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Continuous positive airway  
pressure device 
Country of origin | India

Primary function | Treatment

Category | Medical device

Commercial information
List price (USD): 3000

Year of commercialization: 2021

Number of units distributed: 0-100

Currently marketed in:�,QGLD��XQGHU�HYDOXDWLRQ�LQ�(WKLRSLD��6UL�/DQND

Brand: InnAccel

Model: Saans Neonatal CPAP

Product description
Saans is an infrastructure-independent, low-skill breathing support system that can provide multiple 
therapy options (CPAP, HFNC, resuscitation), across multiple settings (hospitals of all levels and 
WUDQVSRUW���7KH�GHYLFH�KDV�DQ�LQ�EXLOW�áRZ�JHQHUDWRU�DQG�DLU�R[\JHQ�EOHQGLQJ�DQG�LQFRUSRUDWHV�
VHQVRUV�DQG�VLPSOH�GLJLWDO�FRQWUROV�GLVSOD\V�IRU�áRZ��)L2

2
, and pressure output. In addition, Saans is 

portable, has an in-built battery backup, and alarm system.

Product details
Accessories:�)RU�ORQJ�WHUP�XVH��DFFHVVRULHV�UHTXLUHG�DUH�����6HUYR�FRQWUROOHG�KXPLGLàHU����7UROOH\

Consumables: Circuits and patient interfaces

Warranty duration: 1 year

Lifetime: 2-5 years

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

Facility requirements:�6SHFLàF�WHPSHUDWXUH�DQG�RU�KXPLGLW\�UDQJH��*DV�VXSSO\��2[\JHQ���2SHUDWLQJ��
0 to 45 C°, Storage: 0 to 50 C° and Humidity: 25-95% non-condensing

Contact: Shaunak Patel | Email: shaunak@innaccel.com | Phone: +91 98 1060 2033 |  
Web: https://innaccel.com/products/saans/ 

NOTE: Information reported by manufacturer before 17 December 2021

WHO ASSESSMENT
WHO assessed some newly commercialized products as a prototypes considering they had limited production, 
availability and evidence.

Clinical assessment
In 2019, 2.4 million newborns died worldwide, with sub-Saharan Africa carrying the highest neonatal 
mortality rate at 27 deaths per 1,000 live births, followed by Central and Southern Asia with 24 deaths 
per 1,000 live births. According to recent estimates, the primary causes of neonatal death include pre-
term birth, intrapartum-related complications (birth asphyxia or lack of breathing at birth), infections, 
DQG�ELUWK�GHIHFWV��6LPLODUO\��WKH�KLJKHVW�XQGHU�àYH�PRUWDOLW\�UDWH�LV�UHFRUGHG�LQ�WKH�:+2�$IULFDQ�5HJLRQ�
����SHU������OLYH�ELUWKV���DURXQG���WLPHV�KLJKHU�WKDQ�WKDW�LQ�WKH�:+2�(XURSHDQ�5HJLRQ����SHU������
OLYH�ELUWKV���$PRQJ�XQGHU�àYH�FKLOGUHQ��LQIHFWLRXV�GLVHDVHV��LQFOXGLQJ�SQHXPRQLD�DQG�PDODULD��UHPDLQ�D�
leading cause of death.

Saans is a breathing support device that aims to address a substantial source of mortality among 
newborns and children by offering multiple therapy options, including continuous positive airway 
SUHVVXUH��&3$3��DQG�UHVXVFLWDWLRQ�WKHUDS\�IRU�QHZERUQV�DQG�KLJK�áRZ�QDVDO�FDQQXODV�IRU�SHGLDWULF�
patients. It requires minimal infrastructure support, has several built-in features, including an air-
R[\JHQ�EOHQGHU��GLJLWDO�FRQWURO�RI�áRZV�DQG�)L2

2
, and relevant alarm systems, and can be employed 

by appropriately trained physicians in secondary or tertiary hospital settings as well as during the 
transportation.
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NEWLY COMMERCIALIZED

:+2�VSHFL¼FDWLRQ�FRPSDULVRQ
$W�WKH�WLPH�RI�UHSRUW�FUHDWLRQ��:+2�WHFKQLFDO�VSHFLàFDWLRQV�DYDLODEOH�DUH�UHODWHG�WR�&3$3�DQG�+)1&�
GHYLFHV�21/<�IRU�DGXOWV�DQG�SDHGLDWULF�DSSOLFDWLRQV��DQG�127�IRU�QHRQDWHV�LQIDQW��&RQVHTXHQWO\��WKH�
VSHFLàF�UHTXLUHPHQWV�FDQQRW�EH�FRPSDUHG�WR�àQDOL]H�D�FRPSOLDQFH�HYDOXDWLRQ��

5HJXODWRU\�DVVHVVPHQW
Pre-market – The manufacturer provided an Oxygen Gas 
Monitoring test report per ISO 8573, USP, and EP requirements, 
and EMC/EMI safety test report based on IEC 6100. Three 
articles were provided to demonstrate clinical performance. 
+RZHYHU��RWKHU�VLJQLàFDQW�SUH�PDUNHW�DVVHVVPHQW�GDWD�DQG�
documents were missing; please see the list below.

Post-market – No data or documents were provided.

QSA – $�FXUUHQW�,62������������FHUWLàFDWH�ZDV�SURYLGHG�

The following data and documents were not provided and should be included for the Pre-market 
DVVHVVPHQW�DQG�WR�GHPRQVWUDWH�WKH�VDIHW\�DQG�HIàFDF\�RI�WKH�GHYLFH�

• IEC 62366: 2007, IEC 60601
• IEC 60601-1-8: 2012, ISO 5356-1 ;2004 
• ISO 18562-1;2017
• ISO 18562-2;2017 
• ISO 18562-3;2017
• ISO 18562-4;2017

Cleaning and Disinfection of a reusable medical device validation referencing :

• $$0,�7,5���
• $$0,�7,5���
• ASTM D543 
• ASTM El 837-96 
• ISO 17664-1:2021 

7HFKQRORJ\�HYLGHQFH�DVVHVVPHQW�

Domains
Evidence 

assessment
Saans is a low-skill breathing support system that can provide 
multiple therapy options. It provides CPAP and resuscitation 
therapy with the appropriate oxygen blend in all hospital settings 
(labor room, NICU, SNCU) and during transport. It is portable, has 
a built-in battery backup, an alarm system, and is compatible with 
various oxygen sources such as central oxygen lines, cylinders, and 
even oxygen concentrators. The device can entrain atmospheric air 
at high pressures in the absence of oxygen. The device is durable, 
but the battery and oxygen sensors should be checked annually. 
Control and alarm software is built-in. Clinical data were mentioned 
but were not provided. The manufacturer provides evidence on 
WKH�HIIHFWLYHQHVV�RI�WKH�WHFKQRORJ\�LQ�JHQHUDO��EXW�QRW�VSHFLàFDOO\�
on the submitted device. The manufacturer mentioned several 
FHUWLàFDWHV�EXW�GLG�QRW�VXEPLW�WKHP��*LYHQ�WKH�ODFN�RI�HYLGHQFH��WKH�
device should be used with caution.

6MWO�FIRI½X�
ratio

Impact

Medical

Safety

Economy

Organizational

Legal

Social Summary

Ethical Innovation
Technology 

evidence 
assessment

Recommend with 
caution

Green  
environment

Technology  
readiness level 7

 

Pre

Post

Pre-market 
assessment

Proceed with 
caution

Post-market 
assessment

Not 
acceptable

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

This commercially available CPAP device is 
intended to provide short-term support to 
EDELHV�VXIIHULQJ�IURP�5'6�ZKR�DUH�QRW�LQ�DQ�,&8�
VHWWLQJ��7KH�SURGXFWÏV�HDVH�RI�XVH�DQG�DELOLW\�WR�
be powered by a variety of power sources (AC, 
battery, gas, and manually with Ambu bag) is 
an attractive feature especially for rural settings. 
Maintenance service is required for addressing, 
blender parts replacement, battery condition 
YHULàFDWLRQ��FRPSUHVVRU�SDUWV��àOWHU�FRQGLWLRQ�
replacement, and oxygen sensor replacement, 
as with any mechanical product used in critical 
conditions. The submission includes a description 
from a paper presented at an Indian conference, 
EXW�WKHUH�LV�QR�SHUIRUPDQFH�GDWD�RU�LGHQWLàFDWLRQ�
of all maintenance services periodicity. Finally, the 
submission includes three (3) different versions 

RI�WKH�SURGXFW��HDFK�ZLWK�D�GLIIHUHQW�XVHU�LQWHUIDFH�DQG�IHDWXUHV��PDNLQJ�LW�GLIàFXOW�WR�GHWHUPLQH�ZKLFK�LV�
the actual submitted product. The following information is required to resolve engineering assessment 
FKDOOHQJHV��WKH�àQDO�YHUVLRQ�RI�WKH�SURGXFW�EHLQJ�RIIHUHG��PDLQWHQDQFH�VHUYLFHV�UHTXLUHPHQWV�IRU�WKH�àOWHU��
sensors, compressor, other mechanical components (Ambu bag), and valves. Where will the spare parts be 
DYDLODEOH�WR�VXSSRUW�VHUYLFLQJ�LQ�ORZ�UHVRXUFH�VHWWLQJV"�5HFRPPHQG�LQFOXVLRQ�ZLWK�FDXWLRQ��

,QWHOOHFWXDO�SURSHUW\�DQG�ORFDO�SURGXFWLRQ
Intellectual property – The device is patent-protected and it has 
proprietary software. Clearance is required to use this technology.

Local production – 7KH�SURGXFW�LV�PRVW�OLNHO\�LQ�WKH�àHOG�WULDO�SKDVH�
and will require regulatory approval. Manufacturing know-how is 
most likely to be with contract manufacturers. The licensee must have 
experience with electronic assembly/manufacturing and related QMS. 
Existing manufacturing line is currently in a region suitable for low 
volume production, this, in addition to low volume of market demand 
is less likely to provide further commercial advantages through local 

production.

:+2�UHODWHG�JXLGDQFH�PDWHULDO
• Newborns: improving survival and well-being - https://www.who.int/news-room/fact-sheets/detail/

newborns-reducing-mortality

• Child mortality and causes of death - https://www.who.int/data/gho/data/themes/topics/topic-details/
GHO/child-mortality-and-causes-of-death

• Guidelines on basic newborn resuscitation - https://apps.who.int/iris/handle/10665/75157 

• Oxygen therapy for children: a manual for health workers - https://apps.who.int/iris/
handle/10665/204584

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

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:
Primary, 

Secondary & 
Tertiary level, 

Ambulance

Technology 
transferability

Openly access 
intellectual 
property

Local production
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