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London Region I MHRA Regulatory Sandbox:  Manufacturer Expression of Interest (EOI) Form
Part A: Eligibility
London Region I will invite both London region NHS Providers and device manufacturers to participate. Up to 10 manufacturers will be accepted to participate in London Region I. All NHS Providers meeting eligibility requirements may be accepted to participate. As such, EoIs may be submitted by any of the following:
· A device manufacturer meeting the conditions described below (device manufacturers)
· A trust, provider group, Primary Care Network, or Secure Data Environment meeting the conditions described on the applicable form (providers)
· An entity that wishes to participate as both a manufacturer and a provider meeting the conditions described on the applicable forms;
· Or manufacturer(s) and provider(s) who wish to express interest together based on the provider’s intention to deploy the manufacturer’s device, contingent on the manufacturer’s device receiving exceptional use authorisation, as part of the programme and who meet respective conditions described.
Device manufacturers must meet the following conditions to be considered for invitation to apply to London Region I.
· [bookmark: _heading=h.gjdgxs]The manufacturer must have a product that is a medical device as defined by the UK Medical Devices Regulations 2002 [link] which utilises Artificial Intelligence (AI). The medical device must not be presently marketed for use in the UK for the intended purpose proposed for the programme.
· The manufacturer must be a legal entity with the rights to market their medical device in the UK.
· The manufacturer must not be headquartered or operating out of jurisdictions that are the subject of UK Government sanctions. See [here] for sanctions list.
· The manufacturer must commit to working with the London Region I team and partners to assess the programme.

This EoI form is intended for Manufacturers of AI-enabled devices. If you are a provider, please do not fill out this form. Providers should fill out the Provider EoI form. 
London Region I is looking for devices that can meet the needs of London healthcare providers, to drive transformation in line with the 10 Year Health Plan for England, including but not limited to:
· Driving the shift to preventative care, with a focus on preventing heart disease and tackling inequalities in heart health care, or other technologies that enable healthier lifestyles
· Embedding the new neighbourhood health service with increased capacity and capability to deliver high quality care in local communities
· Maximising the utility of the NHS App to increase digital access to and engagement with more health services 
These suggested priority areas are subject to change and will be updated as appropriate throughout the programme. Priority areas are not intended as restrictions to apply; we invite, in particular, any AI-enabled device manufacturers and providers who wish to express interest in a pre-formed partnership to do so.



	1. Please confirm you have read, understood, and meet the conditions above.  

	☐ I confirm I have read, understood, and meet the device manufacturer conditions above.


	2. Please indicate the challenge or challenges that you believe your device may address. 

	☐ Driving the shift to preventative care
☐ Embedding the new neighbourhood health service with increased capacity and capability
☐ Maximising the utility of the NHS App
☐ Other



	3. If you marked “Other” above, please describe the challenge your device is intended to address

	(500 words max)




Part B: Organisation Information
Please complete the relevant sections. All personal data will be processed in line with the [MHRA’s data and privacy policy]. 
	4.  Your details (Named Contact)
	First name: 
Last name: 
Job title:
Telephone number (including country code): 
Email address: 

	5. Organisation details
Please fill out fields as applicable; mark others as N/A

	Please ensure you provide your legal manufacturer details.
Organisation legal name: 
Trading name: 
Registered organisation address: 
Work location address:
Website:

	7. Organisation type and size:

	☐Micro SME (<10 employees)
☐Small SME (10-50 employees)
☐Medium SME (>50 - 250 employees)
☐Large Enterprise (>250 employees)
☐University or academic institution
☐Other

If other, please specify:


	8. Do you currently market any medical devices in the UK? 

	☐ Yes ☐ No
If yes, please outline the products you are currently marketing and provide MHRA registration numbers for any medical devices on the UK market.  PARD (mhra.gov.uk): 

	9. Do you have a Quality Management System? 

	☐ Yes ☐ No
If yes and certified, please provide your ISO standard and the QMS certificate number:




Part B: (Device Manufacturers) Device Details
	10. Name of the device:
	

	11. Summary of device intended purpose - guidance
Summarise the target intended use for the product, including:
· Structure and Function: The clinical indication including, as relevant, disease and stage of disease.
· Patient Population: Epidemiology, including special populations and any foreseen specific inclusions/exclusions, and potential issues of health equity.
· User: the individual, or range of individual users
· Environment: The likely physical and or virtual space and context, including the current standard of care.


	(500 words max)




	12. Proposed device classification and rationale

	(200 words max)


	13. If the device has been previously marketed for a different intended purpose, please provide a summary of the marketed device intended purpose.

	(500 words max)


	14. Please confirm you understand and will be able to provide information about your device to demonstrate that it meets conditions necessary for consideration for exceptional use authorisation - guidance 

	☐ I confirm that I understand that if invited to apply to London Region I, I will be requested to provide information about the device to demonstrate it meets conditions necessary for consideration for exceptional use authorisation.




Part C: Declaration & Submission
☐ I have read and understood the data protection and privacy information provided with this form and will abide by this. If an individual is signing on behalf of an organisation, any parties with access to the EoI will abide by data protection and privacy information. 

☐ I understand that the information on this form will be held on a secure, shared digital platform for access by the MHRA.

☐ By checking this box, I consent to the information submitted in this form being shared with London Region I partners.

Interest can be withdrawn at any time by contacting LondonRegion-i@mhra.gov.uk. If interest is withdrawn, the MHRA will not contact you further regarding the programme. 
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