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Application for the use of a non UKCA-marked device on humanitarian grounds
Part 1 
The manufacturer must complete this section
	Name and address of supplier:

Email: 


Telephone:

	Name and address of manufacturer:

Email: 


Telephone:

	Generic name of device:

Model:                        Size:                            Serial number:                           LOT number:                

Device description and intended use: (please attach IFU)  


	Number of identical/similar devices currently in use:


	Number of previous exceptional use applications in UK or other regions: (please provide reference numbers)


	Details of any clinical investigations currently using device and names of responsible or controlling authorities:



	Details of aspects of device that differentiate it from other devices already on the market:


	Reason why this device does not have a CE/UKCA certificate:



	Details of regulatory approval outside the UK: (Please provide documentation)



	Intention to gain UKCA or CE certification for this device
 (please provide details and/or evidence from notified body/approved body if in progress)


	Details of any safety or performance issues to date for this device (please provide evidence which may include PMS PSUR FSN CER) 


	Reason for requesting the use of a non-CE /UKCA marked device: (please include the intended use for this application)


	Risk benefit analysis for using this device: (please include a risk analysis, identification of hazards, estimation of risks and how such risks have been addressed, together with information to support a positive risk benefit analysis



	Further supporting information:


	Signed:
Date:
Name (printed):



Application for the use of a non UKCA-marked device on humanitarian grounds
Part 2
The consultant must complete this section
	Name and address of consultant:
 FILLIN   \* MERGEFORMAT 
Email: 
Telephone:
Professional registration number (e.g. GMC/GDC)
Qualifications:

	Name of manufacturer:



	Device to be used (please include model, and size details where applicable):



	Device description:



	Details of healthcare institution where the device will be used:



	Planned date of device use:

	Name of patient: 
Date of birth:



	Details of patient's medical condition:



	Relevant past medical history:



	Reason for device's necessity:


	Intended use of device in this patient:



	Has the intended use been previously validated: (where applicable please provide evidence if previous use by applying consultant/hospital or literature)


	Details of alternative CE/UKCA marked devices that have been considered for this patient and why they are not suitable:



	Potential benefits to patient using this device:


	Potential risks to patient in using this device:



	Consequence to patient's condition if device is not used:



	Follow up this patient will receive after use of the device:



	Patient has given informed consent for the use of a non-CE/UKCA marked device and the potential unknown risks: Yes q No q

(Please provide details)

	Hospital ethical approval for use of this device: Yes q No q

(Please provide details)

	Further supporting information:



	Declaration:  It is my opinion that the patient's condition will deteriorate without the use of the device named above and that there is no other device available on the market that will fulfil the function required. The patient has been informed of, and has explicitly consented to his/her name, date of birth and medical details being provided to the MHRA in this application for the purpose of allowing the MHRA to assess the application under (choose 1 option):

(
12(5) of the Medical Devices Regulations 2002, Part II – General Medical Devices
( 
26(3) of the Medical Devices Regulations 2002, Part III – Active Implantable Medical Devices

( 
39(2) of the Medical Devices Regulations 2002, Part IV – In Vitro Diagnostic Devices

Signed:
Date:
Name (printed):
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