
 

 

ADVICE NOTICE:  Update on new ventilators, 

testing, allocation, delivery, commissioning, instructions 
for   use, training, breakdown, repair, return to  

manufacturer and reporting   

 

 

 

New ventilators 
There are a large number of new ventilators being introduced to the NHS over the 
next few weeks, of many different models. Most are existing CE marked models and 
some are brand new models. Some of the new models are modifications of existing 
ones by known manufacturers, whilst some are completely novel designs by non-
healthcare manufacturers. 
 
Testing 1. 
MHRA will perform testing on all new non-CE marked ventilators as they become 
available. This initial testing will be performed at the Medical Devices Testing and 
Evaluation Centre, MD-TEC, by Dr. Tom Clutton Brock and his team within the 
Institute of Translational Medicine (ITM) in Birmingham.  
 
The first manufactured ventilator of each type will be delivered by the manufacturer 
to MD-TEC with manufacturers’ instructions for use. Testing will be performed on 
safety, performance and usability of the ventilator. A user guide will be prepared for 
each ventilator during this testing phase, with photographs, to aid first time users of 
the new ventilator, if and when released for use. The plan is that these will be 
laminated and attached to the ventilator. 
 
The ventilators at MD-TEC will be retained for continued long term performance 
testing. If breakdown or defects occur, please see the reporting section later in this 
document. 
 
Testing 2. 
If initial testing of safety, performance and usability at MD-TEC is satisfactory, and 
other regulatory requirements are met, the manufacturer will deliver a small number 
of ventilators to hospitals selected by MHRA to perform a clinical service evaluation. 
It is expected that each manufacturer will provide on-site support to the clinical 
engineering team to set up and explain the operation of these devices. The 
documentation can be stored on the IPEM clinical engineering communities of 
interest service 
Based on testing 1 and 2, MHRA will decide whether further ventilators of a 
particular type can be released.  
 
National distribution centre for new ventilators 

 



Once ventilators are approved for use by MHRA, manufacturers will deliver boxed 
and wrapped ventilators, including the manufacturer’s instructions for use within the 
box, to Ministry of Defence Logistics Centre, Donnington, near Telford in Shropshire.  
 
Each ventilator will require a monitor, syringe driver and appropriate consumables. A 
decision is yet to be made where and when these are paired to ensure that the 
consumables are appropriate to a specific ventilator. One suggestion is that they are 
added to the ventilator package by MOD or NHS staff at MOD Donnington. If 
however, the additional items are to be delivered separately, extra care must be 
taken to ensure the appropriateness of the additional items for the ventilator in 
question. 
 
Ventilator allocation 
Ventilator allocation will be done centrally for the whole of the UK. The allocation will 
be decided by a panel including an IPEM nominated clinical engineer.  
 
Delivery 
It is anticipated that ventilators will be delivered by MOD transport to hospitals for the 
attention of ‘Clinical Engineering’ according to local practice. 
 
Commissioning and training 
Clinical Engineering departments will perform the required acceptance testing on 
new ventilators and put them into service, if testing is satisfactory, and provide 
necessary training to users. Copies of the manufacturer’s IFU and the laminated 
user guide will be supplied to each user, and if possible copied to the IPEM 
communities of interest software. The laminated user guide should have a 24 hour 
hot line to contact the manufacturer. 
 
Defect, repair and return to manufacturer 
If a new ventilator develops a defect, Clinical Engineering departments will assess 
the situation after decontamination. If a repair can be facilitated, this should be done 
and documented against the asset. If the defect cannot be repaired, it should be 
returned to the manufacturer and similarly documented. 
 
Reporting 
Any repair facilitated or any ventilator taken out of service must be reported as soon 
as practicable to: 
 
MHRA using the yellow card website selecting ‘Covid 19’ or by using the MHRA    
phone number on the yellow sticker on the front of the ventilator. The telephone 
number is 0800 731 6789 
and reporting to a relevant IPEM Communities of Interest (Cross-speciality Covid-19) 
is also advised in order to ensure that any issues are known to the clinical 
engineering communities. 
 

Acknowledgements:   In collaboration with MHRA 

 
Date First published: 6th April 2020  

 

Next Review Date:      August 2020  

 



Drafted by: Professor Stephen O’Connor, CEng IPEM President and Professor Mark 
Tooley, FREng IPEM Immediate Past President  
 

 

This document has been prepared and published on behalf of the Institute of Physics and 

Engineering in Medicine (IPEM).  Whilst every attempt has been made to provide accurate 

and useful information therein, neither the members of IPEM nor others contributing to the 

document, its content, and its publication give any undertaking as to its accuracy, 

comprehensiveness and usefulness.  Furthermore, the same parties do not accept any 

liability in respect of anyone who relies on that content. 

 


