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AI Airlock Pilot:  Application Form
Part A: Eligibility
The following conditions must be met for your application to be considered.
· [bookmark: _heading=h.gjdgxs]The applicant must be aiming for the product to be a medical device as defined by the UK Medical Devices Regulations 2002 [link] which utilises Artificial Intelligence (AI).
· Applicants must be a legal entity with the rights to market their medical device in the UK and access to relevant technical and regulatory information. Applications based on prototypes and concepts must have access to relevant technical and regulatory information.
· Joint applications will be considered providing at least one applicant meets the above criteria (e.g. involving academic, healthcare providers or regulatory consultancies)
· The applicant must commit to working with the AI Airlock programme team and evaluation partners to create a project report.

The Airlock pilot is looking for products that meet one or more of the following eligibility criteria:

a. The product has potential to deliver benefits for patients. Applicants can demonstrate that the product (or prototype) will provide a benefit to patients and public health as a medical device. The patient population that will be impacted by the product should be identified. 
b. The product or prototype is innovative or a novel application. The Airlock programme is looking to recruit AI as a Medical Device products that have the potential to be transformative in the healthcare system or are applied as a novel modification of existing technologies or clinical process.
c. The product presents a regulatory challenge. The Airlock provides a unique opportunity for products and prototypes that provide examples of regulatory challenges experienced by Artificial Intelligence medical devices across the product lifecycle. 
d. The proposal is ready to be trialled. Applicants should be able to establish a plan for the Airlock sandbox for their product and commit resource to carrying out such plan. This should include a clear challenge to be addressed, high level objectives and include data access and quality management systems.

Out of scope for AI Airlock pilot:
· Legal entities headquartered or operating out of jurisdictions that are the subject of UK Government sanctions. See [here] for sanctions list.
· Non-software medical devices, and software devices that do not currently or intend to utilise AI.


	1. Does your product proposal meet all conditions outlined above? Please select all that apply.

	☐ The product is aiming to be a medical device as defined by the UK Medical Devices Regulations 2002 [link] which utilises Artificial Intelligence (AI).
☐ Applicant is a legal entity with the rights to market their medical device in the UK and access to relevant technical and regulatory information.
☐ Applicant commits to working with the AI Airlock programme team and evaluation partners.
☐None of the above


	2. Please outline how your product proposal meets the eligibility criteria mentioned above. 

	(All eligibility criteria a-d above will be considered as part of the application shortlisting. Please consider this when structuring your response.)



	3. Please outline the regulatory challenge you would like to address in the AI Airlock regulatory sandbox?

	(Include as much detail as possible about the specific regulatory framework/ guidance or legislative challenge area experienced by your product proposal.) 



	4. Briefly outline where you think AI Airlock will have the greatest impact for your device and organisation

	(Include detail on the specific aspects of your device that you would plan to test)
(250 words max)





Part B: Product Details
	5. Name of the product:
	

	6. Intended use summary of proposed product - guidance
Summarise the target intended use for the product, including:
· Structure and Function: The clinical indication including 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.
(In your response to this question, you should make clear why you believe your product meets any regulatory issues, specific sections of healthcare/clinical disciplines and its level of regulatory maturity. You should state who will use the product, when and where as well as why. Additionally, if your “target” intended use is an extension of an existing intended use then please also provide your baseline intended use as per your regulatory certification as appropriate.)

	(500 words max)


	7. Lay persons summary of proposed product - guidance

	(200 words max)


	8. What development stage have you achieved with this product?

	☐Concept phase
☐Design verification / Laboratory studies conducted. 
☐Operational prototype developed.
☐Pre-clinical studies started, in progress or concluding.
☐Clinical investigation study started, in progress or concluding.
☐Previous approval attempts unsuccessful. 
☐Product new to the market <1 year
☐Product on the market 1-3 years
☐Product on the market >3 years


	If you have had previous attempts to regulate this or similar proposals or made a business decision to not proceed due to regulatory complexity, please briefly outline relevant information you wish to share.

	(500 words max)


	9. What are your estimated data access requirements for this sandbox testing proposal and is this data available to you? 
Please provide details of how you will access data (e.g. patient data, virtual data, synthetic data). Please state any details if using patient data such as were its being deployed or tested.

	(500 words max)


	10. Can you provide an overview of any regulatory and technical documentation available for your product and its readiness for testing in the sandbox?
(500 words) 









Part C: Organisation Information
This part of the application will not be used as shortlisting criteria however will allow the programme team to better understand your organisation and AI Airlock sandbox testing environment. All personal data will be processed in line with the [MHRA’s data and privacy policy]. 
	11.  Your details (Named Contact)
	First name: 
Last name: 
Job title:
Telephone number (including country code): 
Email address: 

	12. Organisation details

	Organisation legal name: 
Trading name: 
Registered organisation address: 
Work location address:
Website:

	13. 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
☐Charity
☐Government entity
☐Other
If other, please specify below. 

	14.  Legal manufacturer details
	Please include the device’s legal manufacturer, if different from the organisation details above. 

	(If applicant organisation is a legal medical device manufacturer) 
15. Do you have any medical device products already on the market? 
☐Yes
☐No

	If yes, please outline the products you are currently marketing and provide MHRA registration numbers for any Software as a Medical Device and AI as a Medical Device on the UK market.  PARD (mhra.gov.uk)

	16. Do you have a Quality Management System? 
☐ Yes ☐ No
If yes and certified, please provide your ISO standard and the QMS certificate number:




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

During the application process consent can be withdrawn at any time by contacting AIAirlock@mhra.gov.uk. If consent is withdrawn, the application will not be taken forward in the AI Airlock. The Airlock programme reserves the right, at any time, to remove candidates from the Airlock if no longer able to meet the commitment and eligibility requirements. 
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