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Face mask 
Country of origin | United Kingdom of Great Britain and  
  Northern Ireland

Primary function | Prevention

Category | Medical device

Commercial information
List price (USD): 2.5

Year of commercialization: 2021

Number of units distributed: Unknown

Currently marketed in: United Kingdom

Brand:�7ULSOH���*URXS�/7'�8.

Model: Transparent Face Mask

Product description
$�FHUWLàHG�PHGLFDO�WUDQVSDUHQW�IDFH�PDVN�IRU�DGXOWV�DQG�FKLOGUHQ�FRQIRUPLQJ�WR�WKH�VWDQGDUG�
(1������PHGLFDO�GHYLFH��$SSURYHG�E\�WKH�0HGLFDO�+HDOWK�5HJXODWRU\�$JHQF\�>0+5$@�

Product details
Facility requirements: Healthcare waste disposal facilities (disposal of face mask), disposal guidance 
provided by the manufacturer

Contact: Bibi Kausar | Email: kausar@triple1group.co.uk | Phone: +44 79 8400 0000 | Web: https://triple1group.co.uk/ 

NOTE: Information reported by manufacturer before 17 December 2021

WHO ASSESSMENT

Clinical assessment
,Q�FRPPXQLW\�VHWWLQJV�ZKHUH�6$56�&R9���WUDQVPLVVLRQ�LV�NQRZQ�RU�VXVSHFWHG��:+2�DGYLVHV�WKDW�WKH�
general population use a non-medical mask indoors or outdoors if physical distancing of at least one 
meter cannot be maintained. Unless appropriate ventilation is ensured, WHO also advises that the 
general public wear a non-medical mask indoors, regardless of whether physical distancing can be 
maintained.

In healthcare settings, WHO recommends that healthcare practitioners that provide care to suspected 
RU�FRQàUPHG�&29,'����SDWLHQWV�ZHDU�D�PHGLFDO�PDVN�LQ�WKH�DEVHQFH�RI�DHURVRO�JHQHUDWLQJ�SURFHGXUHV�
(AGPs). In contrast, respirators (N95 or FFP2 or FFP3 standards) are recommended where AGPs are 
performed if they are widely available. 

7KLV�WUDQVSDUHQW�IDFH�PDVN�FRXOG�EH�XWLOL]HG�EHVW�DV�D�QRQ�PHGLFDO�PDVN�LQ�FRPPXQLW\�VHWWLQJV��ZKHUH�
it may represent a single-use option for facilitating communication between mask wearers and patients 
with disabilities or special needs. Its use in resource-limited environments would be contingent upon 
non-clinical factors, including costs and ease of distribution.

:+2�VSHFL¼FDWLRQ�FRPSDULVRQ
This device is a “Face mask” that can be used by nurses, physicians, and other health staff. The most 
VLPLODU�:+2�WHFKQLFDO�VSHFLàFDWLRQV�WKDW�FRXOG�EH�XVHG�IRU�DQ\�FRPSOLDQFH�HYDOXDWLRQ�FRXOG�EH�WKH�
“Medical mask” and/or the “Surgical Face mask”. 

7KLV�GHYLFH�FRPSOLHV�ZLWK�WKH�Ñ0HGLFDO�0DVNÒ��áXLG�UHVLVWDQW��DQG�WKH�Ñ6XUJLFDO�)DFH�0DVNÒ�:+2�
WHFKQLFDO�VSHFLàFDWLRQV��,W�LV�UHVWULFWHG�IRU�FRPPXQLW\�DQG�HPHUJHQF\�XVH��7KH�SURGXFW�LV�QRW�D�
respirator and should not be worn for extended use.

Compliance:�0HGLFDO�PDVN��JRRG�EUHDWKDELOLW\��LQWHUQDO�DQG�H[WHUQDO�IDFHV�FOHDUO\�LGHQWLàHG��%DFWHULDO�
)LOWUDWLRQ�(IàFLHQF\��%()��KLJKHU�WKDQ������áXLG�UHVLVWDQFH��DQG�(1�������7\SH�,,5�FRPSOLDQW��WHVW�
report provided). 

Non-compliance:�7R�(1�����RU�1,26+����&)5�3DUW����
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5HJXODWRU\�DVVHVVPHQW
Pre-maket - The validation report is not comprehensive for 
the medical-grade mask.; conforms to the standard EN14683 
PHGLFDO�GHYLFH�DQG�LV�DSSURYHG�E\�0+5$�

:+2�VSHFLàFDWLRQ��FRPSOLDQFH��%DFWHULDO�)LOWUDWLRQ�(IàFLHQF\�
(BFE):

Fluid resistant masks (surgical masks):

• (1�������7\SH�,,5

• $670�)�����/HYHO������RU��

• <<�������ZLWK�DW�OHDVW�����EDFWHULDO�GURSOHW�àOWUDWLRQ

1RQ�áXLG�UHVLVWDQW�PDVN�

• EN 14683 Type II

• <<�7�������ZLWK�DW�OHDVW�����EDFWHULDO�GURSOHW�àOWUDWLRQ�86)'$��������$670�)�����)����0���

6WDQGDUG�7HVW�0HWKRG�IRU�5HVLVWDQFH�RI�0HGLFDO�)DFH�0DVNV�WR�3HQHWUDWLRQ�E\�6\QWKHWLF�%ORRG��+RUL]RQWDO�
3URMHFWLRQ�RI�)L[HG�9ROXPH�DW�D�.QRZQ�9HORFLW\�

• ������$670�)��������6WDQGDUG�6SHFLàFDWLRQ�IRU�3HUIRUPDQFH�RI�0DWHULDOV�8VHG�LQ�0HGLFDO�)DFH�0DVNV

• ������$670�)��������6WDQGDUG�7HVW�0HWKRG�IRU�(YDOXDWLQJ�WKH�%DFWHULDO�)LOWUDWLRQ�(IàFLHQF\��%)(��RI�
Medical Face Mask Materials, Using a Biological Aerosol of Staphylococcus aureus

1RQ�FRPSOLDQFH��WR�(1�����RU�1,26+����&)5�3DUW����

Post-maket - documentation not provided

QMS - Is based on ISO 9001 Adequate documentation was not provided to perform a medical device 
5HJXODWRU\�RU�4XDOLW\�6\VWHP�UHYLHZ�

7HFKQRORJ\�HYLGHQFH�DVVHVVPHQW�

Domains
Evidence 

assessment

The device is commercially available. According to the information 
provided, it is intended for use in community and hospital settings. 
The test results indicate a protective potency in the community. 
There is a lack of evidence on clinical settings, particularly in high 
FRQWDJLRXV�DUHDV��VR�VXIàFLHQW�HIIHFWLYHQHVV�LQ�WKLV�DUHD�LV�XQFHUWDLQ��
From a social standpoint, it should be noted that the device appears 
to be useful for gathering information about facial expressions 
in social interactions as well as in the treatment of mental illness 
due to the mask design. Given that the mask is intended for single 
use only, the intended price per mask appears to be quite high for 
low-resource settings. As a result, affordability and environmental 
IULHQGOLQHVV�DUH�ERWK�TXHVWLRQHG��7R�VXPPDUL]H��WKH�GHYLFH�VKRXOG�
be included but only for community use. 

6MWO�FIRI½X�
ratio

Impact

Medical

Safety

Economy

Organizational

Legal N/A N/A

Social Summary

Ethical N/A N/A Innovation
Technology 

evidence 
assessment

Recommend with 
caution

Green  
environment

Technology  
readiness level 9

 

Pre

Post

Pre-market 
assessment

Proceed with 
caution

Post-market 
assessment

Not 
acceptable

Quality system 
assessment

Proceed with 
caution

Face m
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+HDOWK�WHFKQRORJ\�DQG�HQJLQHHULQJ�PDQDJHPHQW

7KH�WUDQVSDUHQW�PDVN�SURSHUWLHV�DUH�GLIàFXOW�
to evaluate due to the limited information 
available for this product. More data is needed 
WR�GHWHUPLQH�WKH�SURGXFWÏV�GLVSRVLWLRQ�DQG�
effectiveness in prevention. Although the 
submission claims to have a fog-resistance clear 
window to facilitate better communications, 
evidence for its effectiveness and durability was 
not provided. Currently, disposable masks are 
available on the market at a reasonable price.

,QWHOOHFWXDO�SURSHUW\�DQG�ORFDO�SURGXFWLRQ
Intellectual property – Protected by trade secret. Clearance to use this 
technology is required.

Local production – /RFDO�SURGXFWLRQ�ZLOO�UHGXFH�FRVWV��EXW�UHJLRQDO�
product demand has to be high enough to justify the business case.

:+2�UHODWHG�JXLGDQFH�PDWHULDO
• 0DVN�XVH�LQ�WKH�FRQWH[W�RI�&29,'������KWWSV���ZZZ�ZKR�LQW�SXEOLFDWLRQV�L�LWHP�DGYLFH�RQ�WKH�XVH�RI�

masks-in-the-community-during-home-care-and-in-healthcare-settings-in-the-context-of-the-novel-
coronavirus-(2019-ncov)-outbreak

• 5DWLRQDO�XVH�RI�SHUVRQDO�SURWHFWLYH�HTXLSPHQW�IRU�FRURQDYLUXV�GLVHDVH��&29,'�����DQG�FRQVLGHUDWLRQV�
during severe shortages: interim guidance, 23 December 2020 - https://www.who.int/publications/i/item/
rational-use-of-personal-protective-equipment-for-coronavirus-disease-(covid-19)-and-considerations-
during-severe-shortages

• ,QIHFWLRQ�SUHYHQWLRQ�DQG�FRQWURO�GXULQJ�KHDOWK�FDUH�ZKHQ�FRURQDYLUXV�GLVHDVH��B&29,'����B�LV�VXVSHFWHG�
RU�FRQàUPHG��LQWHULP�JXLGDQFH�����-XO\��������KWWSV���DSSV�ZKR�LQW�LULV�KDQGOH�������������

• WHO Standard precautions in health care - https://www.who.int/publications/m/item/standard-
precautions-in-health-care

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

Domains Appropri-
ateness Domains Appropri-

ateness 

Durability Ease of 
cleaning

N/A

Ease of Use
Ease of 
maintenance N/A

Positive impact 
on clinical 
outcomes

Infrastructure 
requirements

$IIRUGDELOLW\¢
Local access to 
sales support

Engineering 
resources 
minimization

Local access 
to technical 
support

N/A

Cultural 
and social 
acceptability

N/A Local access to 
training N/A

Environmental 
conditions

Local access to 
spare parts N/A

Aesthetics
Locations of 
use within 
target setting

Target settings:
5XUDO��8UEDQ��

Outdoors & Home

Technology 
transferability

Openly access 
intellectual 
property

Local production

Face m
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