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Oxygen concentrator and storage 
Country of origin | Germany

Primary function | Treatment

Category | Medical device

Commercial information
List price (USD): 850

Year of commercialization: 2021

Number of units distributed: 0-100

Currently marketed in: We are initially targeting Uganda, Kenya and 
7DQ]DQLD�IRU�àUVW�VDOHV��:H�ZLOO�VXEVHTXHQWO\�IRFXV�RQ�WKH�7KH�3DFLàF�

Brand:�)5(2��)RXQGDWLRQ�$XVWUDOLD�DQG�.U®EHU�0HGLFDO�'HYLFHV�
Germany

Model: Oxylink

Product description
$�UXJJHG�FRQFHQWUDWRU�ZLWK�HDV\�ÎVZDS�Q�JRÏ�XQLW�H[FKDQJH��KHDY\�GXW\��H[WHUQDOO\�PRXQWHG�àOWHU�
DQG�SRZHU�VWDELOL]DWLRQ��(YHQ�DPLG�SRZHU�áXFWXDWLRQV�DQG�VXUJHV��LW�FRQWLQXHV�WR�RSHUDWH�VDIHO\��
'XULQJ�EODFNRXWV��F\OLQGHU�LQWHJUDWLRQ�JXDUDQWHHV�R[\JHQ�áRZ�

2SWLRQV�/326�VWDQGV�IRU�ORZ�SUHVVXUH�R[\JHQ�VWRUDJH�ZLWK�DXWRPDWLF�GHOLYHU\�GXULQJ�D�SRZHU�
outage.

ODS: low-cost oxygen delivery system that delivers oxygen to patients directly through low-pressure 
UXEEHU�SLSLQJ�DQG�EHG�VLGH�áRZ�PHWHUV��PDNLQJ�+&:�ZRUNáRZ�HDVLHU�

Product details
Consumables: Nasal prongs

Warranty duration: 2 years

Lifetime: 2-5 years

Energy requirements:�&RQWLQXRXV�SRZHU�VXSSO\��6RODU�SRZHU��$&���������9�����:

Facility requirements:�6SHFLàF�WHPSHUDWXUH�DQG�RU�KXPLGLW\�UDQJH����WR����&o�����WR�����UHODWLYH�
humidity (non-condensing)

Contact: Bryn Sobott | Email: contact@freo2.org | Phone: +61 43 144 0820 | Web: www.freo2.org 

NOTE: Information reported by manufacturer before 17 December 2021

WHO ASSESSMENT

Clinical assessment
Hypoxemia is a condition in which blood oxygen level is abnormally low (i.e., low partial oxygen 
tension). It can result in respiratory failure and the need for supplementary oxygen therapy due to 
various mechanisms and diseases. In resource-limited settings, lower respiratory tract infections 
DQG�WXEHUFXORVLV��LQ�DGGLWLRQ�WR�&29,'�����DUH�D�PDMRU�FDXVH�RI�K\SR[HPLD�DQG�D�SULPDU\�VRXUFH�RI�
morbidity and mortality, ranking among the top 10 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 
VXSSOLHV�DQG�GHOLYHU\�V\VWHPV�ZHUH�LPSURYHG��0RUHRYHU��WKH�&29,'����SDQGHPLF�KDV�IXUWKHU�LQFUHDVHG�
the demand for oxygen at the global level.

)5(2����2[\OLQN�V\VWHP�PD\�WKXV�SURYLGH�D�VXLWDEOH�DOWHUQDWLYH�IRU�R[\JHQ�FRQFHQWUDWLRQ��VWRUDJH��
and delivery in healthcare settings lacking adequate infrastructure and experiencing short-term power 
áXFWXDWLRQV�
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:+2�VSHFL¼FDWLRQ�FRPSDULVRQ
7KH�)UHH2��2;</,1.�GHYLFH�KDV�EHHQ�HYDOXDWHG�E\�FRPSDULQJ�WKH�WHFKQLFDO�GRFXPHQWV�SURYLGHG�ZLWK�WKH�
WHO “Oxygen Concentrator” technical requirements currently available. 

7KLV�GHYLFH�SDUWLDOO\�FRPSOLHV�ZLWK�WKH�Ñ2[\JHQ�&RQFHQWUDWRUÒ�:+2�WHFKQLFDO�VSHFLàFDWLRQV�GXH�WR�WKH�IDFW�
WKDW�WKH�IROORZLQJ�DVSHFWV�RI�WKH�GHYLFH�FRXOG�QRW�EH�YHULàHG�RU�ZHUH�QRW�VSHFLàHG��R[\JHQ�RXWOHW�V��W\SH�
�UHTXHVWHG�ZLWK���PP��RU�����LQFK��EDUEHG�àWWLQJ�RU�HTXLYDOHQW��DQG�KRZ�WKH�R[\JHQ�RXWOHW�LV�PRXQWHG�WR�
be secure and sheltered to reduce risk of being broken or bent. Mechanical shock resistance, mechanical 
vibration, electromagnetic compatibility and electrical safety tests performed. Capability of supplying 
WKH�VSHFLàHG�R[\JHQ�FRQFHQWUDWLRQ�FRQWLQXRXVO\�ZLWK�HOHYDWLRQ�IURP���WR�DW�OHDVW������P��EHVLGHV��
SHUIRUPDQFH�FKDUDFWHULVWLFV�DW�DOWLWXGHV�KLJKHU�WKDQ�����P�PXVW�EH�VWDWHG���/HQJWK�RI�WKH�PDLQ�SRZHU�
cable to be higher than 2.5 m. Not clear if in the accessories list is also included the DISS and barbed 
adaptors (for each outlet, if applicable). 

5HJXODWRU\�DVVHVVPHQW
It is a prototype model and has not been tested.

Pre-market - IXOO�GHVLJQ�YHULàFDWLRQ�DQG�YDOLGDWLRQ�
documentation required for oxygen storage, pipeline system, 
àOWHU��VDIHW\�YDOYH��SUHVVXUH�UHJXODWRU�VZLWFK��DQG�DODUP�V\VWHP

Post-market - complete documentation required for distribution, 
DGYHUVH�HYHQW�UHSRUWLQJ��UHFDOO��àHOG�VDIHW\�DFWLRQ��DQG�FRPSODLQW�
handling.

QMS - quality manual, risk management based on ISO 
14971:2019, audit reports are required

7KH�GRFXPHQWDWLRQ�SURYLGHG�LV�LQVXIàFLHQW�WR�XQGHUWDNH�WKH�
DVVHVVPHQW�UHTXLUHG�WR�FRQàUP�WKH�)5(2��V\VWHPÏV�VDIHW\�DQG�
performance in order for it to be included in the compendium.

7HFKQRORJ\�HYLGHQFH�DVVHVVPHQW�

Domains
Evidence 

assessment
6MWO�FIRI½X�

ratio
Impact

Medical
The device is designed to be simple, usable, and locally 
maintainable. Deployability was also assessed in low-resource 
VHWWLQJV�EDVHG�RQ�WKH�HYLGHQFH�SUHVHQWHG��/RFDO�DVVHPEO\�DQG�
long-term manufacturing are being explored by the manufacturer. 
It can work successfully with a variable power supply or energy 
swings. Solar energy can be used to provide energy. The system 
is operating in a high-relative-humidity environment. The 
GHYLFH�DSSHDUV�WR�EH�LQH[SHQVLYH�LQ�/0,�VHWWLQJV��EDVHG�RQ�WKH�
information provided.

Safety

Economy

Organizational

Legal

Social Summary

Ethical Innovation
Technology  

evidence  
assessment

Recommended, but 
still a prototype

Green  
environment

Technology  
readiness level 9

 

Pre

Post

Pre-market 
assessment

Not 
acceptable

Post-market 
assessment

Not 
acceptable

Quality system 
assessment

Proceed with 
caution
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+HDOWK�WHFKQRORJ\�DQG�HQJLQHHULQJ�PDQDJHPHQW

The system consists of 5 subsystems - Oxylink, 
/326��2[\SXPS��)5(2��6RODU�DQG�6,3+21��
Some of the subsystems are more sensitive 
to misuse and damage. Given the importance 
RI�VWRUDJH�VXEV\VWHPV�IRU�R[\JHQ�áRZ��H[WUD�
evidence for durability, environmental conditions, 
maintenance requirements, and cleaning should 
be provided. Beyond the initial site, performance 
WHVWLQJ�LV�LQFRQFOXVLYH��.UREHU�2[\/LQN�R[\JHQ�
concentrator system, which was recently included 
in this submission, describes a design that is 
appropriate for low-resource settings and is cost-
effective, however no technical support or access 
to required spare parts is provided. 

,QWHOOHFWXDO�SURSHUW\�DQG�ORFDO�SURGXFWLRQ
Intellectual property – It is protected by trade secret and patents. The 
patent applications are still pending.

It has been stated that they are willing to provide access to their 
intellectual property. Caution advised due to pending patent 
applications.

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

:+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�������� 
https://apps.who.int/iris/handle/10665/331746

• &RURQDYLUXV�GLVHDVH��&29,'�����WHFKQLFDO�JXLGDQFH��3DWLHQW�PDQDJHPHQW���https://www.who.int/
emergencies/diseases/novel-coronavirus-2019/technical-guidance/patient-management

• /LYLQJ�JXLGDQFH�IRU�FOLQLFDO�PDQDJHPHQW�RI�&29,'������https://www.who.int/publications/i/item/WHO-
�����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���https://www.who.int/
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 

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:
5XUDO��8UEDQ��

Indoors, Home, 
Primary, 

Secondary & 
Tertiary

Technology 
transferability

Openly access 
intellectual 
property

Local production N/A
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