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High oxygen peep device 
Country of origin | South Africa

Primary function | Supporting or sustaining life

Category | Medical device

Commercial information
List price (USD): 165

Year of commercialization: 2021

Number of units distributed: 10,000-50,000

Currently marketed in:�$IULFDQ�5HJLRQ

Brand:�*DEOHU�0HGLFDO��3W\��/WG

Model:�2[(5$

Product description
It comprises a custom main housing, incorporating an adjustable PEEP valve (5 – 15 cm H2O), anti-
asphyxiation valve (for safety), and oxygen supply via a hose and accumulator bag. The oxygen 
hose can be connected to any available source of oxygen. Commercial medical devices such as an 
DQHVWKHWLF�PDVN�DQG�YLUDO�àOWHU�FRPSOHWH�WKH�SDFNDJH�WRJHWKHU�ZLWK�VLPSOH�EXW�HIIHFWLYH�HODVWLF�KHDG�
VWUDSV��7KH�VQXJ�àW�DQG�DFFXPXODWRU�PD[LPLVHV�R[\JHQ�HIàFLHQF\�DQG�WKH�3((3�YDOYH�SURYLGHV�3(3�

Product details
Consumables:�9LUDO���EDFWHULDO�UHVSLUDWRU\�àOWHU

Facility requirements: pathological waste, sharps, chemicals, etc (Device requires disposal as 
PHGLFDO�ZDVWH�DV�LW�FRPHV�LQWR�FRQWDFW�ZLWK�WKH�SDWLHQWÏV�VNLQ��H[SLUHG�DLU�DQG�VHFUHWLRQV���*DV�VXSSO\�
(Oxygen)

Contact: Craig Parker | Email: craig@craigparker.co.za | Phone: +27 84 5655022 | Web: www.umoya.org.za & www.
gablermedical.com 

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
Acute viral pneumonia that progresses to acute respiratory distress syndrome is the leading cause 
RI�PRUELGLW\�DQG�PRUWDOLW\�IURP�&29,'�����6XSSOHPHQWDO�R[\JHQ�WKHUDS\�DQG�LQFUHDVHG�UHVSLUDWRU\�
VXSSRUW�DUH�UHTXLUHG�DV�SDWLHQWVÏ�UHVSLUDWRU\�VWDWXV�GHWHULRUDWHV��$�WULDO�RI�D�KLJK�áRZ�QDVDO�FDQQXOD�RU�
QRQ�LQYDVLYH�YHQWLODWLRQ�PD\�EH�XVHG�LQ�VHOHFWHG�SDWLHQWV�ZLWK�&29,'����DQG�PLOG�DFXWH�UHVSLUDWRU\�
distress syndrome, according to WHO clinical guidelines.

7KH�2[(5$�GHYLFH�LV�LQWHQGHG�IRU�XVH�DV�D�VWHS�XS�VWUDWHJ\�RQ�DGXOW�K\SR[HPLF�SDWLHQWV�LQ�KRVSLWDO�
settings who require additional respiratory therapy in the form of Positive Expiratory End-Pressure 
(PEEP). The device is an oxygen accumulator with an adjustable PEEP valve (5-15 cmH2O) that 
allows exhalation while delivering high levels of oxygen at ambient pressure. If the oxygen supply is 
LQVXIàFLHQW��DV�H[SHFWHG�LQ�FHUWDLQ�UXUDO�DUHDV�ZLWK�LQDGHTXDWH�LQIUDVWUXFWXUH��DQ�DQWL�DVSK\[LDWLRQ�YDOYH�
can be used to draw in supplementary ambient air.

7KLV�GHYLFH�PD\�EH�PRUH�EHQHàFLDO�LQ�ORZ�UHVRXUFH�HQYLURQPHQWV��VXFK�DV�GLVWULFW�OHYHO�KRVSLWDOV�RU�
during transportation, where non-rebreather face masks would be the only viable option. However, 
FRQWLQXRXV�PRQLWRULQJ�RI�WKH�SDWLHQWÏV�UHVSLUDWRU\�VWDWXV�PXVW�EH�HQVXUHG�IRU�SDWLHQWV�XQGHUJRLQJ�
clinical deterioration, as well as prompt referrals to higher-level facilities.

:+2�VSHFL¼FDWLRQ�FRPSDULVRQ
This device is reported to be a “High Oxygen Peep device”. Consequently, at the time of report 
FUHDWLRQ��:+2�WHFKQLFDO�VSHFLàFDWLRQV�DUH�QRW�DYDLODEOH�WR�FRPSDUH�WKLV�W\SH�RI�WHFKQRORJ\��
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5HJXODWRU\�DVVHVVPHQW
Pre-Market - A Human Factors/Usability report was provided.  
The manufacturer stated that the product was incompliance 
with EN ISO 15223-1:2016, Iso 18562-1:2017, ISO 20789:2018, 
and ISO 17510:2015 but performance and/or safety data was 
not provided to enable a Pre-market Assessment. Adequate 
documentation was not provided to perform a medical device 
5HJXODWRU\�RU�4XDOLW\�6\VWHP�UHYLHZ�RQ�WKLV�SURGXFW��'HVLJQ�
YHULàFDWLRQ�DQG�YDOLGDWLRQ�UHSRUWV�ZHUH�QRW�VXEPLWWHG�IRU�SUH�
market assessment, see list below for applicable standards. They 
GR�KDYH�D�FXUUHQW�/LFHQFH�WR�0DQXIDFWXUH�0HGLFDO�'HYLFHV�IURP�
WKH�6RXWK�$IULFDQ�+HDOWK�3URGXFWV�5HJXODWRU\�$XWKRULW\�

Post-maket - No documents or data provided.

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

Missing safety and performance data:

• ISO 5356-1 Third edition 2004-05-15 Anaesthetic and respiratory equipment - Conical connectors: Part 1: 
Cones and sockets

• ,62���������)LUVW�HGLWLRQ������������/XQJ�YHQWLODWRUV���3DUW����3DUWLFXODU�UHTXLUHPHQWV�IRU�RSHUDWRU�
powered resuscitators

• ISO 18562-1 First edition 2017-03 Biocompatibility evaluation of breathing gas pathways in healthcare 
applications - Part 1: Evaluation and testing within a risk management process

• ISO 18562-2 First edition 2017-03 Biocompatibility evaluation of breathing gas pathways in healthcare 
applications - Part 2: Tests for emissions of particulate matter

• ISO 18562-3 First edition 2017-03 Biocompatibility evaluation of breathing gas pathways in healthcare 
applications - Part 3: Tests for emissions of volatile organic compounds

• ISO 18562-4 First edition 2017-03 Biocompatibility evaluation of breathing gas pathways in healthcare 
applications - Part 4: Tests for leachables in condensate

• ISO 10993-1:2018 Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk 
management process - needed for the mask material

7HFKQRORJ\�HYLGHQFH�DVVHVVPHQW�
The device is an all-in-one, single-use, high oxygen peep prototype 
device. It consists of an oxygen accumulator bag, anaesthetic mask, 
adjustable mechanical peep valve, anti-asphyxiation valve, and 
oxygen supply via the hose. It is intended for use by trained health 
professionals in hospitals or clinical settings, in general, to provide 
a supportive oxygen supply for respiratory diseases. According 
to the manufacturer, phase one safety study data showed no CO

2
 

retention and good tolerance to the mask in healthy volunteers. 
5HIHUULQJ�GRFXPHQWV�DUH�DYDLODEOH�EXW�KDYH�QRW�EHHQ�VXEPLWWHG�
and peer-reviewed yet. Phase 2 and 3 trials are in the planning 
stage. According to the manufacturer, local production is possible 
but not currently planned. The entire device is a single-use product. 
Information on environmental compatibility, recycling, and disposal 
is not provided. Considering that the device is intended for single 
use only, the intended price does not support affordability in low-
resource settings. In conclusion, a recommendation could only be 
made with caution, especially given the lack of clinical evidence, 
pending regulation, questionable affordability, and missing data on 
environmental compatibility.

Domains
Evidence 

assessment
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

H
igh oxygen peep device

• A A • A A 
A A 

-e A A 
.J,-~ A A 
•• A A ••• ••• 
f) A A \., "O' - -, .. -,, 
t~ 0 0 



35

WHO compendium of innovative health technologies for low-resource settings - 2022 PROTOTYPE PRODUCT/ 
NEWLY COMMERCIALIZED

+HDOWK�WHFKQRORJ\�DQG�HQJLQHHULQJ�PDQDJHPHQW

This commercially available product is an Oxygen 
(IàFLHQW�5HVSLUDWRU\�$LG��2[(5$���ZKLFK�LV�
designed to assist patients by providing a high 
percentage of oxygen while maintaining a slight 
pressure to prevent the lungs from collapsing 
during expiration. The product contains an 
anesthetic-like mask, oximetry set with a hose, 
àOWHU��UHEUHDWKLQJ�EDJ��DQWL�DVSK\[LDWLRQ�YDOYH��
and mechanically hand adjusted PEEP valve. The 
IDFH�PDVN�KDV�DQ�LQáDWDEOH�HGJH�WKDW�DOORZV�LW�
WR�EH�àWWHG�WR�WKH�SDWLHQWÏV�IDFH�VKDSH�DQG�VL]H�
by adding/removing air from the edge with a 
syringe. The product cost is about US$165, which 
positions it above alternative used products. The 
SURGXFW�EHQHàW�LV�WKDW�LW�RIIHUV�PRUH�HIàFLHQW�XVH�
of oxygen sources; an important feature in setting 
where Oxygen supply is an issue. The product 
design is durable and easy to use.

,QWHOOHFWXDO�SURSHUW\�DQG�ORFDO�SURGXFWLRQ
Intellectual property – The device has registered trademarks. Clearance 
is required to use this technology. Proceed with due diligence. 

Local production – Technical complexity for local production is low to 
PRGHUDWH��0DUNHW�áXFWXDWLRQV�FDQ�LPSDFW�SURGXFWLRQ�IHDVLELOLW\�

:+2�UHODWHG�JXLGDQFH�PDWHULDO
• /LYLQJ�JXLGDQFH�IRU�FOLQLFDO�PDQDJHPHQW�RI�&29,'������KWWSV���ZZZ�ZKR�LQW�SXEOLFDWLRQV�L�LWHP�:+2�
�����Q&R9�FOLQLFDO�������

• &RURQDYLUXV�GLVHDVH��&29,'�����WHFKQLFDO�JXLGDQFH��3DWLHQW�PDQDJHPHQW���KWWSV���ZZZ�ZKR�LQW�
emergencies/diseases/novel-coronavirus-2019/technical-guidance/patient-management

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

• :+2�&RURQDYLUXV��&29,'�����'DVKERDUG���KWWSV���FRYLG���ZKR�LQW�
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