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Multiport suction breathing tube 
Country of origin | United States of America

Primary function | Prevention

Category | Medical device

Commercial information
List price (USD): 18

Year of commercialization: 2019

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

Currently marketed in: Globally

Brand:�1H9DS�,QF

Model: Aspire Subglottic Suction Endotracheal Tube

Product description
7KH�1H9DS�$VSLUH�LV�WKH�RQO\�VXFWLRQ�EUHDWKLQJ�WXEH�ZLWK�D�WLVVXH�VSDFHU�DQG����VXFWLRQ�SRUWV��ZKLFK�
prevent tissue blockage and allow for effective, non-traumatic subglottic removal of pathogenic 
áXLGV�WKDW�FRQWULEXWH�WR�LQFUHDVHG�PHFKDQLFDO�YHQWLODWLRQ�WLPH��DQWLELRWLF�XVH��YHQWLODWRU�DVVRFLDWHG�
pneumonia, and mortality.

Product details
Facility requirements: Healthcare waste disposal facilities (medical waste), Gas supply (Oxygen and 
DQHVWKHWLF�JDV����6RXUFH�RI�9HQWLODWLRQ�DQG�VXFWLRQLQJ��'U\�DQG�FRRO�VWRUDJH

Contact: Benjamin Wang MD | Email: Benjaminrwang@gmail.com | Phone: +1 408 398 5159 | Web: www.nevap.co 

NOTE: Information reported by manufacturer before 17 December 2021

WHO ASSESSMENT

Clinical assessment
,Q�PDQ\�UHVRXUFH�OLPLWHG�VHWWLQJV��ORZHU�UHVSLUDWRU\�WUDFW�LQIHFWLRQV��DORQJ�ZLWK�&29,'����DQG�
respiratory diseases, are a major source of morbidity and mortality, ranking among the top 10 causes of 
GHDWK�LQ�ORZ��DQG�ORZHU�PLGGOH�LQFRPH�FRXQWULHV��7KH�&29,'����SDQGHPLF�KDV�KHLJKWHQHG�WKH�JOREDO�
demand for high-quality, safe, and affordable medical equipment to treat patients with respiratory 
IDLOXUH��SDUWLFXODUO\�WKRVH�ZKR�UHTXLUH�PHFKDQLFDO�YHQWLODWLRQ��7KH�1H9DS�,QF�PXOWL�SRUW�VXEJORWWLF�
suction endotracheal tube may offer a suitable solution for enhanced secretion removal in mechanically 
ventilated patients with respiratory failure, provided that the healthcare workforce receives appropriate, 
UHOHYDQW�WUDLQLQJ�LQ�LWV�FOLQLFDO�XVH��7KH�GHYLFHÏV�XVH�PD\�UHVXOW�LQ�D�ORZHU�ULVN�RI�YHQWLODWRU�DVVRFLDWHG�
pneumonia and a shorter period of stay in the intensive care unit.

:+2�VSHFL¼FDWLRQ�FRPSDULVRQ
The “Aspire multiport suction breathing tube” has been compared with the “Endotracheal tube, with 
FXIIÒ�:+2�WHFKQLFDO�VSHFLàFDWLRQV�FXUUHQWO\�DYDLODEOH�LQ�:+2�SXEOLFDWLRQV��7KLV�GHYLFH�FRPSOLHV�ZLWK�
WKH�:+2�WHFKQLFDO�VSHFLàFDWLRQV�PHQWLRQHG�

compliance: An endotracheal tube designed to maintain an unobstructed upper airway in order to 
transport gases and vapors to and from the lungs during anaesthesia, resuscitation, and other situations 
in which the patient is not properly ventilated. The Endotracheal Tube is designed with anatomical 
0DJLOO�&XUYH��0XUSK\�(\H��DQG�UDGLRSDTXH�PDUNLQJV��,W�LQFOXGHV�D�3LORW�%DOORRQ�DQG�LQáDWLRQ�WXEH��D�&XII�
%DOORRQ��D�VWDQGDUG���PP�FRQQHFWRU��DQG�D�SUHORDGHG�ÑVW\OHW�Ò�7KH�FXII�LV�LQáDWHG�ZLWK�D�VPDOO�ERUH�
LQáDWLRQ�WXEH�WKDW�LV�LQFOXGHG��7KH�PDWHULDO�LV�39&��7KHUH�DUH�YDULRXV�VL]HV�DQG�OHQJWKV�DYDLODEOH��7KH�
Endotracheal Tube is individually packaged and sterile.

Non-compliance: None
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5HJXODWRU\�DVVHVVPHQW
The product has obtained CE marking. The USA FDA 510(k) 
clearance is only for the tracheal tube and removal of secretions 
claim and not the pneumonia prevention claimed in the labeling 
provided. PMS report has no date and data collected was 
only in 2018; the report itself is not robust. The post-market 
documentation should be provided to complete the assessment 
of this device.

They need to explain their relationship with Omnimate; CE Mark 
for Production QA & MDD expired April 2021 & ISO 13485:2003 

expired Nov 2017; should have ISO 13485:2016. 

7DLZDQ�*03�FHUWLàFDWH�H[SLUHG�-XO\������

$QLPDO�VWXG\�SURYLGHG�IRU�&29,'����FODLPV��WKH�UHSRUW�DFNQRZOHGJHG�WKDW�WKH�VXFWLRQ�DW�WKH�HQG�RI�WKH�
study was measuring higher than the original suction settings. This could be a patient safety issue and this 
ZDV�QRW�GLVFXVVHG�RU�MXVWLàHG�LQ�WKH�UHSRUW�RU�ZLWK�DQ\�FRUUHVSRQGLQJ�ULVN�DQDO\VLV�

The 510(k) summary mentions several performance data reports but none were provided in this submission: 

ISO 5361:2016, ISO 5356_1:2015, ISO 10993:2018, IEC 62366_1:2015,ISO 14971:2019, Suction Patency Test, 
)OXLG�5HFRYHU\�5DWHV�GHWHUPLQDWLRQ��6XFWLRQB7�3XOO�7HVW��6KHDU�DQG�7HQVLOH�)RUFH��DQG�,VRODWHG�6XFWLRQB7�
Material Pull Test.

7HFKQRORJ\�HYLGHQFH�DVVHVVPHQW�

Domains
Evidence 

assessment
6MWO�FIRI½X�

ratio
Impact

Medical
This innovative device is used to remove accumulated subglottic 
secretion and pathogens. According to the documents submitted, 
LWV�HIàFDF\�ZDV�GHPRQVWUDWHG�LQ�UDQGRPL]HG�FRQWURO�WULDOV�DV�
well as its effectiveness in up to 30,000 cases in three different 
countries and in low and middle-resource settings. Its use is simple, 
and because the device is integrated into the tube, no additional 
training on the process of endotracheal intubation is required. The 
device is only intended for single use. Even though the device has 
WKH�SRWHQWLDO�WR�UHGXFH�KHDOWKFDUH�FRVWV��WKH�SULFH�SHU�XQLW�LQ�/0,&�
settings appears to be too high. This is an IP-protected product. 
There are no plans to produce on-site. However, given the medical 
EHQHàWV��D�UHFRPPHQGDWLRQ�FDQ�EH�PDGH�
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+HDOWK�WHFKQRORJ\�DQG�HQJLQHHULQJ�PDQDJHPHQW

Airway support tube for mechanically ventilated 
patients that incorporates delivery of breathing 
JDV��WUDFKHD�VXFWLRQLQJ��DQG�YLVXDOL]DWLRQ�LQ�DQ�
innovative way. It is reasonably priced. Clinical 
use training is correctly required due to the tissue 
sensitivity to the placement of the tube edge 
DQG�SUHVVXUL]LQJ�EDOORRQ�LQVLGH�WKH�DLUZD\��7KLV�
disposable product does not require the use of 
engineering resources or product maintenance.

,QWHOOHFWXDO�SURSHUW\�DQG�ORFDO�SURGXFWLRQ
Intellectual property – It is patent-protected. To use this technology, 
DXWKRUL]DWLRQ�IURP�WKH�SDWHQW�RZQHU�RU�WKH�DVVLJQHH�LV�UHTXLUHG�

Local production – )RU�/0,&V��WKH�FXUUHQW�SURGXFW�SULFH�LV�KLJK�
and market demand is low. Currently, dedicated local production for 
RQO\�WKLV�SURGXFW�LV�QRW�IHDVLEOH��$V�GHPDQG�JURZV��DQ�H[LVWLQJ�/0,&�
manufacturer of the same product line can explore licensing options.

:+2�UHODWHG�JXLGDQFH�PDWHULDO
• 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�

• &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�������

• 7KHUDSHXWLFV�DQG�&29,'�����OLYLQJ�JXLGHOLQH���KWWSV���DSSV�ZKR�LQW�LULV�KDQGOH�������������

• :+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/

• Guidelines for essential trauma care - https://www.who.int/publications/i/item/guidelines-for-essential-
trauma-care

• 6HYHUH�$FXWH�5HVSLUDWRU\�,QIHFWLRQV�7UHDWPHQW�&HQWUH���KWWSV���ZZZ�ZKR�LQW�SXEOLFDWLRQV�L�LWHP�������
331603

• Nosocomial pneumonia: risk factors, rates and trends - https://apps.who.int/iris/handle/10665/117465

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:
Secondary & 
Tertiary level

Technology 
transferability

Openly access 
intellectual 
property

Local production
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