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Oxygen concentrator 
Country of origin | Bangladesh

Primary function | Treatment

Category | Medical gas

Commercial information
List price (USD): 400

Brand:�2[\1/LIH

Model:�2[\1/LIH

Product description
The developed device selectively removes nitrogen from the air to produce a high purity oxygen 
VWUHDP�E\�XWLOL]LQJ�D�VWDWH�RI�WKH�DUW�SRURXV�DGVRUEHQW��7KH�GHYLFH�FRQWLQXRXVO\�GUDZV�LQ�DLU�DQG�
generates a steady stream of high-purity oxygen.

Product details
Accessories: The device requires propriety software that comes with the device for It to function 
DQG�DFKLHYH�WKH�WDUJHW�SHUIRUPDQFH��$GGLWLRQDOO\��WKH�GHYLFH�DOVR�QHHGV�àOWHUV��DLU��EDFWHULD�àOWHUV��DV�
accessories.

Consumables:�)DFH�PDVN�QDVDO�FDQQXOD�IRU�SDWLHQWV�GXULQJ�XVH��7KH�àOWHU�KDV�WR�EH�FKDQJHG�HYHU\���
months of use.

Warranty duration: 

Lifetime: 2-5 years

Energy requirements:�&RQWLQXRXV�SRZHU�VXSSO\��$&�����9�����9�����:

Facility requirements: Healthcare waste disposal facilities (disposal of oxygen face mask, nasal 
FDQXOD�DQG�àOWHUV���GLVSRVDO�JXLGDQFH�SURYLGHG�E\�WKH�PDQXIDFWXUHU

Contact: Lutful Kabir | Email: lutfulkabir@iict.buet.ac.bd | Phone: +880 1819 276 951 |  
Web: www.eng.nus.edu.sg/chbe/staff/chesf/ 

NOTE: Information reported by manufacturer before 17 December 2021

WHO ASSESSMENT

Clinical assessment
Hypoxemia is a condition in which the blood oxygen level is abnormally low. It can be caused due to 
various mechanisms and diseases and can lead to respiratory failure and the need for supplemental 
oxygen therapy. In many resource-limited settings, lower respiratory tract infections and tuberculosis, 
LQ�DGGLWLRQ�WR�&29,'�����DUH�D�OHDGLQJ�FDXVH�RI�K\SR[HPLD�DQG�D�VLJQLàFDQW�VRXUFH�RI�PRUELGLW\�DQG�
mortality, ranking among the top ten causes of death in low- and lower-middle-income countries.

Furthermore, it is estimated that only fewer than half of all health facilities have continuous oxygen 
supply in low-resource contexts. A lack of accessible oxygen, in particular, leads to preventable deaths, 
with an estimated 122,000 deaths from pediatric pneumonia each year that could be avoided if oxygen 
supplies and delivery systems were improved. 

7KH�&29,'����SDQGHPLF�KDV�IXUWKHU�LQFUHDVHG�WKH�GHPDQG�IRU�R[\JHQ�ZRUOGZLGH��DQG�WKH�2[\1/LIH�
GHYLFH�LQWHQGV�WR�DGGUHVV�WKLV�JOREDO�KHDOWK�FRQFHUQ�DV�D�SURWRW\SH�R[\JHQ�FRQFHQWUDWRU��7KH�GHYLFHÏV�
inventive potential, however, is debatable based on the information supplied.

:+2�VSHFL¼FDWLRQ�FRPSDULVRQ
2[\1/LIH�GHYLFH�RQO\�SDUWLDOO\�FRPSOLHV�ZLWK�WKH�UHODWHG�:+2�UHTXLUHPHQWV��(YHQ�LI�QR�QRQ�FRPSOLDQFH�
ZDV�IRXQG��WKH�IROORZLQJ�GHYLFH�SDUDPHWHUV�DQG�WHFKQLFDO�VSHFLàFDWLRQV�FRXOG�QRW�EH�YHULàHG�RU�ZHUH�
not included in the documents:

7KH�W\SH�RI�R[\JHQ�RXWOHW��UHTXLUHG�ZLWK���PP��RU�����LQFK��EDUEHG�àWWLQJ�RU�HTXLYDOHQW��DQG�KRZ�LW�LV�
VHFXUHG�DQG�VKLHOGHG�WR�DYRLG�EHLQJ�EURNHQ�RU�EHQW��7KH�DELOLW\�WR�FRQWLQXRXVO\�VXSSO\�WKH�VSHFLàHG�
oxygen concentration at elevations ranging from 0 to at least 2000 m (along with performance 
characteristics at altitudes higher than 2000 m) must be stated. The main power cable should 
EH�ORQJHU�WKDQ�����PHWHUV��,WÏV�XQFOHDU�ZKHWKHU�WKH�',66�DQG�EDUEHG�DGDSWRUV�DUH�LQFOXGHG�LQ�WKH�
accessories list (for each outlet, if applicable). Storage and operating conditions related to temperature 
and humidity apply to the entire device, not just the sensor.
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Mechanical shock resistance, mechanical vibration, electromagnetic compatibility, and electrical safety tests 
were all performed. The displayed parameters, display characteristics, and user-adjustable settings are all 
available. IP protection is provided. 

5HJXODWRU\�DVVHVVPHQW
Adequate documentation was not provided to perform a 
PHGLFDO�GHYLFH�5HJXODWRU\�RU�4XDOLW\�6\VWHP�UHYLHZ��'HVLJQ�
YHULàFDWLRQ�DQG�YDOLGDWLRQ�UHSRUWV�ZHUH�QRW�VXEPLWWHG�IRU�SUH�
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.

86$�)'$�5HFRJQL]HG�&RQVHQVXV�6WDQGDUGV�

• ISO 80601-2-69:2014

• ISO 18562-1:2017

• ISO 18562-2 :2017

• ISO 18562-3 :2017

• ISO 18562: 2017

• ISO 80601-2-69:2020

:+2�WHFKQLFDO�VSHFLàFDWLRQV�IRU�R[\JHQ�FRQFHQWUDWRUV��

• ISO 80601-2-69:2014,

• IEC 60601-1:2012,

• IEC 60601-1-2:2014,

• IEC 60601-1-6:2013,

• IEC 60601-1-8:2012,

• IEC 60601-1-9:2013,

• IEC 60601-1-11:2010,

• ISO 13485:2003,

• ISO 14971:2007 

7HFKQRORJ\�HYLGHQFH�DVVHVVPHQW�

Domains
Evidence 

assessment
6MWO�FIRI½X�

ratio
Impact

Medical
7KH�GHYLFH�LV�D�SURWRW\SH�WKDW�ZDV�GHYHORSHG�VSHFLàFDOO\�IRU�
&29,'�����,W�KDV�EHHQ�WHVWHG�LQ�WZR�KRVSLWDOV�ZLWK�WZR�SDWLHQWV��
and it complies with the WHO oxygen concentrator guidelines. 
All used components are low-cost, according to the documents 
SURYLGHG��$V�D�UHVXOW��WKH�V\VWHPÏV�DIIRUGDELOLW\�LQ�/0,&�DSSHDUV�
credible. It is simple to manufacture, use, and maintain the device. 
The information about the shelf life (0-2 years) raises questions. 
More information about medical, safety and cost-effectiveness is 
needed for further evaluation and recommendation. 

Safety

Economy

Organizational

Legal

Social Summary

Ethical Innovation
Technology  

evidence  
assessment

Not recommended, 
still a prototype

Green  
environment

Technology  
readiness level 6
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Not 
acceptable

Post-market 
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Not 
acceptable
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+HDOWK�WHFKQRORJ\�DQG�HQJLQHHULQJ�PDQDJHPHQW

The submission includes a description of a 
prototype product that is not accompanied by 
DQ�LQGHSHQGHQW�WHVWLQJ�ODERUDWRU\�FHUWLàFDWH��
7KH�WHFKQLFDO�VSHFLàFDWLRQ�LV�LQVXIàFLHQW�IRU�
a thorough engineering evaluation. User or 
technical manuals were not included. As a result, 
there are no instructions for use, maintenance, 
warnings, or contraindications listed. By design, 
WKLV�SURGXFWÏV�DSSOLFDWLRQ�DQG�XVH�DUH�OLPLWHG�WR�
D�PD[LPXP�RXWSXW�RI���/30��UHVWULFWLQJ�LWV�XVH�
WR�DUHDV�ZKHUH�R[\JHQ�áRZ�OLPLWDWLRQ�LV�QRW�D�
concern. 

,QWHOOHFWXDO�SURSHUW\�DQG�ORFDO�SURGXFWLRQ
Intellectual property – Protected by trade secret. It uses proprietary 
software, which can be licensed to the manufacturer. The use of all 
intellectual property and third-party products will require clearance.

Local production – The device is in early prototype phase and is not 
ready for production.

:+2�UHODWHG�JXLGDQFH�PDWHULDO
• 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

• &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�������

• :+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 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�

Domains Appropri-
ateness Domains Appropri-

ateness 
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