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Ventilator, resuscitator bag based 
Country of origin | Norway

Primary function | Treatment

Category | Medical devices

Commercial information
List price (USD): 60001

Price of consumables per use (USD): 501

Development Stage: The product development is completed, the 
WHFKQLFDO�àOH�KDV�EHHQ�DVVHVVHG�IRU�FRQIRUPLW\�ZLWK�0''��$�FOLQLFDO�
investigation trial is in planning phase to create pivotal data necessary to support the product claims.2

Brand:�/DHUGDO�0HGLFDO1

Model: /DHUGDO�6HUYL�9HQWLODWRU1

Health problem addressed
In emergency situations where normal ventilators are unavailable, manual ventilation is the only 
alternative. Manual ventilation is not a good alternative because each patient occupies both hands of a 
health worker. Furthermore, ventilations are delivered inconsistently and inaccurately. Such emergency 
situations happen when there is a surge in patients needing ventilation or when existing ventilators are 
unavailable due to damaged infrastructure or lack of infrastructure, supplies or spare parts.2

Product description
The device is intended for ventilatory and respiratory assistance for monitored and intubated adult 
patients with normal healthy lungs, or with mild to moderate respiratory failure, requiring ventilation 
volumes of 200 – 800 ml when it can be used on patients under direct observation by healthcare 
professionals. It provides capacity in cases where more advanced critical care ventilators are 
unavailable. The technology functions with a processor-controlled stepper motor that compresses 
D�VHOI�LQáDWDEOH�VLOLFRQH�EDJ��7KH�FRQWUROOHG�DQG�GLVSOD\�SDUDPHWHUV�DUH�WLGDO�YROXPH��UDWH��DQG�,�(��
Supplemental oxygen is possible through a bottle or an oxygen concentrator in order to achieve FiO2 
0.21-1.0. The device has an adjustable PEEP on expiration diverter as well as a battery backup.2

Product details
Accessories:�/DHUGDO�6LOLFRQH�5HVXVFLWDWRU�DGXOW�EDJ�ZLWK�LQOHW�YDOYH��R[\JHQ�UHVHUYRLU�EDJ��R[\JHQ�WXEH��
/DHUGDO�6LOLFRQH�5HVXVFLWDWRU�SDWLHQW�YDOYH��H[KDODWLRQ�SRUW��PDQRPHWHU�FRQQHFWRU��SUHVVXUH�VHQVRU�WXEH3

Consumables: +0(�àOWHU��DGMXVWDEOH�3((3�YDOYH��SDWLHQW�WXEH��SDWLHQW�WXEH�FRQQHFWRU1

Lifetime: 5-10 years1

Energy Requirements: Continuous power supply (AC powered, 220V, 270W).1 Device is also equipped 
with a backup battery. Maximum time to charge a fully depleted battery is 8h. Battery life in use is 
typically 5h for normal patient lungs and approximately 1h for very demanding patient lungs. Minimum 
battery life is 30 min.2

Facility requirements: 6SHFLàF�WHPSHUDWXUH�DQG�RU�KXPLGLW\�UDQJH1

Contact:  Helge Myklebust | Email:  helge.myklebust@laerdal.com | Telephone:  +4791874669 | Website:  https://bit.ly/36z3Adp
1  Reported by manufacturer on 02 December 2020
2  Reported by manufacturer on 05 February 2021
3  Reported by manufacturer on 04 January 2021

WHO ASSESSMENT

:+2�VSHFL¼FDWLRQ�FRPSDULVRQ
This Device cannot be considered in the criteria of ventilators used for Intensive Care as described in the WHO 
VSHFLàFDWLRQV�WKH�LQWHQGHG�XVH�RI�ZKLFK�LV�ÑWR�SURYLGH�VKRUW�WHUP��XS�WR����KRXUV��YHQWLODWRU\�DQG�UHVSLUDWRU\�
assistance to monitored patients who are under constant observation by healthcare professionals”. 
Compliant:  Possibility for using external low-pressure oxygen (approx. 20 psi), as source.  An oxygen 
concentrator can be connected in order to provide supplemental oxygen. The only ventilation mode available is 
volume control.5.5 hours of operational time of the ventilator.  
Non-compliant: There are many non-applicable aspects because of the nature of the device, this ventilator 
is not intended to be connected to a Medical Oxygen and air high-pressure input port therefore some 
characteristics are not needed. The product has not been tested for compatibility with active humidifying 
systems and does not have pressure control ventilation, noninvasive ventilation or pressure support ventilation.  
)L2��LQSXW�LV�LQGLUHFWO\�VHW�E\�WKH�XVHU�EDVHG�RQ�XVHU�VHWWLQJ�RI�LQSXW�2��áRZ�LQ�UHODWLRQ�WR�RXWSXW�PLQXWH�
volume of gas.   The “Assisted Ventilation Mode” is not intended for patients in need of FiO2 > 0.21. Inspiratory 
pause cannot be set. Plateau pressure can be estimated manually – see pg 15 of User Guide. Only single limb 
proprietary circuit can be connected.  
7KHUH�DUH�VRPH�DVSHFWV�WKDW�FRXOGQ­W�EH�YHUL´HG�VXFK�DV��Display parameters (Minute volume and status 
indicators for battery status, patient data, alarm settings,) 

mailto:helge.myklebust@laerdal.com
https://bit.ly/36z3Adp
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Regulatory assessment
6LJQLàFDQW�ZRUN�LV�QHHGHG�RQ�GHYHORSLQJ�UREXVW�SUH�PDUNHW�

regulatory, post-market regulatory, and quality system plans 

to ensure this prototype will be able to be successfully 

EURXJKW�WR�PDUNHW��/DHUGDO�VKRXOG�GHYHORS�WKHLU�PHGLFDO�

device support documentation and data. 

Technology evidence assessment 

Pre

Post

Pre-market 
assessment

Proceed  
with caution

Post-market 
assessment

Proceed  
with caution

Quality system 
assessment

Proceed  
with caution

Domains
Evidence 

assessment
Innova-

tion
6MWO�FIRI½X�

ratio
Impact

Medical

The principle of this tool is very simple and easy to train. 

7KH�HTXLSPHQW�FDQ�DOVR�EH�XVHG�DQG�PDLQWDLQHG�LQ�/0,&�LI�

the cost per device will be lower. There are missing studies 

on clinical evidence regarding safety and nosocomial 

LQIHFWLRQV�DV�WKLV�LV�VWDWHG�DV�D�EHQHàW�IRU�WKLV�WHFKQRORJ\��

The medical use is limited (volume-based ventilation).

Safety

Economy

Organiza-
tional

Legal

Social
Summary

Ethical Transferability
Technology  

readiness level 6

Green  
environ-
ment

Evidence 
(according to 

GRADE)

Technology 
evidence 

assessment

Recommended 
with caution

Health technology and engineering management
Domains Appropri-

ateness Domains Appropri-
ateness 

Target setting:  
Hospitals

Durability Ease of 
maintenance

This product is a mechanical 

ventilator for use in hospitals that is 

well supported by vendor sales and 

technical personnel.  In addition, the 

vendor further supports the product 

with on-line video training. It is well 

constructed, easy to clean and operate 

with some limitation for its deployment 

in extreme environmental conditions.  

The product is suitable for use in 

intensive care units in low resource 

countries.

Ease of Use Infrastructure 
requirements

Positive 
impact on 
clinical 
outcomes

Local access to 
sales support

$IIRUGDELOLW\¢
Local access 
to technical 
support

Engineering 
resources 
minimization

Local access to 
training

Cultural 
and social 
acceptability

Local access to 
spare parts

Environmen-
tal conditions

Local 
production

Aesthetics
Locations of 
use within 
target setting

Ease of 
cleaning
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