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Regulatory experimentation in regulatory 
sandboxes 
differ widely, but 
common characteristics: 
• temporary, 
• they bring together regulators and firms; 
• require multi-stakeholder and multidisciplinary cooperation
• test innovative products/services
• they waive existing legal provisions
• often based on trial-and-error; 
• can help regulatory authorities assess whether specific legal 

frameworks are fit-for-purpose or whether they need to be 
adapted. 



First launched in domain of Fintech

At least 100 initiatives around the world (Fintech, 
Privacy and AI)

Need for enhanced international co-operation and
coordination on regulatory experimentation 
mechanisms & sandboxes. OECD AI Principle 2.3

AI Act includes provisions for Regulatory 
Sandboxes.



AI ACT:
TITLE V MEASURES IN 
SUPPORT OF INNOVATION 



Article 53 AI regulatory 
sandboxes



Foster innovation and regulatory learning and shall 
particularly take into account the special 
circumstances and capacities of participating SMEs, 
including start-ups.



The establishment of AI regulatory sandboxes shall aim to 
contribute to one or more of the following objectives: 

a) foster innovation and competitiveness and facilitate the 
development of an AI ecosystem;

b) facilitate and accelerate access to the Union market for AI 
systems, in particular for SMEs; 

c) improve legal certainty and contribute to the sharing of 
best practices

d) contribute to evidence-based regulatory learning



2a. Access to the AI regulatory sandboxes shall be 
open to any provider or prospective provider of an 
AI system [….]

Voluntary basis



Original proposal European Commission:

Art. 53 paragraph 3

The AI regulatory sandboxes shall not affect the supervisory and
corrective powers of the competent authorities.

Any significant risks to health and safety and fundamental rights
identified during the development and testing of such systems shall
result in immediate mitigation and, failing that, in the suspension of
the development and testing process until such mitigation takes place.



Proposal Council:

Art. 53 paragraph 3

The participation in the AI regulatory sandboxes shall not affect the 
supervisory and corrective powers of the authorities supervising the 
sandbox. 
Provided that the participant(s) respect the sandbox plan and the 
terms and conditions for their participation as referred to in 
paragraph 6(c) and follow in good faith the guidance given by the 
authorities, no administrative fines shall be imposed by the 
authorities for infringement of applicable Union or Member State 
legislation relating to the AI system supervised in the sandbox, 
including the provisions of this Regulation.



Proposal EP (under construction):



4a. Upon request of the provider or prospective 
provider of the AI system, the national competent 
authority shall provide, where applicable, a written 
proof of the activities successfully carried out in the 
sandbox.



5. National competent authorities shall make 
publicly available annual reports on the 
implementation of the AI regulatory sandboxes, 
including good practices, lessons learnt and 
recommendations on their setup and, where 
relevant, on the application of this Regulation and 
other Union legislation supervised within the 
sandbox

The modalities and the conditions for the 
establishment and operation of the AI regulatory 
sandboxes under this Regulation shall be adopted 
through implementing acts



When national competent authorities consider 
authorising testing in real world conditions 
supervised within the framework of an AI regulatory 
sandbox



Article 54 Further processing of personal 
data for developing certain AI systems in the 
public interest in the AI regulatory sandbox



Art. 54 – continued:

In the AI regulatory sandbox personal data lawfully 
collected for other purposes may be processed for 
the purposes of developing, testing and training of 
innovative AI systems in the sandbox under the 
following cumulative conditions: 

• AI systems shall be developed for safeguarding substantial public interest;

• the data processed are necessary for complying with one or more of the 
requirements to mitigate bias where this cannot be effectively fulfilled by 
processing anonymised, synthetic or other non-personal data







Article 54a Testing of high-risk AI systems in real 
world conditions outside AI regulatory sandboxes



Ursula von der Leyen: promote uptake AI and address risks

TWO PROPOSALS:

Product Liability Directive (PLD) 
&

AI Liability Directive (AILD)

Timeline: the new regimes could be fully in force across Europe in 2024-25.



Interrelation PLD and AILD:

AI-enabled products and AI-systems would 
fall within the scope both of the new AI-
specific regime and the revised Product 
Liability Directive

AILD: ̀ ’fault based`’

PLD: “strict liability”. 

Applying these different regimes in practice 
may be challenging both for courts and 
litigators.



AILD
Causality presumed re high-risk systems, if provider
failed to comply with requirements of AI Act, 
regarding:

• Training data

• Transparancy

• Effective oversight

• Appropriate level of accuracy, robustness and 
cybersecurity

• Corrective actions



Secondly AILD
Causality presumed re high-risk systems, if 
user failed to comply with requirements of 
AI Act, regarding:

• Use or monitor in accordance with 
instructions

• Exposed to input data which is not 
relevant in view of intended purpose



QUESTIONS?


