
20
22

,Q
F
OX
VL
R
Q
�L
Q
�W
K
H
�&
R
P
S
H
Q
G
LX
P
�G
R
H
V�
Q
R
W�
F
R
Q
VW
LW
X
WH
�D
�Z
D
UU
D
Q
W\
�E
\
�:

+
2
�R
I�
WK
H
�à
WQ
H
VV
�R
I�
D
Q
\
�W
H
F
K
Q
R
OR
J
\
�R
U�
S
UR
G
X
F
W�
IR
U�
D
�

S
D
UW
LF
X
OD
U�
S
X
US
R
VH
��
D
V�
Q
R
�U
LJ
R
UR
X
V�
UH
Y
LH
Z
�I
R
U�
VD
IH
W\
��
H
Ià
F
D
F
\�
�T
X
D
OLW
\�
�D
S
S
OLF
D
E
LOL
W\
�R
U�
F
R
VW
�D
F
F
H
S
WD
E
LOL
W\
�Z
D
V�
F
R
Q
G
X
F
WH
G
�E
\
�:

+
2
��

:
+
2
�Z
LOO
�Q
R
W�
E
H
�K
H
OG
�W
R
�H
Q
G
R
UV
H
�Q
R
U�
WR
�U
H
F
R
P
P
H
Q
G
�D
Q
\
�W
H
F
K
Q
R
OR
J
\
�R
U�
S
UR
G
X
F
W�
LQ
F
OX
G
H
G
�L
Q
�W
K
H
�&
R
P
S
H
Q
G
LX
P
��
:
+
2
�G
LV
F
OD
LP
V�

D
Q
\
�D
Q
G
�D
OO�
OLD
E
LOL
W\
�Z
K
D
WV
R
H
Y
H
U�
IR
U�
D
Q
\
�G
D
P
D
J
H
�R
I�
D
Q
\
�N
LQ
G
�W
K
D
W�
P
D
\
�D
UL
VH
�L
Q
�F
R
Q
Q
H
F
WL
R
Q
�Z
LW
K
�W
K
H
�S
UR
F
X
UH
P
H
Q
W�
�G
LV
WU
LE
X
WL
R
Q
�

D
Q
G
�R
U�
X
VH
�R
I�
D
Q
\
�V
X
F
K
�W
H
F
K
Q
R
OR
J
\
�R
U�
S
UR
G
X
F
W�

WHO compendium of innovative health technologies for low-resource settings - 2022

39

Mechanical ventilator 
Country of origin | United States of America

Primary function | Treatment

Category | Medical device

Commercial information
List price (USD): 4000

Year of commercialization: N/A

Number of units distributed: N/A

Currently marketed in: N/A

Brand: OneBreath, Inc.

Product description
2QH%UHDWKÏV�YHQWLODWRU�DGGUHVVHV�WKH�QHHG�IRU�FRQWLQXRXV�YHQWLODWLRQ�LQ�WKH�DEVHQFH�RI�FRPSUHVVHG�
JDV�RU�HOHFWULFLW\�DQG�SURYLGHV�D�UDQJH�RI�VHWWLQJV�XWLOL]LQJ�D�SRUWDEOH�2��FRQFHQWUDWRU��3UHYHQWDWLYH�
maintenance is minimal and a simple and intuitive user interface controls state-of-the-art clinical 
IHDWXUHV�LQFOXGLQJ�9ROXPH�7DUJHWHG�3UHVVXUH�&RQWURO��973&���VSRQWDQHRXV�EUHDWK�VXSSRUW�PRGHV��
programmable PEEP, neonatal ventilation, and accurate blending and sensing capabilities.

Product details
Accessories: Includes AC power cord and oxygen sensor 

Consumables:�7KH�GLVSRVDEOH�EUHDWKLQJ�FLUFXLWV��HQGRWUDFKHDO�WXEHV��EDFWHULDO�àOWHUV��RSWLRQDO�

Lifetime: 2-5 years

Energy requirements:�5HFKDUJHDEOH�EDWWHU\��&RQWLQXRXV�SRZHU�VXSSO\��$&�����9�����9����KRXU�
battery recharge cycle, 24-hour battery life

Contact: Matthew Callaghan | Email: info@onebreathventilators.com | Phone: +1 650 646 4984 |  
Web: www.onebreathventilators.com 

NOTE: Information reported by manufacturer before 17 December 2021

WHO ASSESSMENT

Clinical assessment
,Q�PDQ\�UHVRXUFH�OLPLWHG�VHWWLQJV��ORZHU�UHVSLUDWRU\�WUDFW�LQIHFWLRQV��DORQJ�ZLWK�&29,'����DQG�
respiratory diseases, are a major source of morbidity and mortality, ranking among the top 10 causes of 
GHDWK�LQ�ORZ��DQG�ORZHU�PLGGOH�LQFRPH�FRXQWULHV��7KH�&29,'����SDQGHPLF�KDV�KHLJKWHQHG�WKH�JOREDO�
demand for high-quality, safe, and affordable medical equipment to treat patients with respiratory 
failure, particularly those who require mechanical ventilation. Pending regulatory and technical 
evaluation, OneBreath may provide a suitable solution for mechanical ventilation for patients with 
respiratory failure, provided that the healthcare workforce receives appropriate, relevant training in its 
clinical use and maintenance.

:+2�VSHFL¼FDWLRQ�FRPSDULVRQ
OneBreath ventilator partially complies with “Transport ventialtor”, “Sub-acute ventilator” and “ICU 
YHQWLODWRUÒ�:+2�WHFKQLFDO�VSHFLàFDWLRQV��

7KH�IROORZLQJ�PDLQ�QRQ�FRPSOLDQFHV�DQG�QRQ�YHULàDEOH��RU�QRW�VSHFLàHG��UHTXLUHPHQWV�DUH�OLVWHG��

Non-compliance:�9ROXPH�&RQWURO�9HQWLODWLRQ��9&9��PRGH�LV�UHTXLUHG��5HDO�WLPH�VFDODU�ZDYHIRUP�
IRU�YROXPH�QRW�DYDLODEOH��7LGDO�9ROXPH�H[SLUHG�QRW�GLVSOD\HG��21/<�)25�Ñ,&8�9(17,/$7256Ò��7LGDO�
9ROXPH�UDQJH�UHTXLUHG�DW�OHDVW���Ì�����PO��ZKLOH�RQO\���Ì�����PO�LV�DYDLODEOH��7KUHH�VFDODU�ZDYHIRUPV�
DUH�UHTXLUHG�WR�EH�GLVSOD\HG�DW�WKH�VDPH�WLPH�ZKLOH�RQO\�WZR�DUH�VLPXOWDQHRXVO\�DYDLODEOH��/RRS�
�D[LV��GLVSOD\V�IRU�SUHVVXUH�YROXPH�DQG�áRZ�YROXPH�QRW�DYDLODEOH��([SLUDWLRQ�WLPH�DQG�(QG�7LGDO�&2

2
 

parameters not displayed 

Not possible to be verified: Oxygen-air mixture accuracy. Internal function testing/leak testing. 
Ñ,3Ò�SURWHFWLRQ�OHYHO�FHUWLàFDWLRQ��'LVSOD\�EULJKWQHVV�DQG�FRQWUDVW�FRQWURO�FDSDELOLWLHV��1RW�FOHDU�LI�
“Inspiratory pause manoeuvre capability to measure plateau pressure” is available. Not clear if “PEAK, 
3/$7($8�DQG�0($1�DLUZD\�SUHVVXUHÒ�DQG�Ñ55��VSRQWDQHRXV�DQG�PHFKDQLFDO�Ò�SDUDPHWHUV�FDQ�EH�
displayed and if “adjustable peak pressure limitation/pressure-cycling mechanism above measured 
SHDN�SUHVVXUHÒ�LV�DYDLODEOH��Ñ+LJK�/RZ�)L2

2
Ò��Ñ+LJK�/RZ�55Ò��Ñ+LJK�/RZ�7LGDO�9ROXPHÒ�DQG�Ñ/RZ�3((3Ò�

alarms availability. Availability of single-limb breathing circuits for adult/paediatric.
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5HJXODWRU\�DVVHVVPHQW
Adequate documentation was not provided to perform a 
PHGLFDO�GHYLFH�5HJXODWRU\�RU�4XDOLW\�6\VWHP�UHYLHZ�RQ�WKLV�
SURGXFW��'HVLJQ�YHULàFDWLRQ�DQG�YDOLGDWLRQ�UHSRUWV�ZHUH�QRW�
submitted for pre-market assessment. No documentation 
available on quality management system, ISO 13485:2016 for 
quality system assessment. No documentation was provided on 
post-market activities.

As such, this product is in the prototype stage.

7HFKQRORJ\�HYLGHQFH�DVVHVVPHQW�

Domains
Evidence 

assessment
6MWO�FIRI½X�

ratio
Impact

Medical
The device is a patent-pending prototype made in the United 
States and Singapore. There is no provision for local manufacture. 
According to manufacturer tests, the device is simple to use 
and maintain in rural locations. It is portable and can be used 
in multiple settings, including ICUs, Emergency rooms, and 
transportation. Despite this, the device has yet to receive 
regulatory approval, and the manufacturer has not provided any 
clinical study data. The unit costs appear to be reasonable, yet 
they are not inexpensive. In this aspect, affordability is unlikely 
WR�EH�JXDUDQWHHG�LQ�/0,�VHWWLQJV��7KH�GHYLFH�LV�D�SURWRW\SH��,Q�
conclusion, a recommendation could not be made based on the 
current level of evidence.

Safety

Economy

Organizational

Legal

Social Summary

Ethical Innovation
Technology  

evidence  
assessment

Not recommended, 
still a prototype

Green  
environment

Technology  
readiness level 5

 

+HDOWK�WHFKQRORJ\�DQG�HQJLQHHULQJ�PDQDJHPHQW

The core design is based on proven innovation 
(turbine). The user interface is intuitive. Internal 
GLVLQIHFWLRQ�RI�WKH�YHQWLODWRU�EHWZHHQ�SDWLHQWVÏ�
use is not addressed. The manufacturer mentions 
periodic maintenance, however, there is no 
information on training or parts availability in the 
submission. Disposables that are not proprietary 
DUH�LQGLFDWHG��$�àHOG�HYDOXDWLRQ�LV�SHQGLQJ�

Pre

Post

Pre-market 
assessment

Not 
acceptable

Post-market 
assessment

Not 
acceptable

Quality system 
assessment

Not 
acceptable

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:
5XDO��8UEDQ��

Indoors, 
Ambulance, 

Secondary & 
Tertiary level

M
echanical ventilator
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,QWHOOHFWXDO�SURSHUW\�DQG�ORFDO�SURGXFWLRQ
Intellectual property – It is patent-protected. Some patents are owned 
by third parties. All applicable patents will require clearance before 
they can be used. The breath delivery and ventilator management code 
is proprietary. For the user interface, third-party authorisation is also 
necessary. Proceed with due diligence. 

Local production – It is not yet ready for production; it is still in the 
prototype stage.

:+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���DSSV�ZKR�LQW�LULV�KDQGOH�������������

• :+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/

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

• 6HYHUH�$FXWH�5HVSLUDWRU\�,QIHFWLRQV�7UHDWPHQW�&HQWUH���KWWSV���ZZZ�ZKR�LQW�SXEOLFDWLRQV�L�LWHP�������
331603

Technology 
transferability

Openly access 
intellectual 
property

Local production N/A

M
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