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What if a New Innovative Therapy…

2

• Isn’t best regulated by current regulations
• Current regulations didn’t contemplate new technology
• Innovative products need different approach

Need a solution that…
• Encourages innovation
• Streamlines regulatory and scientific device evaluation,
• Expedites the delivery of novel, important, safe and effective innovative medical 

devices to patients.
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• Safe and prescribed area that is used for new 
ideas 

• Regulatory sandboxes are a structured form of 
regulatory flexibility 

• Ability test innovative products or services  
• Regulatory sandboxes are typically administered 

by regulatory authorities. 
• The innovative nature of sandboxes may require 

approaches and competences that differ from 
those required for traditional regulatory 
approaches

Regulatory Sandbox

• Defined area or “box” to play
• Play freely without worry to make a 

mistake or mess
• Try out new ideas and let imagine run 

free
• Easily collaborate with others
• Exploration and creative thought

Sandbox Play
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Ulilizing Regulatory Sandboxes
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Framework for negotiated rulemaking

Framework set up for experimenting with 

technologies in view of developing new and updating 

existing legislation, implementing or delegated acts, 

guidance, standards, and administrative provisions.

E.g., FDA’s Pre-certification program, MHRA’s Airlock, 

Singapore’s LEAP for telemedicine

Regulatory advisory service 

Advisory service providing scientific, regulatory, legal, 

and ethical advice on market authorization and/or 

market access of products and services. It may 

include a testbed to experiment with technology and 

gain insight into the extent of regulatory compliance.

E.g., MHRA’s one-stop-shop for AI developers and 

users, EU’s proposed AI Act regulatory sandboxes

Playground for technical testing of a regulatory 

tool

An application testing environment that isolates 

untested code changes and experimentation 

from the production environment.

E.g., EUDAMED playground
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The UK Medicines and 
Healthcare products 
Regulatory Agency (MHRA) 
announced it is taking 
forward its new ‘regulatory 
sandbox’, the AI-Airlock, to 
provide a regulator-
monitored virtual area for 
developers to generate 
robust evidence for their 
advanced technologies.
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Goals
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Desired
Operating 

Parameters
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