emBeRaILOTE TV TTAPAAARN TNG TTAPOUCAG AvaKoivwang akoAouBwvTag auTd
TO BAuaTa:

4. EicayAyeTe TOV OPYQVICUO COG KOl TA OTOIXEIQ ETTIKOIVWVIOG 0AG OTO £VTUTTO OTTAVTNONG.



5. EmBeBaiwaTte kal utroypdwTte OTI £XeTE OlIABACEI Kal KATavonael TNV TTapouca
avakoivwaor.

6. Eadv €xete diaveipel couokeuég Airvo 2 4 myAirvo 2, evnuePWOTE TOUG TTEAATEG OaG Kal
OUUTTEPIAGBETE avTiypa@o TNG TTapoUoag avoKoivwaong.

ENHMEPQZH AAAQN A THN NMAPOYZA ANAKOINQZH

MapakaAgioTe va TTANPOQOPHCETE OTTOIOVOATIOTE GTNV EYKATAOTACK CAG TTOU TTPETTEI VA
AGBel yvwon auTAg TNG avakoivwaong.

H Tmapouoa avakoivwon €xel KoivoTroinBei o€ OAeG TIG apuoOdIEG PUBUIOTIKES APXEG.
AvagépeTe OAQ Ta TTEPICTATIKA TTOU OXETICOVTaI PE TN ouokeur otnv F&P, aTov diavopéa
] TOV TOTTIKO avTITTPOCWTTIO Kal, KATA TTEPITITWATN, aTNV €0VIKA apuddia apxh.

Edv £xeTe 0TTOIECONTTOTE EPWTACEIG, TTAPOAKAAOUWE ETTIKOIVWVNOTE PE TO MePIPEPEIOKO
AvtirpéowTro NG F&P uéow email oto FieldActionEE@fphcare.eu.

20G eUXAPIOTOUNE €K TWV TTPOTEPWV YIA TNV APECN TTPOCOXN OOG.

Rebecca Allen

Regional Manager



