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LawCom.Ins,tute GmbH is a private company specializing in advising public administra,on. In 2025 
one of several assignments regarding the adop,on of the AI-Act was to develop a concept for a 
regulatory AI sandbox based on Art. 57,58 AI-Act. Drawing on this experience, we have reviewed the 
draI of the EU Implemen,ng Regula,on laying down rules for the applica,on of Regula,on (EU) 
2024/1689 of the European Parliament and of the Council, specifically regarding the establishment, 
development, implementa,on, opera,on, and supervision of AI regulatory sandboxes. 

We appreciate the opportunity to share our insights and would like to offer the following observa,ons: 

General Observa+ons 

Ar,cle 58(1) of the AI Act mandates the Commission to adopt implemen,ng acts specifying detailed 
arrangements for the establishment, development, implementa,on, opera,on, and supervision of AI 
regulatory sandboxes, with the aim of avoiding fragmenta,on across the Union. The current draI 
addresses most of the issues outlined in Ar,cle 58 of the AI-Act. However, we would like to draw your 
a[en,on to some instances which might be understood as if the draI would: 

• Introduce new regula,ons not rooted in the AI-Act or other EU regula,ons, 

• Repeat the content of exis,ng provisions without adding meaningful specifica,on, 

• Fail to clarify rules that urgently require further specifica,on. 

Below, we provide detailed comments on individual provisions of the draI:



   

 

   

 

 

Ar+cle 2(2) 

This provision is intended to specify Ar,cle 58(2)(d) AI-Act, which states: 

"Access to the AI regulatory sandboxes is free of charge for SMEs, including start-ups, 
without prejudice to excep3onal costs that na3onal competent authori3es may 
recover in a fair and propor3onate manner." 

It is essen,al for competent authori,es to understand: 

• What costs may be considered "excep,onal" and 

• Under what circumstances cost recovery would be deemed unfair or 
dispropor,onate. 

The draI does not provide a specifica,on but instead alters the original rule by sugges,ng that 
only costs "exceeding what the competent authority can reasonably expect from the sandbox 
plan associated with the specific sandbox project" may be recovered. This approach may force 
authori,es to reject sandbox plans for projects with high an,cipated costs (e.g., for tes,ng or 
training), as there would be no opportunity to recover such costs once the sandbox plan is 
accepted. There is also no provision for reaching an agreement with applicants willing to cover 
extensive use of training or tes,ng facili,es. 

Regarding the second ques,on (unfair or dispropor,onate recovery), the draI merely repeats 
the phrase "in a fair, transparent, and propor,onate manner," which does not cons,tute a 
meaningful specifica,on. 

So our proposi,on is that the draI should keep close to Ar,cle 58(2)(d) AI-Ac by not referring 
to the costs expected from a specific sandbox plan, but by referring to the average of projects 
par,cipa,ng in an AI regulatory sandbox.  

Ar+cle 2(3) 

This paragraph seems to restrict the possibili,es for charging applicants larger than SMEs with 
fees to cover full costs. Art. 58(2)(d) AI-Act only regards fees for SMEs. There is no reason for 
restric,ng the possibili,es of the authori,es to charge the full costs incurred to applicants 
larger than SMEs. "Propor,onate" implies that only a part of the costs may be covered, not the 
en,re amount of costs. This paragraph should either be deleted, or the words “propor,onate 
to” (the costs incurred) should be replaced by “covering” (the costs incurred).  

Ar+cle 2(5) 

This paragraph is unnecessary Its content is self-evident (i.e., European law applies to 
par,cipants), and it interferes with Ar,cle 57(12) of the AI Act without providing further 
specifica,on. It could be deleted. 

Ar+cle 3(3) 

This provision regards criteria for selec,on of a sandbox project. Among the criteria to be taken 
into considera,on, the prospec,ve costs or capaci,es consumed by the sandbox plan are not 
men,oned.  
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This might be inconsistent with Ar,cle 4(3) of the draI, which allows explicitly to take into 
considera,on available capacity and resources when determining the dura,on of the sandbox 
plan. Since Ar,cle 2(2) of the draI prohibits SMEs from covering the costs of the plan, the 
prospec,ve costs must necessarily be considered by the public authority when deciding 
whether a project can reasonably be admi[ed to a sandbox with limited resources.  

Therefore, the following should be added: 

"f) the costs and capaci3es consumed for the execu3on of the Sandbox Plan." 

Ar+cles 3(5) and 3(6) 

These provisions add no substan,ve informa,on, merely referring to the AI-Act itself. Such 
references are redundant in a regula,on intended to specify the AI-Act. These paragraphs 
should be deleted. 

Ar+cle 4(4) 

This provision concerns real-world tes,ng under the supervision of a regulatory sandbox 
(Ar,cle 58(4) AI Act). The only guidance provided is that "the real-world tes,ng plan shall be 
part of the sandbox plan." The real issue is that Ar,cle 58(4) AI-Act is inconsistent with the 
regula,on of real-world tes,ng in Ar,cle 60 of the AI-Act, which assigns responsibility for 
approval to the market surveillance authority. Real-world tes,ng of AI systems is generally 
governed by Ar,cle 60 and is not typically linked to regulatory sandboxes. For prac,cal 
purposes, clearer guidance is needed on how to allocate responsibili,es under Ar,cles 57, 58 
and 60 of the AI-Act. 

Ar+cle 4(5) 

This provision is intended to specify Ar,cle 58(2)(f) of the AI-Act, which requires regulatory 
sandboxes to "facilitate the involvement of other relevant actors within the AI ecosystem." 
However, Ar,cle 4(5), sentence 1, shiIs responsibility from the regulatory sandbox to the 
competent authority, which is not supported by the AI-Act. The term "competent authori,es" 
should be replaced by "regulatory sandboxes 

Ar+cle 5(2)(g) 

This provision conflates the authority to supervise real-world tes,ng (assigned to the market 
surveillance authority under Ar,cle 60) with the supervision of regulatory sandbox projects 
(Ar,cles 57 and 58). The mutual tasks of the regulatory sandbox / competent authority 
according to Art. 58 (4) AI-Act vs. the market surveillance authority according to Art. 60 (6) AI-
Act should be specified more precisely. 

Ar+cle 5(2) 

This paragraph does not men,on the costs that the competent authority can reasonably 
expect from the sandbox plan, despite Ar,cle 2(2) highligh,ng the importance of this figure. 
An addi,onal point should be added: 

"the costs that can reasonably be expected from the execu3on of the sandbox plan." 

Ar+cle 5(6) 

This paragraph imposes obliga,ons on Member States regarding real-world tes,ng of AI 
systems. As the draI is intended to specify regula,ons on regulatory sandboxes, it should not 
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a[empt to regulate real-world tes,ng under Ar,cle 60 AI-Act, which is outside the scope of 
Ar,cle 58(1) AI-Act. 

Furthermore, the obliga,ons stated in paragraph 6 are not supported by Ar,cles 57, 58, or 60 
AI-Act. There is no obliga,on for Member States to "enable the tes,ng in real-world condi,ons 
of those products, including by providing, as necessary, access to physical public 
infrastructure." Otherwise, any provider of an AI system listed in Sec,on B of Annex I could 
claim access to public infrastructure (e.g., airport runways or railway tracks), poten,ally 
disrup,ng essen,al services. This paragraph or at least the words: “including by providing, as 
necessary, access to physical public infrastructure” should be deleted. 

Ar+cle 6 

The importance of both the proof and the exit report, to be issued by the competent authority, 
is clear. However, the competent authority cannot have adequate evidence of the sandbox 
process unless it receives the necessary informa,on from the sandbox organiza,on. Therefore, 
it is important to establish that the competent authority may rely on a report from the sandbox 
organiza,on, which must include the elements specified in Ar,cle 6(2)(a)-(c) and Ar,cle 
6(3)(a)-(c) of the draI. This should be reflected in paragraph 1 as follows: 

 
"A*er comple3on of a provider’s or prospec3ve provider’s par3cipa3on in the AI 
regulatory sandbox, the relevant competent authority shall, based on a report from 
the sandbox organiza3on, evaluate the admiVed project with respect to the ac3vi3es 
carried out and the progress achieved, in accordance with the objec3ves set out in the 
sandbox plan." 

Ar+cle 6(4) 

This paragraph states that the exit report does not have the same status or legal effect as a 
declara,on of conformity under Ar,cle 47 of Regula,on (EU) 2024/1689. This is unnecessary, 
as Ar,cle 57(7) of the AI-Act already clarifies that neither the exit report nor the wri[en proof 
cons,tutes a declara,on of conformity, but rather serves as evidence of compliance for the 
conformity assessment process. This paragraph should be deleted. 

Ar+cle 7(1) 

This ar,cle describes the possibility of voluntary post-produc,on research efforts by the 
na,onal authority. As there is no obliga,on for the na,onal authority to undertake such efforts, 
nor for providers to support them, this provision is unnecessary and not covered by the 
Commission’s mandate under Ar,cle 58(1). It should be deleted. 

Ar+cle 7(2) 

This provision introduces a new obliga,on for na,onal authori,es to provide evidence and 
repor,ng regarding sandbox documents to the market surveillance authority, as referenced in 
Ar,cle 74 of the AI-Act. The powers of market surveillance authori,es are established in 
Regula,on (EU) 2019/1020 and specified for AI in Ar,cle 74 of the AI-Act. The new rule in 
paragraph 2 is not supported by these regula,ons and would exceed the Commission’s 
authority under Ar,cle 58(1). It should be deleted. 
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Missing Elements 
 

1. AI-regulatory sandboxes as part of the EU AI-Ecosystem 

As AI regulatory sandboxes will add a new kind of player to the exis,ng AI-ecosystem, it 
should be clarified which tasks have to be fulfilled by the regulatory sandboxes and which 
tasks shall remain with already exis,ng players as EDIHs, TEFs, AI Factories: 

Her are some ques,ons arising in this context:  

• According to 3.2 AI Con,nent Ac,on Plan of the Commission   

“The Network of European Digital Innova3on Hubs will … facilitate companies’ 
access to  …  other AI ini3a3ves such as regulatory sandboxes and Tes3ng and 
Experimenta3on Facili3es. 

It might be helpful to detail which roles in the applica,on and selec,on process lie 
with the sandbox organiza,on and which should be done by the EDIH.  

• EU has established TEFs for tes,ng AI-Systems.  

It might be useful to clarify if this task remains with TEFs or if the regulatory 
sandboxes have to take over.  

• Training of AI-Models needs great amounts of data processing capaci,es. For this 
purpose, AI-(Giga-) Factories are (to be) established in Europe. 

It would be helpful to point out if AI regulatory sandboxes really are expected to 
establish training facili,es. 

Art. 3 of the draI might be used to clarify the role  

 

2. Governance of AI regulatory sandboxes  

Any Member State intending to establish a regulatory AI sandbox must determine the most 
suitable legal en,ty to fulfill the requirements of the AI-Act. Neither the AI-Act nor the draI 
provides guidance on the organiza,on of regulatory sandboxes. It appears that there are 
no restric,ons regarding organiza,onal structure. On the other hand, the draI itself does 
not men,on the regulatory sandbox as an ac,ng en,ty, as it addresses the “competent 
authori,es”. It would be helpful if the following could be confirmed by the Commission in 
a new ar,cle of the draI: 

"A regulatory sandbox may be operated by the na3onal competent authority itself. 
The na3onal competent authority may also approve the opera3on of the regulatory 
sandbox by another legal en3ty, which may be a different public authority or a private 
company, provided that it agrees to fulfill the obliga3ons arising from the AI-Act and 
this implemen3ng regula3on." 

 

LawCom.Ins,tute  

Hamburg, January 2026 

https://digital-strategy.ec.europa.eu/en/library/ai-continent-action-plan

