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Abstract 
Sustainable AI and Disruptive Policy 

- AI Regulatory Sandboxes  

The rapid pace of digitalization and the new opportunities for value creation has raised 

a concern that regulation is lagging behind and becoming an obstacle. A number of tools 

have been proposed in order to facilitate innovation that is aligned with existing or 

upcoming policies. 

A specific case of both facilitating and regulating innovation is the EU’s proposed 

regulation of AI systems. The act not only poses legal requirements on providers and 

users of AI systems but also includes measures for facilitating innovation – the concept 

of regulatory sandboxes is defined with specific purposes together with legal exempts.  

At the time of releasing our paper, the trilogue has reached a political agreement. This 

means the proposed AI Act will be, even though we do not yet have the final wording. By 

mapping the negotiation mandates of the European Commission, the European 

Parliament and the Council of the European Union against Swedish experiences of 

facilitating innovation and regulatory compliance in relation to AI, we still suggest 

launching pilots for regulatory sandboxes without delay. 

Based on our own experiences from conducting policy labs and those reported on by 

others from their regulatory trials, we conclude that it takes time to grow confidence in 

defining a research agenda with other stakeholders and then strike the balance between 

facilitation and surveillance of innovation. Something that will require institutional 

learning and capacity building. 

The mandate to foster and facilitate regulatory compliance as well as innovation, given 

to the public sector through the AI Act’s regulatory sandboxes, is disruptive. It changes 

the role and responsibilities for some national authorities, requiring the acquisition of 

new competences and resources, as well as for the private sector. When they team up 

with a competent authority the mandate to act becomes larger, as does the responsibility 

with regards to which kinds of innovation to drive.   

Conducting trials in the current window of opportunity, between now and when the AI 

Act is in force, will create experiences that policy makers and stakeholders can draw on 

when creating the detailed guidelines for organising regulatory sandboxes. Adopting an 

incremental and iterative process enables a transition from learning the basics of 

selecting a case and finding relevant partners to detailing how to process data and 

sharing responsibilities and rewards. 

Håkan Burden and Susanne Stenberg, 

Gothenburg, 20th of December 2023 
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1 Facilitating and regulating 
innovation 
The rapid pace of digitalization and the new opportunities for value creation has raised 

a concern that regulation is lagging behind and becoming an obstacle.1 A number of tools 

have been proposed in order to facilitate innovation that is aligned with existing or 

upcoming policies.2 A specific case of both facilitating and regulating innovation is the 

EU’s proposed regulation of AI systems. The act not only poses legal requirements on 

providers and users of AI systems but also measures for facilitating innovation - research 

and development is out of scope of the regulation and the concept of regulatory 

sandboxes is introduced and defined with specific purposes together with legal exempts.  

As the AI Act was negotiated in the trilogue (the European Commission, the Council of 

the European Union, and the European Parliament) when writing, our contribution aims 

to clarify actor’s choices when it comes to next steps to build capacity within responsible 

AI innovation. Since there is a lot to be learnt we believe this can be done even though 

the final wording of the proposed AI Act is not yet published. Yes, the negotiations will 

have an impact on what is included in the regulation and that can affect our analysis. But 

the validity of our analysis is not only a question of what we have chosen to (not) include, 

it is also a question of the level of detail. To give an example of how the two vectors 

interact, the Commission is still to deliver implementing acts of which one will detail the 

organization of the regulatory sandboxes. When we have those details, it will also be 

possible to go one step further with the analysis in both what regulatory sandboxes are 

and the details regarding their organisation.  

We have deliberately left out testing under real-world conditions, as proposed by the 

Council, from the analysis. For now. It seems to be included in the political agreement 

on the AI Act and is an important tool for facilitating AI innovation under new 

governance structures. 

When it comes to acting on on-going processes we are in good company. A draft request 

for standards that detail the technical requirements posed in the proposal for an AI 

regulation was launched in 2022.3 That is before the Parliament had reached its mandate 

for negotiations within the trilogue. At the same time as we finalise this report, the 

Commission amended the Digital Europe Programme for 2024 to also include supportive 

 
1 See the World Economic Forum, https://www.weforum.org/agenda/2019/11/we-must-bridge-the-
gap-between-technology-and-policy-our-future-depends-on-it/  
2 See for instance ”The role of policy labs for introducing autonomous vehicles”,  
https://urn.kb.se/resolve?urn=urn:nbn:se:ri:diva-57249  
3 Draft standardisation request to the European Standardisation Organisations in support of safe and 
trustworthy artificial intelligence, https://ec.europa.eu/docsroom/documents/52376  

https://eur05.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcreativecommons.org%2Flicenses%2Fby%2F4.0%2Fdeed.en&data=05%7C01%7Chakan.burden%40ri.se%7C72dc6cef807c4813274608daf47237f0%7C5a9809cf0bcb413a838a09ecc40cc9e8%7C0%7C0%7C638091068639972637%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=r9vbcGmNaCFdScabkcYfGKP8jneZQ9tHGjodFPLCIg0%3D&reserved=0
https://www.weforum.org/agenda/2019/11/we-must-bridge-the-gap-between-technology-and-policy-our-future-depends-on-it/
https://www.weforum.org/agenda/2019/11/we-must-bridge-the-gap-between-technology-and-policy-our-future-depends-on-it/
https://urn.kb.se/resolve?urn=urn:nbn:se:ri:diva-57249
https://ec.europa.eu/docsroom/documents/52376
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actions towards AI Regulatory Sandboxes.4 For us the message is clear, we need to start 

now to understand how to implement the AI Act. 

The first part of the report (section 2) is biased in terms of focusing on regulatory 

sandboxes as proposed through the AI Act, other initiatives using the term “regulatory 

sandbox” are interesting but deliberately left out of our analysis. Section 2.4 summarises 

the general principles of regulatory sandboxes as we see them from our analysis. 

So, what is our ambition if we already know that part of the analysis might be outdated 

in relation to the final agreement? We want to both describe the general principles of an 

AI regulatory sandbox (i.e., what the Commission, the Council and the Parliament seem 

to have in common) and position that in relation to our own experiences of working with 

new legal requirements. The first will serve to make actors within the innovation system 

aware of upcoming and disruptive changes, and the latter will hopefully contribute to the 

discussion to the how, why, when and by whom in relation to organising regulatory 

sandboxes specifically, and responsible innovation in general. 

That also means that the latter part of the report (sections 3 - 7) is biased in terms of 

focusing on our experiences, insights and recommendations. Others have had their say 

on what a regulatory sandbox is, or should be, and we mention their contributions when 

we see a relevant connection to our own work. Others might have chosen other 

contributions or made other connections. 

2 AI regulatory sandboxes 
Based on our analysis of the three mandates5, the following section gives an overview of 

the AI Act and AI regulatory sandboxes, in relation to concepts and reasoning needed to 

understand the articles regarding measures supporting AI development and innovation. 

2.1 The AI Act  
At the time of writing the trilogue has reached a political agreement regarding the AI 

Act.6 That does not mean that there is a final version of the text, as there is still work to 

be done in terms of negotiating the details before conducting a legal-linguistic overview. 

When those steps have been carried out the European Parliament will either accept or 

reject the revised agreement. If the verdict is accept, the Council will take the decision to 

publish the AI Act.    

The three parties of the trilogue all have their own definition of AI. For us it is not so 

important to argue for and against the different definitions as emphasizing that when the 

AI Act is in force providers and users of software will need to understand if their systems 

 
4 EUROPEAN COMMISSION, ANNEX to the Commission Implementing Decision amending the 
Commission Implementing Decision C (2023) 1862 final on the financing of the Digital Europe 
Programme and the adoption of the work programme for 2023 – 2024, Brussels, 14.12.2023 C(2023) 
8620 final 
5 The mandates of the Trilogue regarding the AI Act, https://artificialintelligenceact.eu/wp-
content/uploads/2023/08/AI-Mandates-20-June-2023.pdf  
6 We are still waiting for the text to be published. 

https://eur05.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcreativecommons.org%2Flicenses%2Fby%2F4.0%2Fdeed.en&data=05%7C01%7Chakan.burden%40ri.se%7C72dc6cef807c4813274608daf47237f0%7C5a9809cf0bcb413a838a09ecc40cc9e8%7C0%7C0%7C638091068639972637%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=r9vbcGmNaCFdScabkcYfGKP8jneZQ9tHGjodFPLCIg0%3D&reserved=0
https://artificialintelligenceact.eu/wp-content/uploads/2023/08/AI-Mandates-20-June-2023.pdf
https://artificialintelligenceact.eu/wp-content/uploads/2023/08/AI-Mandates-20-June-2023.pdf
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fall within the definition or not.7 To us, this means the proposition is to treat software, 

and subsequently AI, as a product and fit AI systems into the existing framework for 

product safety.8 

Certain AI systems will then need to be CE-marked. While the CE-mark traditionally has 

been used for physical products such as toasters, mobile phones and elevators it will now 

also be used for digital products, a change that is in line with the proposed changes to 

product liability (see for instance the Parliament’s news regarding the changes9). 

Similarly, the three union policy makers agree on the introduction of a new concept – the 

AI regulatory sandbox.  

2.2 Introducing the concept of regulatory 
sandboxes 
The Commission’s proposal consists of six clauses under article 53 that we have chosen 

to summarise and then contrast against the mandates of the Parliament and the Council. 

When the final wording of the AI Act is decided, the mandates will be obsolete. They are 

still interesting as they show the disparity in views on how regulatory sandboxes can be 

conducted; they can be seen as a smorgasbord of possibilities and inspire future EU and 

Member State initiatives to regulate and foster innovation.  

So, the concept of an AI regulatory sandbox was introduced in the Commission’s 

proposal for the AI Act. For the Commission, ”AI regulatory sandboxes established by 

one or more Member States competent authorities or the European Data Protection 

Supervisor shall provide a controlled environment that facilitates the development, 

testing and validation of innovative AI systems for a limited time before their 

placement on the market or putting into service pursuant to a specific plan. This shall 

take place under the direct supervision and guidance by the competent authorities with 

a view to ensuring compliance with the requirements of this Regulation and, where 

relevant, other Union and Member States legislation supervised within the sandbox”.10 

Since then, the Council and Parliament released their definitions. The most noteworthy 

differences are that the Parliament proposes that sandboxes can also be established at 

local and regional levels, and that compliance with the AI Act can be presumed when 

exiting the sandbox. The Council instead stays with the Commission and wants 

facilitation done by national competent authorities and instead of presumption of 

compliance they suggest that the authorities supply written letters of successful work to 

the participants, when applicable. 

 
7 As someone said in a meeting, you can stick four researchers in a room to define AI and they will come 
up with five definitions. Or to paraphrase George Box, ”all AI definitions are wrong but some are useful”. 
8 For information on the framework for product safety on the single market, see for instance 
https://single-market-economy.ec.europa.eu/single-market/goods/new-legislative-framework_en  
9 Parliament Briefing on New Product Liability Directive,   
https://www.europarl.europa.eu/RegData/etudes/BRIE/2023/739341/EPRS_BRI(2023)739341_EN.pdf  
10 Commission proposal for the AI Act, https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=celex%3A52021PC0206  

https://eur05.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcreativecommons.org%2Flicenses%2Fby%2F4.0%2Fdeed.en&data=05%7C01%7Chakan.burden%40ri.se%7C72dc6cef807c4813274608daf47237f0%7C5a9809cf0bcb413a838a09ecc40cc9e8%7C0%7C0%7C638091068639972637%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=r9vbcGmNaCFdScabkcYfGKP8jneZQ9tHGjodFPLCIg0%3D&reserved=0
https://single-market-economy.ec.europa.eu/single-market/goods/new-legislative-framework_en
https://www.europarl.europa.eu/RegData/etudes/BRIE/2023/739341/EPRS_BRI(2023)739341_EN.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A52021PC0206
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A52021PC0206
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2.3 Software development in tandem with 
regulatory compliance 
According to the Commission, if a national competent authority establishes a regulatory 

sandbox at Member State level, this shall provide “a controlled environment that 

facilitates the development, testing and validation of innovative AI systems” before the 

systems are taken into their intended use or placed on the market. At EU level it is the 

European Data Protection Supervisor (EDPS) that has the right to establish sandboxes. 

A second objective of sandboxes is to facilitate opportunities to supervise and guide 

participating organisations to ensure future compliance. At EU level the coordination of 

sandboxes will be carried out by the AI Board.11   

The Parliament defines the regulatory sandbox as “a controlled environment established 

by a public authority that facilitates the safe development, testing and validation of 

innovative AI systems for a limited time before their placement on the market or 

putting into service pursuant to a specific plan under regulatory supervision”.  

The Council’s definition states that an AI regulatory sandbox is “a concrete framework 

set up by a national competent authority which offers providers or prospective 

providers of AI systems the possibility to develop, train, validate and test, where 

appropriate in real world conditions, an innovative AI system, pursuant to a specific 

plan for a limited time under regulatory supervision”. 

For the Commission, involvement of national authorities is seen as beneficial, especially 

those authorities responsible for governing relevant data (which we interpret as 

encompassing both the authorities that within their duties of performing public services 

processes personal data, patient data, geospatial data, etc. as well as supervisory 

authorities regarding their market surveillance assignment). The supervisory and 

corrective responsibilities of the authorities shall not be affected by their involvement in 

the sandbox. In fact, all laws are still applicable, and participants are liable for any harm 

caused. The activity within the sandbox and the lessons learnt are documented by the 

establishing national authority through an annual report.  

Some details are not given in the statements and the Commission suggests that these 

blanks will be filled in by the Commission through implementing acts that will clarify the 

modalities of the regulatory sandboxes, how they are to be operated, processes and 

criteria for selecting participants, how to exit the regulatory sandbox, the rights and 

obligations of the participants and more. 

The Parliament does not explicitly refute the Commission. Instead, their mandate adds 

more to the foundation laid by the Commission. The most noteworthy addition is the 

presumption of compliance with the AI Act at exit if nothing else is explicitly stated by 

the establishing authority. We find that, to some extent, this assigns the same function 

 
11 See article 56 of the Commission’s mandate. The Parliament instead wants an AI Office. Analysing the 
differences between an AI Board and an AI Office is out of scope for this contribution and left to the 
reader if interested.   

https://eur05.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcreativecommons.org%2Flicenses%2Fby%2F4.0%2Fdeed.en&data=05%7C01%7Chakan.burden%40ri.se%7C72dc6cef807c4813274608daf47237f0%7C5a9809cf0bcb413a838a09ecc40cc9e8%7C0%7C0%7C638091068639972637%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=r9vbcGmNaCFdScabkcYfGKP8jneZQ9tHGjodFPLCIg0%3D&reserved=0
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to regulatory sandboxes as to harmonised standards – presume conformity when 

followed. 

A report shall also be written by the authority when the participants exit the sandbox. A 

second addition is that no fines shall be applicable in relation to the AI Act if the breaches 

are done in good faith or by following recommendations from the establishing authority 

(remember, that could be a regional or a local authority according to the Parliament). 

The Parliament envisages that there shall be at least one operational regulatory sandbox 

in each Member State when the AI Act comes into force. Besides EDPS and national 

authorities, regional and local ones are included as well as the Commission as entities 

entitled to establish regulatory sandboxes. The Parliament also sees the involvement of 

Testing and Experimentation Facilities (TEF12), European Digital Innovation Hubs 

(EDIH13) and other actors with suitable resources as beneficial within the sandbox. 

Coordination of the Member States’ regulatory sandboxes shall be done through the AI 

Office, which also is responsible for communicating which sandboxes are established. 

Besides the objectives raised by the Commission there is also a question of emphasising 

the risks to fundamental rights.  

The Council states that national competent authorities may establish regulatory 

sandboxes with more or less14 the same objectives as the Parliament gives. However, 

there are some interesting differences compared to the two other mandates.  

The Council foresees how the establishment of regulatory sandboxes can contribute to 

evidence-based regulatory learning. Those developing systems in the sandboxes can 

request a written proof of successful work at exit (if applicable) from the establishing 

authority. And just as proposed by the Parliament, the Council states that no fines shall 

be applicable for breaches conducted in good faith or following recommendations from 

authorities (it is not explicitly mentioned if this refers to authorities in general or 

specifically the national competent authorities). But the Council also sees it as 

appropriate that the supervisory and corrective powers of the authorities are carried out 

in a flexible manner. At the same time the Council does not explicitly require the 

participation of those authorities responsible for the processing of relevant data. 

The Council also suggests the involvement of TEFs and EDIHs and that an exit report is 

written by the establishing authority. A difference is that the Council plays down the 

coordination through an AI Board. Instead, cross-border cooperation among national 

competent authorities shall be facilitated. An annual report should still be written and 

sent to the Board by the establishing authority. 

 
12 Sectorial AI Testing and Experimentation Facilities under the Digital Europe Programme, 
https://digital-strategy.ec.europa.eu/en/activities/testing-and-experimentation-facilities. 
13 European Digital Innovation Hubs, https://digital-strategy.ec.europa.eu/en/activities/edihs. 
14 It’s a summary so we don’t account for every detail. 

https://eur05.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcreativecommons.org%2Flicenses%2Fby%2F4.0%2Fdeed.en&data=05%7C01%7Chakan.burden%40ri.se%7C72dc6cef807c4813274608daf47237f0%7C5a9809cf0bcb413a838a09ecc40cc9e8%7C0%7C0%7C638091068639972637%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=r9vbcGmNaCFdScabkcYfGKP8jneZQ9tHGjodFPLCIg0%3D&reserved=0
https://digital-strategy.ec.europa.eu/en/activities/testing-and-experimentation-facilities
https://digital-strategy.ec.europa.eu/en/activities/edihs
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2.4 Enhanced data access for specific 
purposes 
If article 53 of the Commission’s mandate introduces the first legal requirements on AI 

regulatory sandboxes, article 54 raises the bar even further by introducing exempts from 

GDPR. Again, we will summarise the Commission’s mandate and then compare that to 

those of the Parliament and the Council, focusing on what we see as the most important 

aspects. Those who want to cross-check against the source can do so through the 

compilation of the mandates. 

The initial proposal includes that exempts from GDPR in relation to the purpose during 

the collection of the personal data15 can be made if:  

a) it is in the public interest (exclusively listed as combating criminal offences, 
protecting national security, strengthening public safety and health, preventing 
effects of pandemics, improving the quality of the environment), and    

b) the personal data is needed to fulfil the requirements in articles 9 to 15 (which 
in turn requires efficient monitoring of how the data is processed in relation to 
fundamental rights, data storage, ensuring no effect towards data subjects, logs 
for accountability and more), and 

c) Member State and EU law are respected without prejudice (excluding the 
specific exempt from GDPR). 

That means a) and b) and c) must hold for an exempt to be given within the sandbox. But 

when the system is placed on the market, the system has to comply with GDPR. 

Here it is important to remember that articles 9 to 15 are only applicable for AI systems 

that need to be CE-marked. The exempt can only be given for those systems as b) has to 

be fulfilled. This implies that using an exempt to develop an AI system for the purpose of 

controlling a pandemic is a strange fit. Unless it is through innovative medical equipment 

or a liberal interpretation of areas such as the dispatchment of emergency vehicles 

and/or public services16. 

The Council adds that a condition for the exempt is that “the innovative AI systems shall 

be developed for safeguarding substantial public interest by a public authority or 

another natural or legal person governed by public law or by private law”17. The list 

proposed by the Commission is then amended with energy sustainability, transport and 

mobility, the efficiency and quality of public administration and public services, as well 

as the cybersecurity and resilience of critical infrastructure. The Council also proposes to 

remove criminal offences and national security from the list. We find that the list of areas 

that justify an exemption according to the Council can be made to fit the systems that 

need to be CE-marked, but it requires some interpretation. The exit report introduced in 

article 53 shall then be written in a way that no sensitive data is made public.  

 
15 E.g. you state that you collect personal data for handling citizens claims towards assistance or 
reimbursement when on extended sick leave. That data could now be used for training AI systems that 
propose interventions to health providers that lower the risk of long-term sick leave.  
16 See Annex III in the Commission’s mandate. 
17 We still not know who this excludes. 
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The Parliament suggests including the safety and resilience of transport systems, critical 

infrastructure and networks, and exclude criminal offences and national security from 

the list of what designates public interest. The Parliament has also made updates to the 

group of AI systems that requires CE-marking to match the possible areas that justify an 

exempt. 

For an example of how the exempt from GDPR can work in practice, we refer to our 

report on GDPR, the Council’s mandate regarding the AI Act and the Swedish law for 

camera surveillance.18 

2.5 In a nutshell 
In short, our analysis of the mandates conclude that AI regulatory sandboxes are an 

instrument to facilitate testing and experimentation of innovative AI systems as well as 

regulatory compliance in collaboration with public actors. Compliance will have to be 

assessed on a case-by-case basis as the applicable laws will depend on the characteristics 

of the specific system. However, there will be common denominators in how to apply the 

AI Act and related standards.  

Or put in another way, in the intersection of the three mandates, you find that AI 

regulatory sandboxes … 

… are established by public authorities,19 

… facilitating the development, testing and validation of innovative AI systems, 

… in a controlled environment, 

… for a limited time period, 

… following a test plan, 

… allowing for specific exempts from GDPR under certain conditions,  

… under regulatory supervision. 

3 Enabling responsible innovation 
Before we discuss the proposed AI regulatory sandboxes and how they relate to research 

done on policies and applied AI, we will share some of our reflections on the articles as 

such – regulating new paths from idea to market which allows for legal exempts and 

flexible administration. 

 
18 Proposed EU regulations’ impact on data utilisation, https://urn.kb.se/resolve?urn=urn:nbn:se:ri:diva-
64372. 
19 Even if the mandates differ on which actors within the public sector shall have the mandate to 
establish regulatory sandboxes, all three agree it needs to be a public authority. 

https://eur05.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcreativecommons.org%2Flicenses%2Fby%2F4.0%2Fdeed.en&data=05%7C01%7Chakan.burden%40ri.se%7C72dc6cef807c4813274608daf47237f0%7C5a9809cf0bcb413a838a09ecc40cc9e8%7C0%7C0%7C638091068639972637%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=r9vbcGmNaCFdScabkcYfGKP8jneZQ9tHGjodFPLCIg0%3D&reserved=0
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3.1 Regulatory sandboxes become legal  
All three mandates include articles placing the concept of regulatory sandboxes in 

relation to innovation and regulatory compliance and propose that the AI Act shall 

introduce a legal definition of AI regulatory sandbox as well. At the same time, we see 

how the discussion has moved from IF a regulatory sandbox is established (the 

Commission in April 2021), to MAY be established (the Council in November 2022) to 

SHALL be established (the Parliament in June 2023). The inclusion of sandboxes is also 

explicitly mentioned by the Council when reporting on December’s political agreement.20 

We therefore conclude that there will be AI regulatory sandboxes as a measure to 

facilitate innovation and regulatory compliance. And furthermore, sandboxing evolves 

from being an unregulated concept to a defined one governed by union law.  

3.2 Authorities facilitate compliance 
One of the objectives with the regulatory sandboxes is to facilitate regulatory compliance: 

“This shall take place under the direct supervision and guidance by the competent 

authorities with a view to ensuring compliance with the requirements of this 

Regulation and, where relevant, other Union and Member States legislation supervised 

within the sandbox”.21 This opens for a number of possibilities in terms of compliance:  

• the systems’ compliance to the technical requirements in articles 9-15,  

• the provider’s compliance with the requirements regarding the quality 
management system in article 17,  

• the user’s obligations detailed in article 29, or 

• the requirements on notified bodies’ according to article 33.  
 

Exactly what can be under consideration is both a question of how the scope and 

motivation of the regulatory sandbox is defined, but also what kind of system we are 

talking about. Not all systems will require the involvement of a notified body and the 

Council’s mandate has a strong leaning towards the compliance of providers. 

Another aspect of compliance regards how the AI Act is implemented in relation to other 

Member State and EU legislation such as product liability, the transfer of data from 

connected devices (as defined by the Data Act22), the European Health Dataspace23, the 

application of harmonised standards and so on. In relation to compliance, we will most 

probably see policy development – as new regulatory praxis is established as well as more 

collaborations between the actors in the sandbox, but also across authorities, which in 

turn will establish new governance practices.  

 
20 Artificial intelligence act: Council and Parliament strike a deal on the first rules for AI in the world, 
https://www.consilium.europa.eu/en/press/press-releases/2023/12/09/artificial-intelligence-act-
council-and-parliament-strike-a-deal-on-the-first-worldwide-rules-for-ai/   
21 Mandate of the European Commission, article 53.1 
22 The proposal for a Data Act, https://ec.europa.eu/commission/presscorner/detail/en/ip_23_3491  
23 The proposal for a European Health Dataspace (EHDS), https://health.ec.europa.eu/ehealth-digital-
health-and-care/european-health-data-space_en  
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https://www.consilium.europa.eu/en/press/press-releases/2023/12/09/artificial-intelligence-act-council-and-parliament-strike-a-deal-on-the-first-worldwide-rules-for-ai/
https://www.consilium.europa.eu/en/press/press-releases/2023/12/09/artificial-intelligence-act-council-and-parliament-strike-a-deal-on-the-first-worldwide-rules-for-ai/
https://ec.europa.eu/commission/presscorner/detail/en/ip_23_3491
https://health.ec.europa.eu/ehealth-digital-health-and-care/european-health-data-space_en
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A further question of compliance is how regulatory sandboxes can become a flexible 

instrument for channelling research towards more immediate needs? How will that 

relate to state aid regulations and research programs? At the same time the sandboxes 

will be a stable resource for innovation at Member State level over time. Defining what 

resources are procured for a longer period and which are managed on a case-by-case 

basis will also require compliance with legislation at different levels of governance.  

With respect to governance, there is a possibility for Member States to collaborate on 

organising regulatory sandboxes. Here European Digital Infrastructure Consortia 

(EDIC24) might be an instrument to facilitate publicly funded innovation facilities across 

borders and in compliance with state aid policies. That would align with the wishes of 

the Council in terms of utilising sandboxes for collaborations at Member State level. 

Both the Parliament and the Council state that breaches in relation to the AI Act shall 

not result in fines. But fines defined by the AI Act are only applicable in relation to 

products put on the market or into their intended use, while activities within regulatory 

sandboxes precedes market introduction. To us, the amendments thus do not add further 

exemptions at EU-level (but clarify the obvious). However, there is an option for Member 

States to impose national penalties25 that could be applicable in the research and 

development phases, such penalties would then not be applicable in the regulatory 

sandbox. 

The Commission emphasises that authorities have to handle their impartiality. The 

Council instead requests that authorities are more flexible within the sandbox in terms 

of how they fulfil their supervisory responsibilities. But what does that imply for market 

surveillance if the lenient praxis within the sandbox is contradicted by more stringent 

application of the law outside the sandbox? What kind of compliance are we fostering? 

There is a difference between the mandates in who is allowed to organise the regulatory 

sandbox. The Council and the Commission have similar positions, highlighting the 

national authorities which are competent in relation to the AI Act, while the Parliament 

goes broader and includes regional and local authorities as well. The latter position is 

closer to the mandates of the Commission26 and the Council27 in relation to the 

Interoperable Europe Act, another proposed regulation that will introduce regulatory 

sandboxes and exempts from GDPR. In terms of the Interoperable Europe Act, the 

systems in scope are cross-border public services and both the Council and the 

Commission envision that these will be organised by public sector bodies – that is public 

authorities at national, regional or local level and the organisations under their 

authority.28 The exempt from GDPR follows the same criteria as for the AI regulatory 

 
24 European Digital Infrastructure Consortium, https://digital-strategy.ec.europa.eu/en/policies/edic. 
25 See article 71 of the AI Act. 
26 The Commission’s proposal for an Interoperable Europe Act,  
https://commission.europa.eu/system/files/2022-11/com2022720_0.pdf. 
27 Council mandate on Interoperable Europe Act, https://data.consilium.europa.eu/doc/document/ST-
12898-2023-INIT/en/pdf.  
28 The trilogue reached a provisional agreement in November 2023, so the final text will be available 
within weeks (https://www.consilium.europa.eu/en/press/press-releases/2023/11/13/interoperable-
europe-act-council-and-parliament-strike-a-deal-for-more-efficient-digital-public-services-across-the-
eu/). 
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https://digital-strategy.ec.europa.eu/en/policies/edic
https://commission.europa.eu/system/files/2022-11/com2022720_0.pdf
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sandboxes but for a different kind of systems29 (and another way of making the exempts 

public30). 

3.3 New opportunities for market entry of AI 
It is clear that for the public sector there is a gain in participating in regulatory sandboxes 

as it gives opportunities for processing personal data (collected for specific purposes, 

often in relation to providing public services regulated by national law) for the purpose 

of developing innovative AI systems making public sector more efficient. For the private 

actors the exempt could be beneficial, but often companies have more flexible 

agreements in place for their data collection and GDPR is less of an obstacle for 

delivering new services.31 Here the major lure of the sandbox is the opportunity to learn 

compliance with a competent authority, possibly getting everything in place faster for 

market introduction, and the possibility for a statement of successful work or even 

presumption of conformity.  

The implications of the AI Act are that the two traditional responsibilities for public 

administration – to provide or facilitate provision of services and supervision of 

products, services etc. – will now be complemented by a third responsibility, namely the 

one as innovation partner. This encompasses activities such as setting the research 

agenda through choosing which topics to address, which stakeholders to enrol and 

engage in connection to the sandbox activities etc. We have discussed the role in general 

in a previous report32 but will now return to the topic with a specific eye towards the role 

in the light of previous research on policy development. 

4 Experiences of policy development 
In short, we see that the AI Act introduces a new form of legal exempts, requires national 

authorities to take a more active role in innovation without stating how that transition is 

to be managed as well as pushing the clarification of much needed details into the future. 

To us, this implies that what regulatory compliance means will evolve the coming years. 

The majority part of this section relies on contributions by others (4.1) that we think 

make a good complement to showcase insights from our own research (4.2). We will then 

come back to the introduced experiences and insights and give our take on compliance 

as a process (4.3).  

 
29 Not surprisingly. 
30 In this case on an innovation boards portal, compared to competent authorities’ websites for 
instance. 
31 This is of course a generalisation based on interviews and meetings with companies. There are sectors 
who find it difficult to accommodate GDPR in their R&D activities, such as the automotive business. 
32 Regulating trust - An Ongoing Analysis of the AI Act, https://urn.kb.se/resolve?urn=urn:nbn:se:ri:diva-
61344  
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4.1 Swedish authorities developing AI policy 
The Committee for Technological Innovation and Ethics (Komet33) was an initiative 

established by the Swedish Government between 2018 until 2022. The aim was to 

support the Government to reduce uncertainty surrounding existing regulations and 

accelerate policy development in relation to digitalisation. The final report34 made four 

suggestions – create an accelerator for cross-sectorial collaborations among authorities, 

initiate incremental development of committees as a means for continuously improving 

the public governance of innovation, initiate an internal governmental program towards 

understanding of new technologies and innovative ways of working, and finally, build 

competence regarding responsible introduction of new technology. 

The Swedish Authority for Privacy Protection's (IMY35) is the national data protection 

authority. In 2021 they received a governmental assignment to support and guide the 

innovation ecosystem regarding data protection.36 As a part of their assignment the 

authority collaborated with a research project regarding decentralised AI in health care, 

to explore the legal questions in relation to specific AI and cybersecurity technology. In 

their report,37 the authority reflects that the pilot has contributed to their understanding 

of new technology and how to guide and support innovation actors. On a societal scale 

the report states that “in order to be able to make relevant legal assessments, a 

relatively deep understanding of the technology is required from the lawyers involved”. 

The case also shows that it is difficult to strike the same level of assessment when 

supervising innovation as when fulfilling the market surveillance assignment as the 

report explicitly states that the assessment of the innovation team will not necessarily 

reflect how a market surveillance team would assess the same situation. For us, this also 

highlights the courage needed to embark on an innovation pilot as the authority leaves 

the known realm of market surveillance and tries to proactively facilitate innovation. 

In 2021 the Swedish Transport Agency asked for remittals in relation to a proposed 

change in applying for trials with autonomous vehicles.38 The change would make it 

explicit that when the traffic safety of such trials rely to a high degree on technical 

solutions, the risk- and mitigation analysis should be complemented by an assessment 

carried out by a neutral body. The underlying reason was that the technical nature of the 

 
33 The Committee for Technological Innovation and Ethics (Komet), https://www.kometinfo.se/in-
english/about-us/. 
34 Förnya taktiken i takt med tekniken – förslag för en ansvarsfull, innovativ och samverkande 
förvaltning, https://www.kometinfo.se/wp-content/uploads/2022/12/Komets_betankande.pdf (English 
summary on page 23). 
35 Swedish Authority for Privacy Protection (IMY), https://www.imy.se/en/. 
36 Uppdrag att genomföra kunskapshöjande insatser avseende integritets- och dataskyddsfrågor inom 
innovations-, utvecklings- och införandeprocesser, N2020/01266. 
37 English Summary: Swedish Authority for Privacy Protection, IMY, finishes first Sandbox Pilot. 
https://www.imy.se/globalassets/dokument/ovrigt/first-regulatory-sandbox-pilot---english-
summary.pdf  
38 While the type approval of vehicles is excluded from the AI Act, we still think this serves as an 
interesting example of the challenges faced by national competent authorities in relation to assessing 
the safety cases when introducing new technologies. 
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https://www.kometinfo.se/in-english/about-us/
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trials had become more complex and diverse over time so that the agency no longer had 

the resources to assess the rationale behind the safety case. As of October 2023, the 

change is incorporated into the guidelines for applying for trials.39  

4.2 Policy labs for applied AI 
We have used the term policy lab instead of regulatory sandbox in our research. Policy 

labs is one way of managing the perceived conflict between technological innovation and 

existing or upcoming regulations.40 Within a policy lab, a wide range of stakeholders 

gather to solve the bottlenecks for innovations together. This is in line with the ambitions 

to include relevant actors in the regulatory sandbox, be it national authorities, testing 

facilities, trade associations, procuring organisations or suppliers and consultancy firms.   

As a methodology it borrows from agile development and design thinking in applying an 

iterative and incremental process. The nature of the process allows for exploring the 

problem and solution space multiple times, adding complexity in terms of more detail 

and/or new policies. Speaking of policies, we explicitly use a wide and inclusive definition 

to encompass laws, regulations, directives, corporate guidelines, ethical frameworks, 

business models, standards, and so on – if it aims to regulate the behaviour of one or 

more actors, we call it a policy.  

While vehicles and ships are products explicitly excluded from CE-marking according to 

the AI Act41, there is still a lot to learn from how policy development can be facilitated 

from previous research in relation to the involved AI systems. 

The first series of research projects concerns the trialling of autonomous vehicles in a 

Swedish context. The policy in this case is a government regulation that gives the Swedish 

Transport Agency the mandate to govern how trials are conducted on public roads. At 

the introduction of the new regulation, we conducted a project evaluating the lessons 

learnt from the first applications and trials.42 We followed up that project with new 

projects, such as an investigation on the interaction between regulatory and product 

boundaries to see when a vehicle becomes a machine according to international 

regulation.43 And in 2023 the authority chose to incorporate the involvement of a third 

party in their assessment procedure.  

A second series of policy labs emanates from the needs of public sector bodies. During 

the autumn of 2022 we facilitated a policy lab in relation to the governmental assignment 

to four authorities in developing the AI competence within public administration. The 

 
39 Kompletterande upplysningar för ansökan om tillstånd för försöksverksamhet med automatiserade 
fordon, https://www.transportstyrelsen.se/globalassets/global/vag/fordon/automatiserade-
fordon/kompletterande-upplysningar-forsoksverksamhet-automatiserade-fordon-1.0t.pdf (Swedish 
only). 
40 The role of policy labs for introducing autonomous vehicles, 
https://urn.kb.se/resolve?urn=urn:nbn:se:ri:diva-57249  
41 See article 2 and Annex II. 
42 Policy Lab for Autonomous Transport Services, https://www.ri.se/sites/default/files/2020-02/PLATT-
English.pdf  
43 Self-certification of autonomous buses, https://urn.kb.se/resolve?urn=urn:nbn:se:ri:diva-52477 (this 
analysis pre-dates the new EU rules for type approvals of autonomous vehicles and might be outdated) 
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https://www.transportstyrelsen.se/globalassets/global/vag/fordon/automatiserade-fordon/kompletterande-upplysningar-forsoksverksamhet-automatiserade-fordon-1.0t.pdf
https://www.transportstyrelsen.se/globalassets/global/vag/fordon/automatiserade-fordon/kompletterande-upplysningar-forsoksverksamhet-automatiserade-fordon-1.0t.pdf
https://urn.kb.se/resolve?urn=urn:nbn:se:ri:diva-57249
https://www.ri.se/sites/default/files/2020-02/PLATT-English.pdf
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work focused on two novel AI services and their relation to the proposed AI Act and Cyber 

Resilience Act. The outcome is presented in the authorities’ final report.44 Another policy 

lab investigated the possibilities of municipalities to facilitate and procure mobility 

services.45 As a way of assessing the implications of the AI and Data acts, while under 

negotiation, RISE also applied the latest version of each act to innovative services within 

the public transport domain and the proposed EU regulations’ impact on business 

relations and procurement.46 

The third series of projects relate to smart shipping.47 While initially perceived as a 

question of international policies the analysis showed that applicable Swedish policies 

for ships under Swedish flag on Swedish waters give some leeway for introducing remote 

operated ships. Other outcomes relate to inter-agency collaborations on navigational 

assistance from shore and automation of safety functions on passenger ferries. This 

project is followed by an on-going project on safety cases for remote operated passenger 

ferries based on the European Maritime Safety Agency’s safety case methodology, the 

Risk Based Assessment Tool.48 

The investigated cases have multiple aspects in common: 

• cross-authority collaborations, ranging from understanding each other’s 
perspective and perceived trajectories to formulating shared innovation 
roadmaps;   

• the importance of safety cases as a means to relate functional requirements to 
actual innovation projects; 

• which in turn requires another level of self-assessment, from “is our value 
within the prescribed span” to “is our value reasonable and how do we know 
that” as well as competences in assessing others self-assessment; 

• learning for all involved – such as inter-agency collaborations, new business 
relations between private and public bodies or between providers and suppliers, 
the public body as innovation driver and customer, how to interpret technical 
standards, the role of procurement in driving innovation;  

• since we do not know which policies are applicable for the innovative AI system 
it is not possible for the involved authorities to conduct direct supervision, there 
is neither best nor first practices. Instead, the participants together explore how 
innovation maps to policies in force and/or being proposed; as well as 

• the learning and how it came forth is summarised in public reports. 

 
44 Report on the governmental assignment for public sector’s capability with regards to AI, 
https://www.digg.se/download/18.5b30ce7218475cd9ed39384/1674479294670/Slutrapport%20Uppdr
ag%20att%20främja%20offentlig%20förvaltnings%20förmåga%20att%20använda%20AI%20I2021-
01825.pdf (Swedish only).   
45 The mobility market and the mandate of the municipalities, https://www.k2centrum.se/konkurrens-
och-kommunal-kompetens-det-offentligas-mojligheter-i-relation-till-marknaden (Swedish only). 
46 Proposed EU regulations’ impact on data utilisation, https://urn.kb.se/resolve?urn=urn:nbn:se:ri:diva-
64372 
47 The Swedish policy lab for maritime autonomous surface ships, 
https://urn.kb.se/resolve?urn=urn:nbn:se:ri:diva-67518. 
48 Risk Based Assessment Tool, https://www.emsa.europa.eu/mass/rbat.html  

https://eur05.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcreativecommons.org%2Flicenses%2Fby%2F4.0%2Fdeed.en&data=05%7C01%7Chakan.burden%40ri.se%7C72dc6cef807c4813274608daf47237f0%7C5a9809cf0bcb413a838a09ecc40cc9e8%7C0%7C0%7C638091068639972637%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=r9vbcGmNaCFdScabkcYfGKP8jneZQ9tHGjodFPLCIg0%3D&reserved=0
https://www.digg.se/download/18.5b30ce7218475cd9ed39384/1674479294670/Slutrapport%20Uppdrag%20att%20främja%20offentlig%20förvaltnings%20förmåga%20att%20använda%20AI%20I2021-01825.pdf
https://www.digg.se/download/18.5b30ce7218475cd9ed39384/1674479294670/Slutrapport%20Uppdrag%20att%20främja%20offentlig%20förvaltnings%20förmåga%20att%20använda%20AI%20I2021-01825.pdf
https://www.digg.se/download/18.5b30ce7218475cd9ed39384/1674479294670/Slutrapport%20Uppdrag%20att%20främja%20offentlig%20förvaltnings%20förmåga%20att%20använda%20AI%20I2021-01825.pdf
https://www.k2centrum.se/konkurrens-och-kommunal-kompetens-det-offentligas-mojligheter-i-relation-till-marknaden
https://www.k2centrum.se/konkurrens-och-kommunal-kompetens-det-offentligas-mojligheter-i-relation-till-marknaden
https://urn.kb.se/resolve?urn=urn:nbn:se:ri:diva-64372
https://urn.kb.se/resolve?urn=urn:nbn:se:ri:diva-64372
https://urn.kb.se/resolve?urn=urn:nbn:se:ri:diva-67518
https://www.emsa.europa.eu/mass/rbat.html
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In short, safety cases play an instrumental role when introducing innovative technology 

into society. And introducing innovative products often explores and develops the 

boundaries of established praxis in terms of governance and policies.  

4.3 Regulatory compliance is a process 
From our experiences we want to emphasise what we see as important factors to consider 

for the introduction of regulatory sandboxes.  

Innovation within an AI regulatory sandbox “shall take place under the direct 

supervision and guidance by the competent authorities with a view to ensuring 

compliance with the requirements of this Regulation and, where relevant, other Union 

and Member States legislation supervised within the sandbox”49. While we have no 

objections regarding the intention, we think that we cannot assume that national 

authorities will know how to comply from day one with the AI Act.  

Take the case with the Swedish Transport Agency, they have been continuously 

developing their praxis regarding compliance in relation to the growing complexity of 

trials of autonomous driving. And that is in a more confined context than the proposed 

AI regulatory sandboxes. The Governmental regulation and its scope to trialling 

autonomous vehicles has been fixed since 2017. Or the Swedish Authority for Privacy 

Protection who has overseen the market surveillance of GDPR since 2018 (and with 

national rules of personal data protection long before) but understandably need time to 

integrate their innovation assignment into the overall surveillance assignment. Put this 

in relation to a new EU regulation with a scope encompassing AI in general and 

prioritised domains such as infrastructure, health and environment. It is from our 

perspective fair to assume that praxis will evolve over time.  

And evolving praxis is appropriate as it means that the authority is taking changing 

societal needs, differing expectations of applicants as well as the evolving nature of 

technology and trials into consideration. But understanding what regulatory compliance 

means in relation to AI also requires collaborations with other authorities and 

incorporation of sector-specific requirements, supporting commercial actors while 

staying impartial, sharing learnings across the actors of the ecosystem but respecting IP 

and trade secrets as well as having a research and innovation agenda. This puts the claim 

from the World Economic Forum in 201950 and the need for faster regulation in a 

different light. Our perception is that when we give Swedish authorities the mandate and 

time to act, they can be quite competent in continuously refining their role in relation to 

innovation and surveillance. 

5 A market failure? 
In order to comply with the requirements, set out in article 54 regarding how to process 

personal data in order to be applicable for an exempt from GDPR, we assume that there 

will be a need for new digital infrastructure. And taking into account that some of the 

 
49 The mandate of the Commission, article 53.1. 
50 See fotnote 1. 
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data being processed within the scope of the regulatory sandbox originates from public 

administration, we also assume that some national competent authorities will want that 

digital infrastructure to be governed by public bodies to ensure compliance with Member 

State and EU law. Putting the appropriate infrastructure in place could be done through 

public procurement or through in-house development (possibly using contractors, off-

the-shelf-components, open-source solutions and other external resources). Either way, 

this will drive costs related to the regulatory sandboxes. There will also be costs for those 

authorities expected to participate in the sandbox in order to oversee data processing 

related to their market surveillance assignments.51 

That raises questions regarding the rights of the national competent authorities that 

facilitate the regulatory sandboxes – what is their future share of and responsibility 

towards the innovations that the sandbox churns out? Or will they be compensated for 

their time, competence and resources through standardised agreements and fees? In a 

Swedish context, the rights of national authorities52 and municipalities53 to charge fees 

is regulated by law and should in general suffice to cover the actual costs without 

resulting in a net profit. However, the laws do not explicitly account for intellectual 

property rights. And a possible drawback with a presumably modest fee is that it might 

hinder or distort competition on the market for data centres and factories.   

Taken together the introduction of regulatory sandboxes raises the question to what 

extent it is fair to assume a market failure in relation to a future market’s capacity of 

facilitating regulatory compliance with the AI Act? There are already commercial actors 

that provide consultancy in relation to GDPR compliance or how to comply with the 

various regulations and directives that govern product safety. So, what is different in 

terms of AI? 

An alternative solution would be to amend GDPR with the equivalent of article 54 and 

retract articles 53 and 54 from the AI Act. That might be more cumbersome than the 

current process but create the same possibilities for innovation and leave the market to 

sort out which support is needed for facilitating compliance with the AI Act.  

However, the benefits of introducing regulatory sandboxes lies in the collaboration 

between public and private actors in interpreting laws and standards in relation to 

innovative AI systems. The outcome of the process is the first practice when there is no 

best practice. This is also disruptive as it shifts the focus of practice from courts and trade 

associations to exploratory public-private collaborations. It is subsequently important to 

strike the balance between impartial and transparent governance with decisions that can 

be appealed against, and the need to establish proactive measures for responsible 

innovation. 

 
51 The Swedish Authority for Privacy protection have raised this in their budgetary basis 2024-26,  
https://www.imy.se/globalassets/dokument/ovrigt/imys-budgetunderlag-2024-2026.pdf (Swedish 
only). 
52 Avgiftsförordning (1992:191), https://www.riksdagen.se/sv/dokument-och-lagar/dokument/svensk-
forfattningssamling/avgiftsforordning-1992191_sfs-1992-191/. 
53 Kommunallag (2017:725), https://www.riksdagen.se/sv/dokument-och-lagar/dokument/svensk-
forfattningssamling/kommunallag-2017725_sfs-2017-725/. 
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https://www.imy.se/globalassets/dokument/ovrigt/imys-budgetunderlag-2024-2026.pdf
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6 Alignment of initiatives supporting 
the Digital Decade 
It seems the AI systems that require CE-marking are not aligned with the systems that 

will benefit from the exempt from GDPR. And neither set of systems map to the four, 

soon five, AI test and experimentation facilities (TEF) provided by EU-funding. There 

are overlaps, as for the energy domain which is considered a high-risk AI domain and 

will be supported with a TEF and a dataspace, while not necessarily qualifying for 

exempts from GDPR within a regulatory sandbox.  

The TEF for AgriFood will perhaps be of use for regulatory sandboxes regarding certain 

machinery at the same time as agricultural and forestry vehicles are out of scope of the 

AI Act. On the other hand, health has a dataspace, a TEF, is regarded as an area where 

exempts from GDPR should be possible and AI-based safety functions in medical devices 

need to be CE-marked.  

How the disparate use-cases of the TEF for Smart Cities and Communities will create 

synergies with regulatory sandboxes and dataspaces is still an open question. There are 

some possibilities in relation to product safety, such as for machinery and elevators, and 

dataspaces for manufacturing but the major effects will probably not be realised unless 

domains like mobility and traffic management are combined with vehicles and other 

transport modes in the future.54  

For us it seems that the introduction of the exempt from GDPR and supporting resources 

would benefit from a more stringent alignment in terms of wanted innovation with 

respect to AI as technology. That would also help in building critical mass around 

initiatives where public and private interests can find a shared agenda and trajectory. 

Perhaps one of those trajectories will take shape as the Digital Decade meets the Green 

Deal when regulatory sandboxes are used to facilitate innovative AI systems “improving 

the quality of the environment”.  

7 A window of opportunity 
The mandate to foster and facilitate regulatory compliance as well as innovation, given 

to the public sector through the AI Act’s regulatory sandboxes, is disruptive. It changes 

the role and responsibilities for some national authorities, requiring the acquisition of 

new competences and resources, as well as for the private sector. When they team up 

with a competent authority the mandate to act becomes larger, as does the responsibility 

with regards to which kinds of innovation to drive.  The AI regulatory sandboxes will also 

be an instrument for policy development as first practice is established in the 

interpretation of laws and standards. 

 
54 See recital 29 of the Commission’s proposal for an AI Act. 
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Since there now is a political agreement in place on AI regulatory sandboxes, we suggest 

initiating trials55 now. This will provide opportunities for learning in relation to the AI 

Act as well as in how to operate a regulatory sandbox through the different phases of an 

innovation project. 

As can be seen from the diverging mandates regarding how and why to organise 

regulatory sandboxes there are multiple ways to go forward. Some of these paths will not 

be covered by the articles of the taken act. If they still provide value to the AI ecosystem 

and society, they can be used after the AI Act is in force but branded under another name 

and serve as complementary instruments. The exempt from GDPR would then be a 

unique feature of the AI regulatory sandbox as defined by the AI Act.    

Trialling before the act comes into force will provide ample opportunities for acquiring 

new digital skills and understanding of how to create a safe digital space. It will also 

initiate learning of fundamental competences in relation to risk management and safety 

cases. Both needed by public administration for successful digitalisation. Furthermore, 

by adopting an incremental and iterative process it will be possible to transition from 

learning the basics of selecting a case and finding relevant partners to detailing how to 

manage big datasets, co-creation, compliance-by-design, state-of-the-art testing and 

sharing responsibilities and rewards – at the same time as improving based on what was 

learnt in the previous iteration. 

The experiences from operating and managing trials will also give insights into what 

kinds of agreements to have in place, how to exit from the regulatory sandbox, how to 

handle liability and what to expect from different actors throughout the innovation 

process. It will also give different actors in general and specifically authorities an 

opportunity to collaborate in research and innovation activities as well as defining and 

assessing innovation agendas.56 And by making the learnings public in project-specific 

and annual reports, non-participants can learn and adapt. Initiating trials on regulatory 

sandboxes now, before the AI Act is taken into force, will, in short, contribute to 

“evidence-based regulatory learning”.57 

Here it can be vital to give relevant public actors the mandate to act through 

governmental assignments or municipal regulations. This will in turn require 

appropriate budgets and create a demand for relevant competences and solutions in line 

with the ambitions of the Digital Decade Policy Programme.58 A window of opportunity 

has opened itself and it is time to take action before the AI Act comes into force.  

  

 
55 ... greenhouses, pilots, policy or living labs – call them what you want. 
56 See e.g. the report on the Governmental assignment for public sector’s capability with regards to AI. 
Within the assignment we conducted a policy lab on the AI Act. The involved authorities recommend a 
new assignment that includes a policy lab, 
https://www.digg.se/download/18.5b30ce7218475cd9ed39384/1674479294670/Slutrapport%20Uppdr
ag%20att%20främja%20offentlig%20förvaltnings%20förmåga%20att%20använda%20AI%20I2021-
01825.pdf (Swedish only).   
57 To quote the mandate of the Council. 
58 Europe’s digital decade, https://commission.europa.eu/strategy-and-policy/priorities-2019-
2024/europe-fit-digital-age/europes-digital-decade-digital-targets-2030_en  
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