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AI Airlock Phase 3:  Application Form
Form Description 
This form can be used to support applicants in drafting their responses to the questionnaire before submitting your answers via the Microsoft Form linked below.
AI Airlock Phase 3: Application Form – Fill in form
Applicants should answer the questions in this form to submit a proposal for AI Airlock Phase 3. The application window will remain open until otherwise noted on the AI Airlock webpage, and applicants may apply at any time while applications are open. Applications will be evaluated in scheduled review waves. To be considered for a specific wave, applications must be received by the published deadline for that wave. Applications submitted after a deadline will be carried forward to the next review wave.
The first wave of candidates will be selected from applications received by 31 October 2026.  All applicants will be informed of the decision regarding their submission. Where an application meets the AI Airlock selection criteria, the programme team will contact the applicant to discuss next steps and raise any further questions or request for clarification, as required. There may also be an opportunity for suitable candidates to be placed on a reserve list and contacted for consideration in the future, such as during an open wave. The timelines for each wave, the application process, the priority regulatory themes and eligibility criteria can be found on the AI Airlock Webpage. 
When preparing answers please note the character limits that may apply throughout. 
If you have any questions or issues with the form, please contact aiairlock@mhra.gov.uk.

Section 1: Applicant and Organisation Information
This part of the application will allow the programme team to better understand your organisation and AI Airlock sandbox testing requirements. All personal data will be processed in line with the MHRA’s data and privacy policy. 
	1. Full name (of named contact): 
2. Job title:
3. Telephone number (including country code): 
4. Email address: 
5. Organisation legal name: 
6. Trading name (if different from legal name):
7. Registered organisation address: 
8. Work location address (if different from registered address):
9. Website:
10. Organisation size and type (choose from below):
☐Micro SME (<10 employees)
☐Small SME (10-50 employees)
☐Medium SME (>50 - 250 employees)
☐Large Enterprise (>250 employees)
☐Research or academic institution
☐Charity
☐Government entity
☐Other (Please specify)  
11. Please mark the selection or selections that best describe you:
☐ An AI enabled medical device developer/manufacturer
☐ A provider of a solution to an AI enabled medical device regulatory challenge
☐ A stakeholder seeking to contribute to an AI or software enabled medical device regulatory challenge

12. If you replied, “An AI enabled medical device developer/manufacturer”, do you have any medical devices on the UK market? 
☐Yes
☐No
13. If yes, please provide your registration number as a manufacturer on the MHRA’s Public Access Registration Database (https://pard.mhra.gov.uk)  

14. If you replied, “An AI enabled medical device developer/manufacturer”, do you currently have a Quality Management System?   
☐Yes – Certified 
☐Yes – Not Certified
☐No

15. If you have previously applied to another MHRA project or programme please indicate which project(s) or programme(s) (examples include the London Region 1 Sandbox or another Agency Sandbox or access pathway. This will not impact your eligibility to the AI Airlock).




Section 2: Regulatory Challenge
This section allows you to outline the regulatory challenge proposal you would like to bring to the AI Airlock regulatory sandbox, including questions regarding access to the data required for testing the proposal. Each wave of the AI Airlock will be focused on specific areas of regulatory challenge. 
Post Market Surveillance (PMS) will be the priority focus regulatory challenge area for wave 1 of phase 3. If PMS is not relevant to your application at this stage, please skip this section and proceed to question 21 in this form. We may retain your information and contact you at a later stage when the regulatory priority changes in a future wave.

From the following, select the questions that most closely align with what you want to explore in the Airlock. 

	PMS as the focus area

16. Below are three key topics that the AI Airlock programme will prioritise in the first wave. Please select the specific challenge you wish to explore within the AI Airlock.


☐ Topic 1 – Ongoing assurance across the lifecycle 
☐ Topic 2 - PMS that accounts for varying levels of local oversight
☐ Topic 3 - Communicating information across the system effectively and throughout the lifecycle
☐Express interest in another regulatory focus (Please go to question 21)


	Topic 1 – Ongoing assurance across the lifecycle

This topic is focused on understanding how manufacturers can design PMS for AI-enabled medical device to more proactively capture deployment-context factors that may affect safety or performance? How can stakeholders across the ecosystem support and drive effective approaches?

Please select from the following questions that indicate the regulatory challenge area that you would like to address during your testing in the AI Airlock.  You do not need to select a response in every question.

Obtaining and analysing post deployment information:

☐ What tools, methodologies or processes have you considered, designed, or used to measure the performance of an AI-enabled medical device over its lifecycle? What challenges or gaps face these approaches, if any? 

☐ What tools, methodologies, or processes should be integrated in your QMS to capture, access and analyse deployment specific factors (e.g. real user/ patient population composition, local workflow) which measurably impact device performance? What factors are most valuable and what are the challenges to effectively collecting, analysing, and sharing these data, if any?

☐ What approaches can be used to account for, evaluate and monitor differences in the local population (e.g. subgroup performance at launch / over lifecycle), workflows, deployed infrastructure or the scale of deployment? 

☐ What is the role of the deploying organisation in your approach to assurance, and how do you make sure this is conducted efficiently and effectively? What barriers do you face to drive this assurance and what gaps exist or where is clarity lacking to support a high-quality approach to assurance for deploying organisations?  

Defining thresholds and deciding what action follows a signal:

☐ How do you define trigger conditions for rollbacks/ updates (e.g. metrics, internal governance processes), or when to notify the regulator? Where is it most challenging to determine thresholds for action and why?

☐ What approaches do/should you take to monitor the effectiveness of your assurance mechanisms (e.g. HITL, performance thresholds etc.) over time? Why?

☐ When/if integrating one or multiple third-party models within a device, what approach would you ideally take to manage the safety, changes in performance, and continuation risks of the underlying models over time? What are the barriers, if any, to implementing such a solution? Which actors within the ecosystem should be involved and to what degree?

Using automated, AI-enabled or third-party monitoring tools:

☐ Have you integrated/considered integrating/built automation and/or AI-enabled tools to support the collection/ analysis and reporting of safety and performance data as part of a post-market surveillance plan? If so, how did you design/integrate the tool, and how do you validate the tool's effectiveness at launch/govern effectiveness over time? If not, why, and what approaches may be more fit-for-purpose?

☐ What benefits and tradeoffs should be considered when integrating a third-party monitoring/ assurance solution rather than an in-built/ bespoke solution, and how could one make sure the selected approach is effective for a given device and/or organisation across the device lifecycle?


	Topic 2 - PMS that accounts for varying levels of local oversight
This topic is focused on how PMS activities can be designed to detect and respond to performance and/or safety signals in settings with varying levels of clinical or organisational visibility (e.g., remote, direct-to-consumer, or higher autonomy systems)?

Please select from the following questions that indicate the regulatory challenge area that you would like to address during your testing in the AI Airlock.  You do not need to select a response in every question.


☐ What methods can be used to collect meaningful user feedback and detect safety or performance issues in environments with varying levels of clinical or organisational oversight (e.g. direct-to-consumer, remote use, higher-autonomy devices, etc.), and how do you ensure that these methods are effective at launch & over time? What challenges, if any, face the effective design and implementation of these methods? What factors have the greatest impact on which methods or metrics are needed?

☐ How can it be ensured that users can meaningfully escalate concerns and, where necessary, be directed to seek appropriate professional support? Where, if any, are there ecosystem gaps or challenges to creating these pathways?

☐ How can it be ensured that safety information is communicated or corrective action is conducted effectively in deployment environments (e.g. direct-to-consumer, remote, localised/variable deployments, etc.) with different levels of coordination/control or consistent oversight?

☐ What tools, methods or design decisions should be considered for devices intended to act with increasing levels of autonomy/reduced human oversight (e.g. highly automated workflows and/or agentic AI)? What are the barriers, if any, to implementing these effectively in practice?



	Topic 3 - Communicating information across the system effectively and throughout the lifecycle

This topic is focused on how manufacturers can ensure that the right information is effectively conveyed to relevant parts of the health system at the right time? How can/should stakeholders across the ecosystem support and drive effective approaches?

Please select from the following questions that indicate the regulatory challenge area that you would like to address during your testing in the AI Airlock.  You do not need to select a response in every question.


☐ What is necessary (e.g., resource, infrastructure, responsible persons, guidance, requirements, best practices, etc.) to ensure that relevant information (e.g. training, performance & safety data) is communicated effectively and in a timely manner to regulators, providers and/or end users (professionals/ patients)? 

☐ As applicable, what approaches have you taken to proactively collect user feedback, and/or facilitate users to communicate information back to you (the device manufacturer) or the deploying provider?

☐ What design features or communication strategies have you, or should be, adopted to ensure that expanded features and capabilities, changes or improvements in performance and risk profile, updates/ rollback are adequately relayed to end users?

☐ What approach have you, or should be, taken to ensure that notification methods are effective over time (e.g. notification fatigue, changes in workflow, etc.), with consideration to user or oversight environments?

☐ What systems (such as third-party solutions or in-house complementary, non-medical device solutions) may be helpful at an organisational level to assure timely and appropriate communication back to providers/ users for one or more devices? How should one ensure these are fit-for-purpose and what requirements/ trade-offs should be taken into account when selecting a particular solution?


	17. Please elaborate on the regulatory challenge and question(s) selected, and how you would be looking to test it in the Airlock regulatory sandbox. 
(Please include in order: 
· Any specific regulatory questions you wish to explore, relating to the challenges you selected above;
· The related hypothesis you wish to test;
· How you would like to test your hypothesis as part of the Airlock;
· What expertise or resources you would bring to the testing (e.g. a medical device, a technical solution, regulatory expertise etc.).
Where relevant include as much detail as possible about the specific regulatory framework/ guidance or legislative challenge area experienced by your product proposal
(Please limit your answer to 4000 characters)


	18. Do you currently have access, or could you immediately arrange access, to the data required to test your hypothesis? 
(We welcome applications from candidates with or without immediate access to required data.)
☐Yes
☐No


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

 (Please limit your answer to 250 characters)


20.  Do you have an AI enabled medical device that you would like to include as part of testing in the AI Airlock?
☐Yes – please answer the questions in section 3
☐No – please move on to section 4





	Expression of interest for other focus area 

If you would like to express interest in a different regulatory challenge area that the AI Airlock should prioritise in future, then please complete the following questions. 
Please note that submissions in this category may not be called on until a future wave of candidates. Timelines for future waves will be published on the website. AI Airlock: the regulatory sandbox for AIaMD - GOV.UK


21. Select from the list below to express interest in a different regulatory challenge area that the AI Airlock should prioritise for a future wave. 


☐ Qualification, classification and intended use/ purpose 
☐ AI development and validation 
☐ Clinical and performance evidence requirements
☐ Regulatory processes and Quality Management Systems
☐ Data, governance 
☐ Cybersecurity
☐ Other 

22. If Other, please elaborate (100 characters)

23. Please elaborate on the regulatory challenge area selected, why you think the AI Airlock would be a good vehicle to explore it and how you would propose to test it as part of the Airlock regulatory sandbox testing environments. (2000 characters)







Section 3: Device Information and characteristics 
This section is only required for applicants that would like to include an AI enabled medical device in their testing.
This part of the form aims to learn more about your AI enabled Medical Device product as defined by the UK Medical Devices Regulations 2002. Please mark the categories throughout that best describe your product.
	24. What is the name of the device?

25. Please provide the intended use statement of the product. (Applicants should refer to the MHRA intended purpose statement guidance and the IMDRF N81 guidance for advice on how to complete this question. Please limit your answer to 1500 characters)

26. What is the medical purpose of your device?
☐Diagnosis
☐Prevention
☐Monitoring
☐Mitigation
☐Prediction
☐Treatment
☐Other (specify)

27. Who is the intended patient population? (Please limit your response to 100 characters)

28. Who is the intended user?  
☐Lay user/nonclinical user (e.g., caregiver, patient user, user without medical qualifications)
☐Licenced medical professional, non-physician (e.g., registered nurse, dentist, psychologist, radiation therapist, physiotherapist, etc.) 
☐General Practitioner (e.g., primary care physician, family doctor, registered nurse practitioner) 
☐Specialist Healthcare Physician (e.g., radiologist, oncologist, dermatologist, pathologist, surgeon, etc.)
☐Other (please specify)
29. What is the intended use environment?
☐Non-clinical Environment (e.g., home-use) 
☐General Healthcare Environment (e.g., primary care clinic, virtual primary healthcare) 
☐Specialty Healthcare Environment (e.g., hospital, specialty clinic, virtual specialty healthcare)
☐Other (Please specify)

30. What is the function of AI in the product?
☐Decision support
☐Validation
☐Risk Prediction
☐Post Market Surveillance/ Monitoring
☐Diagnosis
☐Treatment recommendation
☐Other (please specify)
31. Please provide a brief description of the core AI technology used in your product. 
☐Machine Learning (ML)
☐Deep learning
☐Neural networks
☐Large Language Models (LLMs)
☐Generative AI
☐ Adaptive AI
☐ Natural Language Processing (NLP)
☐ Computer vision
☐ Robotics
☐ Expert / agentic systems




Section 4: Eligibility, Declaration and Submission
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. 
	Please see all eligibility criteria that are applicable for your application to the AI Airlock sandbox.
· 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
If applying with an AI enabled medical device
· The device has potential to deliver benefits for patients
· The device or prototype is innovative or a novel application
· The device presents a regulatory challenge or solution.
· The device is ready to be trialled.

32. Select the below options to continue with the application submission. 
☐I have read, understood and meet the eligibility criteria outlined above
☐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.
☐By selecting this, I consent to the information submitted in this application form being shared with the AI Airlock partners.
☐I accept that there will be co-developed outputs from the testing in the AI Airlock that may be published by the MHRA and agree to work with the programme to develop outputs that will benefit the sector more broadly. 
☐I confirm that there are no foreseeable hinderances in my ability to commit to this project i.e. that I have the capacity and necessary resources to fully commit to and actively participate in all aspects of the project for its entire duration.
☐I confirm that the information provided in this application is, to the best of my knowledge, true, accurate, and complete. I understand that any false or misleading information may result in the application being rejected or any subsequent participation being reviewed.








2

image1.png
Medicines & Healthcare products
Regulatory Agency





