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,MKL�¾S[�REWEP�GERRYPE�[MXL�'4%4��
Country of origin | 1HZ�=HDODQG
Primary function | Treatment

Category | Medical device

Commercial information
Year of commercialization: 2021

Number of units distributed: 101-1,000

Currently marketed in:�1HZ�=HDODQG

Brand:�&RPSDQ\��)LVKHU�	�3D\NHO�+HDOWKFDUH�/WG���%UDQG��2SWLáRZ�
Model: Airvo 3

Product description
$LUYR���GHOLYHUV�1DVDO�+LJK�)ORZ�WKHUDS\��+)1&���+LJK�KXPLGLàHG�URRP�DLU�áRZV�SURYLGH�UHVSLUDWRU\�
support (reducing anatomical dead space & giving positive airway pressure). If needed, O

2
 can also 

be delivered via Airvo 3, but O
2
�LV�QRW�UHTXLUHG�WR�SURYLGH�UHVSLUDWRU\�VXSSRUW�RU�D�KLJK�áRZ�RI�DLU��

7KH�JDV�LV�KHDWHG�KXPLGLàHG�WR�SURYLGH�SDWLHQW�FRPIRUW�DQG�WKHUDS\�FRPSOLDQFH��$LUYR���FDQ�DOVR�
SURYLGH�EXEEOH�&3$3��-XQLRU�PRGHO��DQG�&3$3�1,9�WKHUDS\��$GXOW�$FXWH�PRGHO��

Product details
Consumables:�+HDWHG�EUHDWKLQJ�WXEH�	�FKDPEHU��2SWLáRZ�1DVDO�&DQQXOD�Ì�FRPHV�LQ�WKUHH�VL]HV�IRU�
$GXOWV�DQG�VL[�VL]HV�IRU�3DHGLDWULFV�RU�%XEEOH�&3$3�RU�1RQ�LQYDVLYH�YHQWLODWLRQ�0DVNV

Warranty duration: 2 years

Lifetime: 5 years

Energy requirements:�5HFKDUJHDEOH�EDWWHU\��&RQWLQXRXV�SRZHU�VXSSO\��$&�����9�����9����KRXU�
battery recharge cycle,0.67-hour battery life

Facility requirements:�6SHFLàF�WHPSHUDWXUH�DQG�RU�KXPLGLW\�UDQJH��2SHUDWLQJ�FRQGLWLRQV��
7HPSHUDWXUH��������&o��+XPLGLW\����������5+���$OWLWXGH���������P�������IW���6WRUDJH�WHPSHUDWXUH��
����WR���&o�DQG�+XPLGLW\������WR�����5HODWLYH�+XPLGLW\

Contact: Varun Purushotham | Email: varun.purushotham@fphcare.fr | Phone: +33 63 412 7493 | Web: www.fphcare.co.nz

NOTE: Information reported by manufacturer before 17 December 2021 

WHO ASSESSMENT

Clinical assessment
,Q�ORZ�UHVRXUFH�VHWWLQJV��WKH�&29,'����SDQGHPLF�KDV�ZRUVHQHG�DQG�IXUWKHU�H[DFHUEDWHG�WKH�ORQJ�
VWDQGLQJ�QHHG�IRU�DFFHVVLEOH�DQG�UHOLDEOH�R[\JHQ�VXSSOLHV��/RZHU�UHVSLUDWRU\�WUDFW�LQIHFWLRQV�DUH�
a leading cause of morbidity and mortality in low and lower-middle income countries and often 
necessitate supplemental oxygen therapy and/or non-invasive ventilation. 

$LUYRÜ��DOORZV�IRU�WKH�GHOLYHU\�RI�KLJK�áRZ�QDVDO�FDQQXOD�R[\JHQ��LW�UHWDLQV�DOO�$LUYRÜ��IHDWXUHV��DQG�
for C-PAP non-invasive ventilation among infants and adults. These characteristics contribute to making 
it a device of interest to treat severely hypoxemic patients in low-resource environments. Its use and 
application should be limited to secondary or tertiary healthcare facilities, where monitoring of the 
SDWLHQWÏV�FOLQLFDO�VWDWXV�FDQ�EH�HQVXUHG�

:+2�VSHFL¼FDWLRQ�FRPSDULVRQ
$,592Ü��FRPSOLDQFH�HYDOXDWLRQ�KDV�EHHQ�GRQH�XVLQJ�ERWK�WKH�:+2�Ñ+)1&�Ì�+LJK�)ORZ�1DVDO�
&DQQXODÒ�DQG�Ñ&3$3�Ì�&RQWLQXRXV�3RVLWLYH�$LUZD\�3UHVVXUHÒ�WHFKQLFDO�VSHFLàFDWLRQV��

This device fully complies with the “HFNC adult and paediatric” and “CPAP” WHO technical 
VSHFLàFDWLRQV

COMPLIANCE WITH “HFNC” and “CPAP”: adult/paediatric. User/service draft manual provided. In-
EXLOW�WXUELQH��&DSDELOLW\�WR�JHQHUDWH�D�KLJK�áRZ�RI�PL[HG�URRP�DLU�DQG�R[\JHQ��)ORZ�XS�WR����/�PLQ��
Temperature of the warmed air. FiO

2
 % available 21-100%. Pressure range compliant (up to 45 cmH2O). 

Graphical display and user interface with all required parameters available to be displayed. All required 
alarms provided. Trolley with wheels, brakes and dedicated spaces for accessories. Compliant power 
supply characteristics and possibility to use it in combination with an UPS to provide battery back 
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XS�LQ�WKH�FDVH�RI�$&�SRZHU�IDLOXUH��,3���SURWHFWLRQ�OHYHO��5+��UDQJH��$XWRPDWLF�VZLWFK�IURP�$&�SRZHU�
electric-line mode to battery operating mode. Compliant length of the main power cable (* 2 m). Necessary 
accessories and consumables are available. More than 10 languages available including English. Two years of 
warranty provided. Environmental requirements for storage/operations available. 

NON-COMPLIANCE WITH “HFNC” and “CPAP”: None.

5HJXODWRU\�DVVHVVPHQW
7KLV�SURGXFW�LV�FRPPHUFLDOO\�DYDLODEOH�LQ�1HZ�=HDODQG�DQG�QRW�
GLVWULEXWHG�JOREDOO\��5HSRUWV�RQ�SUH�PDUNHW�GHVLJQ�YHULàFDWLRQ�
and validation have not been submitted. The clinical evaluation 
report and post-market documentation were not available. 
Adequate documentation should be provided to conduct 
regulatory and quality system reviews to demonstrate safety and 
HIàFDF\�RI�WKH�GHYLFH�

7HFKQRORJ\�HYLGHQFH�DVVHVVPHQW�

Domains
Evidence 

assessment
6MWO�FIRI½X�

ratio
Impact

Medical
Airvo3 is innovative due to its technical features. Similar to the 
predecessor model Airvo2, a recommendation can only be made 
with caution. This is mainly due to the questionable affordability. 
This cannot be conclusively assessed on the basis of the 
documents submitted.

Safety

Economy

Organizational

Legal

Social Summary

Ethical Innovation
Technology 

evidence 
assessment

Recommend with 
caution

Green  
environment

Technology  
readiness level 9

 

Pre

Post

Pre-market 
assessment

Proceed with 
caution

Post-market 
assessment

Proceed with 
caution

Quality system 
assessment Proceed
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+HDOWK�WHFKQRORJ\�DQG�HQJLQHHULQJ�PDQDJHPHQW

Both the User and Technical manuals claim that 
the product life cycle is 5 years, with a shelf life of 
0-2 years. These are ranges that are much shorter 
than users and industry are accustomed to for 
comparable products. This product contains 
software, motor, electronic display, alarm speaker, 
heating plate, and sensor but yet the manuals 
claim that preventive maintenance is not required. 
For a product that is expected to be subjected to 
áXLG�VSLOOV��HOHFWULFDO�SRZHU�LQVWDELOLW\��VRIWZDUH�
glitches controlling a heating plate all operating 
around oxygen lines - there is a need for guidance 
on the frequency and process for testing and 
maintaining such a product on regular basis. The 
statement that PM is not required places patients 
DQG�XVHUV�LQ�RWKHUZLVH�SUHYHQWDEOH�KD]DUG�

,QWHOOHFWXDO�SURSHUW\�DQG�ORFDO�SURGXFWLRQ
Intellectual property – It is patent-protected with registered industrial 
designs and trademarks. The use of all intellectual property will require 
clearance. The use of patented compatible third-party products may also 
require clearance. 

Local production – &XUUHQW�UHJLRQDO�YROXPHV�DUH�VLJQLàFDQWO\�ORZ��
creating a poor business case for dedicated local production.

:+2�UHODWHG�JXLGDQFH�PDWHULDO
• WHO Global Health Estimates (the top 10 causes of death) - https://www.who.int/news-room/fact-

sheets/detail/the-top-10-causes-of-death 
• :+2�&RURQDYLUXV��&29,'�����'DVKERDUG���KWWSV���FRYLG���ZKR�LQW�
• &RURQDYLUXV�GLVHDVH��&29,'�����WHFKQLFDO�JXLGDQFH��3DWLHQW�PDQDJHPHQW���KWWSV���ZZZ�ZKR�LQW�

emergencies/diseases/novel-coronavirus-2019/technical-guidance/patient-management
• /LYLQJ�JXLGDQFH�IRU�FOLQLFDO�PDQDJHPHQW�RI�&29,'������KWWSV���ZZZ�ZKR�LQW�SXEOLFDWLRQV�L�LWHP�:+2�
�����Q&R9�FOLQLFDO�������

• 7KHUDSHXWLFV�DQG�&29,'�����OLYLQJ�JXLGHOLQH���KWWSV���ZZZ�ZKR�LQW�SXEOLFDWLRQV�L�LWHP�:+2������Q&R9�
therapeutics-2021.3

• :+2�UHFRPPHQGDWLRQV�RQ�QHZERUQ�KHDOWK��JXLGHOLQHV�DSSURYHG�E\�WKH�:+2�*XLGHOLQHV�5HYLHZ�
Committee - https://www.who.int/publications/i/item/WHO-MCA-17.07

• :+2�,&5&�%DVLF�(PHUJHQF\�&DUH��DSSURDFK�WR�WKH�DFXWHO\�LOO�DQG�LQMXUHG���KWWSV���ZZZ�ZKR�LQW�
publications/i/item/basic-emergency-care-approach-to-the-acutely-ill-and-injured

• Emergency care - https://www.who.int/emergencycare/systems/en/
• WHO Medical Emergency Checklist - https://www.who.int/publications/i/item/who-medical-emergency-

checklist
• Guidelines for essential trauma care - https://www.who.int/publications/i/item/guidelines-for-essential-

trauma-care
• WHO Oxygen website - https://www.who.int/health-topics/oxygen#tab=tab_2
• Oxygen therapy for children: a manual for health workers - https://apps.who.int/iris/

handle/10665/204584
• 2[\JHQ�VRXUFHV�DQG�GLVWULEXWLRQ�IRU�&29,'����WUHDWPHQW�FHQWUHV��LQWHULP�JXLGDQFH����$SULO��������KWWSV���

apps.who.int/iris/handle/10665/331746

Domains Appropri-
ateness Domains Appropri-

ateness 

Durability Ease of 
cleaning

Ease of Use
Ease of 
maintenance

Positive impact 
on clinical 
outcomes

Infrastructure 
requirements

$IIRUGDELOLW\¢
Local access to 
sales support

Engineering 
resources 
minimization

Local access 
to technical 
support

Cultural 
and social 
acceptability

N/A Local access to 
training

Environmental 
conditions

Local access to 
spare parts

Aesthetics
Locations of 
use within 
target setting

Target settings:
Secondary & 
Tertiary level

Technology 
transferability

Openly access 
intellectual 
property

Local production
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