Fisher & Paykel

HEALTHCARE

17 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\loudn;lber/ Device ldentifier

Airvo 2 PT101EW 09420012422286
Ul-185043723 rev P

myAirvo 2 PT100EW 09420012422194

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.

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
FieldActionASEAN@fphcare.co.nz.

Thank you in advance for your prompt attention.
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Chris Greville
General Manager - Regional Sales

Fisher & Paykel Healthcare



Fisher & Paykel

HEALTHCARE

Ngay 17 Thang 9 Nam 2025

Khan cap: Thdong bé&o an toan tai co’ sé

Cap nhat hwéng dan st dung cho bé dung cu khir tring Fisher & Paykel
Healthcare AirvoTM 2 va myAirvoTM 2

Tai liéu tham khao F&P: FA-2025-001

Fisher & Paykel Healthcare (F&P) dang trién khai Hanh déng khac phuc an toan tai co s&
thdng b&o cho quy vi vé ndi dung cap nhat Hwéng dan st dung bd khir tring danh cho céac
thiét bj Airvo 2 va myAirvo 2.

S’ DUNG THIET Bl

Céc thiét bi Airvo 2 va myAirvo 2 dwoc s dung dé cung cap liéu phap hd hap lwu lwong cao
cho bénh nhan. Céc thiét bi Airvo 2 va myAirvo 2 khéng duoc st dung cho muc dich hd tro
sy sbng. Phai ludn theo ddi bénh nhan theo cach phu hop.

SAN PHAM Bl ANH HUONG

Hwéng dan st dung bd A 2 £ a a x Ma nhan dang
Khir triing Tén san pham | S6 bd phan / Mau thiét bi
Airvo 2 PT101EW 09420012422286
UI-185043723 phién ban P
myAirvo 2 PT100EW 09420012422194

Airvo 2 / myAirvo 2



LY DO THONG BAO

Théng b&o nay nham cung cap cho quy vi théng tin vé ndi dung cap nhat cia Hwéng dan
str dung bd khiy trung dé bao tri thiét bj Airvo 2 va myAirvo 2 cla quy vi trong subt tudi tho
dw kiént. Airvo 2 va myAirvo 2 c6 canh bao &m thanh dwoc phat trong it nhét 120 gidy khi
thiét bj vo tinh bi ngét két nbi khéi ngudn dién. Hwéng dan sir dung bd khir trung da duoc
cap nhat dé bao gém viéc kiém tra thwdng xuyén canh bao nay sau mdi lan s dung cho
bénh nhan.

Ban cap nhat nay dwoc thue hién do cé bao céo vé tinh trang Am thanh canh béo chi phat
ra trong thdi gian dwéi 120 gidy, didu nay c6 thé khién nguwdi ding khong thé biét dé két ndi
lai ngudn dién kip thoi.

Chuwa c6 trvéng hop bi thwong nghiém trong hodc t& vong nao lién quan dén van dé nay.

CAC HANH DONG DO F&P THUC HIEN
F&P da cap nhat Hwéng dan st dung bd khiy tring, bd sung bwéc kiém tra &m thanh canh béo.
Vui Iong xem ban cap nhat bén duwai:

7a: Thuc hién kiém tra “Canh bao Mat dién” (chi vdi Airvo 2 va myAirvo 2)
Dam bdo da thuc hién cac budc tir 1 dén 6 dé sac mach dién canh bao.

Rut thiét bi khoi 6 cam dién chinh.

Kiém tra dam bdo canh bao bang am thanh phat it nhat trong 120 giay.

Luc nay thiét bi da sdn sang dé bao quan.

TIEP TUC SU DUNG THIET Bl CUA QUY VI

Quy vi c6 thé tiép tuc st dung thiét bi Airvo 2 va myAirvo 2, lwu y theo déi bénh nhan phu

hop theo Huwéng dan st dung. Khi stv dung thiét bi, quy vi phai tuan tha tat ca cac hwéng
dan, bao gdbm ca cac canh béo va than trong trong Hwéng dan st dung, dac biét la nhirng
hwéng dan trong Phan 1.

1Xin lwu y, theo phan ‘Théng tin k§ thuat’ cia Hwéng dan ky thuat san phdm va Hwéng dan
st dung, tudi tho dy kién cta thiét bj la 5 nam.

CAC HANH BDONG QUY VI CAN THWC HIEN

Trwéce khi st dung cho bénh nhan mai, hay lam theo cac hwdng dan trong Hwdng dan st
dung bd khtr trung da cap nhat.

Vui 16ng x&c nhan da nhan dwoc théng béo nay bang cach lam theo cac buéc sau:
4. Nhap thdng tin vé té chirc va thong tin lién hé ctia quy vi vao biéu mau phan héi.

5. Xéac nhan va ky tén cho biét quy vi da doc va hiéu rd thong bao nay.



6. Néu quy vi da phan phéi thiét bi Airvo 2 hodc myAirvo 2, hay théng bao cho khach hang
clia quy vi va gtri kém mét ban sao thdng bao nay.

THONG BAO CHO NGOl KHAC VE BAN THONG BAO NAY
Vui ldng théng bao cho bét ky ai trong co sé& clia quy vi can biét vé ban thong bao nay.

Théng bao nay da duoc bao cao cho tat ca cac co quan quan ly cd lién quan. Vui ldong bao
cao moi sy c0 lién quan dén thiét bi cho F&P, nha phan phdi hoac dai dién dia phwong cua
quy vi va Co quan cé thdm quyén ctia quéc gia néu co.

Néu quy vi c6 bat ky thidc mac nao, vui long lién hé véi Pai dién F&P qua email theo dia chi
FieldActionASEAN@fphcare.com.

Xin chan thanh cdm on quy vi da chua y téi thong bao nay.

C A~ C1L

Chris Greville
General Manager - Regional Sales

Fisher & Paykel Healthcare



