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Abstract

The surge in the European Union’s digital laws has created for companies a legal burden 
with high compliance costs, straining in particular the capacity of small and medium-sized 
enterprises (SMEs) to adapt and ensure regulatory compliance. Furthermore, despite the 
Omnibus simplification packages, the rapid increase in new legislation continues. This Policy 
Brief studies AI-driven regulatory technology (RegTech) solutions that leverage large language 
models (LLMs) to support companies’ compliance burden with the digital legislation. The Brief 
is an outcome of the research project AI-Driven Compliance Capabilities: The Impact and Risks 
of Artificial Intelligence in RegTech and SupTech Solutions (CCRS-AI) which is carried out at 
Aalto University and funded by the Research Council of Finland, formerly Academy of Finland.
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Recommendations to address challenges
1.	 To support companies with the digital legislation’s regulatory burden, the European Union and 
member states should provide in-depth guidance on the advantages and risks of RegTech tools, 
in particular those that employ artificial intelligence technologies – from large language models 
and federated learning to descriptive AI and computer vision. There should also be updated 
information on available solutions to support Europe’s RegTech industry.

2.	 Addressing hallucinations and leakage of data, for example of trade secrets, requires attention, 
first, to the kind of platform to be used: when available, a RegTech tool leveraging a purpose-
built LLM is recommended. Furthermore, mitigating data leakage and hallucinations requires 
employment of not only prompt engineering but also broad security guardrails. 

3.	 To support compliance with the GDPR, the European Data Protection Board has published 
a comprehensive risk management guide with tools to identify, evaluate and mitigate data 
protection and privacy risks. Moreover, the EDBP has recently released guidelines on 
anonymisation. Secure IT infrastructure as well as employing privacy enhancing technologies 
(PETs) also contribute to upholding data protection and privacy. 

4.	 Of paramount significance for companies that utilise LLM-based RegTech solutions is effective – 
not merely nominal – human oversight of the tools and verification of their outputs.
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Introduction

In the past decade, the increase in the digital legislation of the European Union (EU) has been 
nothing short of dramatic: from the regulation of cybersecurity and data (personal as well as non-
personal information) to online platforms, electronic communications and artificial intelligence (AI). 
While Regulation 2016/679,1 better known as the General Data Protection Regulation (GDPR) needs 
no introduction, of the more recent laws suffice to mention the Cyber Resilience Act,2 European 
Health Data Space3 and Artificial Intelligence Act.4

A change to the regulatory surge was anticipated after the 2024 Draghi report and Budapest 
Declaration, followed by the Competitiveness Compass in January of the following year, all of 
which paved the way to the European Commission’s Omnibus simplification packages. 

Significantly, on 19 November 2025, the Commission adopted the Omnibus package VII on Digital. 
Of the two law proposals included in it, the Digital Omnibus on AI is already law.5 It introduces 
amendments first and foremost to the Artificial Intelligence Act, but also to Regulations 2018/1139 
and 2023/1230. Changes include new prohibited AI practices, extended timelines, regulatory relief 
to small mid-cap companies and reducing sectoral overlap.

The second law draft for a Regulation on the Digital Omnibus seeks amendments to the Union’s 
digital acquis with proposed alterations inter alia to the regulation of data, reporting of security 
incidents and cookie rules.6 A host of laws are targeted, including the GDPR; Data Act (2023/2854); 
NIS2 Directive (2022/2555); Platform-to-Business Regulation (2019/1150), Data Governance Act 
(2022/868) and ePrivacy Directive (2002/58/EC). At the time of writing, the pertinent law proposal 
is under the co-legislative process.

Furthermore, more changes beyond the Omnibus packages can be expected as on 28 April 2026, 
the European Commission introduced its Regulatory Deep Cleaning Action Plan.7 

Nevertheless, at the same time, the surge in new digital legislation has not gone away, on the 
contrary. Even after the 19 November 2025, there is already a flood of law drafts the development 
of which will require companies’ attention, such as the proposals for a Regulation on Digital 
Networks;8 Cloud and AI Development Act9 and EU Kids Act.10 And yet more legislation is planned, 
beginning with the Digital Fairness Act and European Product Act.

To support companies with their compliance burden, there are regulatory technology (RegTech) 
solutions. A game changer for these tools has been the employment of artificial intelligence in 
general, and for digital laws, solutions leveraging large language models (LLMs) in particular. 

Trained on vast amounts of text, LLMs are deep learning models that generate human-like 
language.11 For RegTech purposes, it is useful to distinguish between general-purpose LLMs and 
purpose-built LLMs. While the former, trained on diverse public texts, offer greater versatility but 
lower precision; the latter provide limited versatility yet greater area-specific expertise. 

For businesses, advantages of employing LLM-based RegTech tools include a major speeding up 
of compliance, continuous regulatory ingestion, cross-document reasoning as well as a reduction 
in human effort. 

Optimisation of LLM-based RegTech solutions for supporting digital laws requires, first, that their 
use itself complies with the relevant legislation, notably the Artificial Intelligence Act, and when 
personal data is processed, the General Data Protection Regulation. Furthermore, the type of LLM 
that the RegTech tool employs is significant, with purpose-built LLMs standing out at an advantage 
due to auditability and greater expertise. Additionally, they can be configured to be deterministic 
to ensure repeatable results. Last but not least, there are risks in the leveraging of the LLM-based 
RegTech solutions that need to be addressed and mitigated in order for the tools to deliver the 
sought-after regulatory compliance.
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Material and methods

The material for this Policy Brief comes from both published and event sources. The first-
mentioned include the EUR-Lex database with access to the authentic Official Journal of 
the European Union as well documents and publications, first and foremost by the European 
Commission and the European Data Protection Board (EDPB). The event sources comprise two 
international roundtable discussions held in spring and summer 2026 with contributions ranging 
from AI scientists, law professors and lawyers to specialists from the European Commission, 
representatives of SME organisations and civil servants; and a wide range of businesses: SMEs, 
large companies and RegTech providers. The roundtable discussions and this policy brief are 
part of the research project AI-Driven Compliance Capabilities: The Impact and Risks of Artificial 
Intelligence in RegTech and SupTech Solutions (CCRS-AI) that is carried out at Aalto University 
and funded by the Research Council of Finland. 

Insights

Challenge 1:
There prevails a lack of knowledge of RegTech solutions providing compliance with digital 
legislation. Companies seeking regulatory support may not even know that such tools exist. And 
even when businesses are aware of pertinent RegTech solutions, they may have major concerns 
over the use of these tools due to lack of sufficient and up-to-date knowledge in order to be 
able to make an informed decision.

Recommendation 1:
To support companies with the digital legislation’s regulatory burden, the European Union and 
member states should provide in-depth guidance on the advantages and risks of RegTech tools, 
in particular those that employ artificial intelligence technologies – from large language models 
and federated learning to descriptive AI and computer vision. There should also be updated 
information on available solutions to support Europe’s RegTech industry.

Challenge 2:
RegTech solutions employing LLMs entail risks, such a leakage of data and hallucinations.

Recommendation 2:
Addressing hallucinations and leakage of data, for example of trade secrets, requires attention, 
first, to the kind of platform to be used: when available, a RegTech tool leveraging a purpose-
built LLM is recommended. Furthermore, mitigating data leakage and hallucinations12 requires 
employment of not only prompt engineering but also broad security guardrails.
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Challenge 3:
The use of RegTech solutions leveraging large language models can also risk data protection 
and privacy, including by means of data breaches and prompt-based leakages of personal 
information, leading to non-compliance with the General Data Protection Regulation. 

Recommendation 3:
To support compliance with the GDPR, the European Data Protection Board has published 
a comprehensive risk management guide with tools to identify, evaluate and mitigate data 
protection and privacy risks.13 Moreover, the EDBP has recently released guidelines on 
anonymisation.14 Secure IT infrastructure as well as employing privacy enhancing technologies 
(PETs) also contribute to upholding data protection and privacy.15 

Challenge 4:
Lack of robust human-in-the-loop frameworks is a major risk for companies that use LLM-
enabled RegTech tools.

Recommendation 4:
Of paramount significance for companies that utilise LLM-based RegTech solutions is effective – 
not merely nominal – human oversight of the tools and verification of their outputs.

A warm thank you to all roundtable participants from around Europe and beyond as well as 
the CCSR-AI team: Professor Robin Gustafsson, Dr. Åke Freij and Doctoral Researcher Anita 
Golzarjannat.
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