
EU Policy and Regulatory Updates January / February 2025 P. 1 

EU Policy and Regulatory updates  
 
 
Avicenna Alliance Submits MDR Revision Proposals to the European Commission 

 
The Avicenna Alliance, in a letter addressed to the 
European Commissioner for Health and Animal 
Welfare, Olivér Várhelyi, has formally submitted 
proposals for the revision of the Medical Devices 
Regulation (MDR) and In Vitro Diagnostic 
Regulation (IVDR) to the European Commission. 
Avicenna’s recommendations align closely with 
the European Parliament’s recent resolution, 
which calls for urgent action to tackle regulatory 
bottlenecks, enhance efÏciency, and foster 
innovation in the European medical device sector. 

At the heart of its proposals is a strong push for the acceptance of digital evidence from in silico methods as 
part of both pre-clinical and clinical investigations. This includes embracing in silico clinical trials (ISCT) — a 
groundbreaking approach that leverages computer simulations to predict medical device performance and 
safety, aiming to accelerate market access while maintaining the highest standards of patient safety. 
The Avicenna Alliance believes that recognizing in silico evidence will not only reduce the time and cost 
associated with traditional clinical trials but also pave the way for more personalized and precise medical 
interventions.  
The Alliance will continue to collaborate closely with EU policymakers, industry leaders, and scientific 
communities to ensure that the regulatory framework evolves in step with technological advancements, 
creating a robust ecosystem that fosters innovation while safeguarding public health. 
 

Read more about Avicenna’s proposals here 
 
EMA Opens Public Consultation on Draft Guidance for Mechanistic Models in Model-Informed Drug 

Development 

 
The European Medicines Agency 
(EMA) is taking a significant step 
toward enhancing the use of 
mechanistic models in model-
informed drug development 
(MIDD) with the release of a draft 
concept paper for public 
consultation. Running from 14 
February 2025 to 31 May 2025, the 
consultation invites feedback on 
the development of a new 
guideline aimed at standardizing 
the assessment and reporting of 

these models in the drug development process. 
Mechanistic models, such as Physiologically Based Pharmacokinetic (PBPK) models, Physiologically Based 
Biopharmaceutics (PBBM) models, and Quantitative Systems Pharmacology (QSP) models, play a crucial 
role in simulating and predicting drug behaviour in the human body. Their integration into MIDD supports 
more precise decision-making, contributing to advancements in personalized medicine and more efÏcient 
drug development. 

https://www.avicenna-alliance.com/publications/avicenna-alliance-mdr-revision-proposals-to-the-european-commission.html
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This initiative reflects EMA’s commitment to fostering innovation and ensuring that mechanistic models are 
applied consistently and transparently across the industry. 
The concept paper is available for review here and stakeholders are encouraged to share their feedback 
during the consultation period. 
 
 
First Rules of the Artificial Intelligence Act Now in Effect 

 
As of 2 February 2025, the first set of rules under 
the Artificial Intelligence Act (AI Act) has ofÏcially 
come into effect. These initial provisions cover key 
areas such as the definition of AI systems, AI 
literacy, and a limited set of prohibited AI use cases 
that pose unacceptable risks within the EU. 
To support innovation and ensure clarity, the 
European Commission will publish guidelines on 
the AI system definition to help industry players 
determine whether a software system qualifies as 
an AI system under the Act. Additionally, a living 
repository of AI literacy practices will be created, 
gathering insights from AI providers and 
deployers. This initiative aims to foster learning 
and knowledge-sharing while equipping users with 
the skills needed to navigate AI technologies 
effectively. 
In parallel, the Commission will issue guidelines on 
prohibited AI practices that threaten citizens’ safety and fundamental rights. These guidelines will offer 
practical insights and real-world examples, informed by stakeholder input. While not legally binding, they will 
be updated as necessary to reflect ongoing developments. 
To further drive AI innovation, the Commission has launched several initiatives, including the AI innovation 
package to support startups and SMEs, and the upcoming AI Factories, which will offer access to the 
computing power required to develop advanced AI models and systems. 
For more details, visit the AI Act. 
 
European Data Protection Board (EDPB) Adopts Pseudonymisation Guidelines 

 
On 16 January 2025, the European Data 
Protection Board (EDPB) published Guidelines 
01/2025 on pseudonymisation, marking the first 
comprehensive guidance on this critical data 
protection measure since the implementation of 
the General Data Protection Regulation  
(GDPR). 
The guidelines provide two key legal 
clarifications: 

1. Pseudonymised data, which could be linked to an individual through additional information, is still 
considered personal data, as it remains related to an identifiable person. This means that if the data 
can be re-identified by the data controller or another party, it qualifies as personal data. 

2. Pseudonymisation can mitigate risks and facilitate the use of legitimate interests as a legal basis for 
processing, provided all other GDPR requirements are met. It can also support compatibility with the 
original purpose of data processing. 

https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-development-guideline-assessment-reporting-mechanistic-models-used-context-model-informed-drug-development_en.pdf
https://digital-strategy.ec.europa.eu/en/library/living-repository-foster-learning-and-exchange-ai-literacy
https://digital-strategy.ec.europa.eu/en/factpages/ai-innovation-package
https://digital-strategy.ec.europa.eu/en/factpages/ai-innovation-package
https://digital-strategy.ec.europa.eu/en/policies/ai-factories
https://digital-strategy.ec.europa.eu/en/policies/regulatory-framework-ai
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Additionally, the guidelines clarify how pseudonymisation can assist organisations in meeting their obligations 
related to the implementation of data protection principles (Article 5 GDPR), data protection by design and 
by default (Article 25 GDPR), and security (Article 32 GDPR). 
The guidelines further discuss the technical measures and safeguards necessary to ensure confidentiality 
when using pseudonymisation and to prevent the unauthorized identification of individuals. 
With the public consultation process now closed, the final version of the guidelines will establish binding 
interpretations for data protection authorities across the European Economic Area. 
 


