Brussels, March 10, 2025

Subject: Proposal of amendment to the Medical Device
Regulation

Dear Commissioner Olivér Varhelyi,

Industry leaders, renowned academic and healthcare organisations with a commercial
or research interest in the development of in silico medicine, using computational
modelling and simulation (CM&S), have joined forces to speak together through the
Avicenna Alliance. The Avicenna Alliance, a non-profit organisation, advocates for the
adoption of in silico technologies during the regulatory approval process.

We welcome the European Parliament’s resolution calling for measures to address the
most pressing challenges and bottlenecks in the implementation of the Medical Devices
Regulation (MDR) and In Vitro Diagnostic Medical Devices Regulation (IVDR) by early
2025. The goal is to “establish a robust, transparent, predictable and sustainable
regulatory framework for medical devices which ensures a high level of safety and
health whilst supporting innovation”. We are grateful for the European Commission to
do their utmost to resolve these challenges and bottlenecks with sufficient legal weight,
and therefore facilitate medical innovation in Europe.

To achieve this goal, the European Commission should ensure that most new devices
reach the European patients as fast as possible without compromising patient safety.
Contrary to other regions, unacceptable long delays in Europe are due, among others, to
regulations not prepared to support innovative methods, such as in silico technologies
and its combination with Artificial Intelligence methods, for assessing safety and efficacy
of medical devices.

Therefore, the Avicenna Alliance proposes immediate action to address the most
pressing challenges and reduce bottlenecks:

reducing and making predictable initial assessment timelines and costs,
making assessments of changes to medical technologies more efficient,
building an accelerated pathway for breakthrough innovation, and
adapting certification timelines to follow a life-cycle approach that includes
acceptance of in silico methods in the regulatory pathway.

All these measures are needed to ensure availability of devices for patients - including
availability of first in class and best in class medical technologies as well as maintaining
existing devices for European patients and health systems.

We believe that urgent measures are needed to ensure a predictable and efficient
certification process and ensure the timely availability of medical devices in Europe.
Accepting digital evidence coming from in silico trials will contribute to achieve our
common goals by reducing costs in clinical trials and accelerating the times to market.
Therefore, we support the European Parliament’s call to



e create transparent and harmonized durations for procedural steps in conformity
assessment;

e streamline the regulatory process;
improve transparency and efficiency;

e reduce the bureaucratic and financial burden by eliminating any unnecessary
administrative work for Notified Bodies and manufacturers;

e contribute to the technological advancements leading to faster times to patient
and better compliance with EU sustainable development goals.

The Avicenna Alliance also supports the Parliament’s call on the Commission to propose
the systematic revision of all relevant articles of these regulations, accompanied by an
impact assessment; this revision should be conducted as soon as possible. Therefore, we
welcome the swift publication of a clear revision timeline and an identification of areas
of intervention by the European Commission, accompanied by a targeted evaluation and
result in a full legislative proposal immediately following the final assessment.

Our members welcome the specific areas for attention called out in the Resolution,
including its focus on bringing predictability, support for innovative and life-saving
medical technologies, the support of SMEs and the elimination of unnecessary
administrative burdens. In addition to these items, it is critical that a systematic revision
of these regulations also include the creation of a single, dedicated governance structure
overseeing the regulatory system and ensuring that it remains coherent, sustainable,
efficient and impactful for patients.

The Avicenna Alliance remains committed to working closely with the European
Commission, European Parliament and Member States with other stakeholders from
other industry, academia and patient associations to ensure that the Medical Device
Regulation (MDR and IVDR) meet their objectives and foster a regulatory environment
supporting innovation, protecting public health and maintaining the availability of life-
saving medical devices across Europe. With this objective, we are glad to provide our
first set of proposals of revision of MDR with the introduction of acceptance of digital
evidence coming from in silico methods in the regulatory pathway, including in silico
clinical trials (ISCT), which can be found in the Annex to this letter.

Should you have any questions I would be delighted to address them directly
(secgen@avicenna-alliance.com, +32 474 068 955).

Sincerely yours

Thierry Marchal
President and Secretary General
Avicenna Alliance
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About Avicenna Alliance

The Avicenna Alliance is an association of industry leaders and renowned academic and healthcare
organizations with a commercial or research interest in the development of in silico medicine. Established
in 2016, the Association has its roots in the Virtual Physiological Human Initiative, a European Commission-
endorsed research area focused on computer modelling and simulation. Tasked by the European
Commission with developing a “Roadmap for in silico medicine,” the Association now seeks to translate this
roadmap into concrete policy and practices by supporting the development of a regulated in silico market.

The Avicenna Alliance bridges the gap between the scientific community, industry, and policymakers by
advocating for policy changes that reflect scientific and market developments for the sake of the European
patient and European Health industry.

By promoting the regulation and implementation of computational, modelling and simulation (in silico
methods), the Avicenna Alliance's mission is to complement traditional methods—such as in vitro (bench)
and in vivo (animal testing and clinical trials)—to deliver faster, safer, and more affordable healthcare to
patients.



