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WORD OF PRESIDENT AND SECRETARY GENERAL 
 

We Need Guidance More Than Regulations 
By Thierry Marchal 
President and Secretary General 
Avicenna Alliance 
 
I often hear from many companies that they don't want extra 
regulation or that regulations could be too restrictive for 
business and innovation. Of course, some regulations are 
necessary to ensure that patient safety is never compromised. 
It's also helpful when the authorities share their opinion and 
advice on new and emerging technologies that could be used to 
make new treatments safer, more affordable and more 
profitable faster than ever before. But it's crucial to avoid over-
regulating the process to make it easier for companies and 
clinicians / patients to consider new technologies and solutions 
that could improve patient safety.  

While adopting new and promising technologies that could 
speed up research and development as well as the regulatory 
approval process is tempting, many companies hold off on 
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adopting or expanding innovative solutions without clear guidance. Indeed, adopting new technology is a 
risky process full of uncertainties:  

• Will regulatory authorities accept the technologies (or partially accept them, as is the case in the 

European Union)? 

• Under what conditions could they use innovative technologies or, in the specific case of in silico 

approaches, how could they validate any model? 

• How could they report simulation results to regulatory authorities? 

• And so on. 

Companies are not asking for more regulations, if we can avoid them, 
but for more guidance! Medical device and pharmaceutical companies 
would appreciate being guided in adopting and rolling out valuable new 
approaches such in silico methods. The Avicenna Alliance is always ready 
to share its extensive in silico expertise with authorities like the Medical 
Device Coordination Group (MDCG), the International Council for 
Harmonisation of Technical Requirements for Pharmaceuticals for 
Human Use (ICH), and all organizations that help healthcare companies 
move toward faster, safer, and more affordable / more profitable 
medical innovations. 
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Spotlight on the Pharma & CMC Task Force 

“Accelerating Pharmaceutical Innovation: The Avicenna Alliance Relaunches its Pharma & CMC Task 
Forces” 

By Ani Amar, Yu Feng and Himanshu Kaul (Task Force Co-chairs) 

  

The Avicenna Alliance is pleased to announce the 
relaunch of its Pharma & (CMC) Task Force, bringing 
together expertise from pharmaceutical 
development, manufacturing, regulatory science, 
and in silico technologies to accelerate the adoption 
of computational approaches across the entire 
product lifecycle. 

Recognising the increasing convergence between 
pharmaceutical development and manufacturing, the 
Alliance has merged its previous Pharma Strategy and 
‘Chemistry, Manufacturing and Controls’ (CMC) 
activities into a single task force. The initiative will 
serve as a collaborative platform to demonstrate how in silico methods can support safer, faster, and more 
efficient development of medicines—from early research and formulation design to manufacturing, 
regulatory submissions, and lifecycle management. 

Building confidence in in silico evidence 

The overarching goal of the Task Force is to accelerate the trusted use of in silico approaches throughout 
pharmaceutical development while strengthening dialogue with regulators, industry, academia, and other 
stakeholders. 

The group will focus on several strategic priorities, including: 

• advancing the regulatory acceptance of in silico evidence in pharmaceutical and CMC applications; 

• increasing industry confidence in computational methods for drug development, formulation, 
manufacturing, and lifecycle management; 

• identifying high-impact use cases and priority applications; 

• fostering collaboration with regulatory agencies and international organisations; and 

• developing guidance documents, position papers, webinars, and other educational resources to 
support broader adoption. 

The initiative, under the In Silico Application (ISA) Working Group, will work closely with the Alliance's Policy 
Development and International Working Groups, ensuring that scientific progress is aligned with evolving 
regulatory frameworks. 

Supporting innovation from development to manufacturing 

In silico technologies are already playing an increasingly important role across the pharmaceutical product 
lifecycle; recent regulatory developments—including the International Council for Harmonisation (ICH) M15 
guideline on model-informed drug development and the FDA's Model Master File initiative—demonstrate 
growing recognition of computational evidence within regulatory decision-making. 

The Task Force aims to build on this momentum by collecting real-world examples of successful in 
silico applications, showcasing how modelling and simulation can support: 

• drug and formulation development; 
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• process scale-up; 

• in-process controls; 

• manufacturing optimisation; and 

• lifecycle management. 

By sharing practical industrial experience, the group 
hopes to accelerate broader adoption across the 
pharmaceutical sector. 

Case studies demonstrating real-world impact 

Several examples can illustrate how advanced 
computational modelling can support CMC 
activities, e.g. the use of computational fluid dynamics (CFD) and discrete element modelling (DEM) to 
improve the design and performance assessment of dry powder inhalers. Combined with AI-enabled 
reduced-order modelling, these approaches offer a fast, reliable, and cost-effective way to quantify 
uncertainty and optimise product performance—supporting both innovative and generic product 
development. 

More broadly, the Task Force is exploring generalised workflows that integrate a range of in 
silico methodologies across pharmaceutical manufacturing, helping organisations make development more 
flexible, efficient, and evidence-based. 

A global effort towards regulatory harmonisation 

Beyond individual case studies, the Task Force is committed to promoting international harmonisation in the 
use of computational methodologies. By engaging regulators, standards organisations, industry partners, and 
academic experts worldwide, the group aims to help establish consistent approaches for integrating in 
silico evidence into pharmaceutical development and manufacturing. 

Among its priorities for 2026 are defining the governance and work plan of the merged Task Force, expanding 
its network of experts, compiling use cases from across the industry, engaging regulatory authorities, and 
preparing the outline of a new position paper on in silico approaches in Pharma and CMC. 

Join the Pharma & CMC Task Force 

The ultimate objective is clear: to accelerate the delivery of safe, effective medicines to patients while making 
pharmaceutical development and manufacturing more efficient. 

The success of this initiative depends on collaboration across disciplines. Members with expertise in 
pharmaceutical development, manufacturing, modelling and simulation, regulatory science, artificial 
intelligence, or related fields are warmly invited to join the Task Force by sending an email to Roberta Maggi 
(manager@avicenna-alliance.com)) and contribute to shaping the future of in silico medicine in 
pharmaceuticals. 

Together, we can help demonstrate the value of computational evidence, build regulatory confidence, and 
accelerate innovation for the benefit of patients worldwide. 

  

 
 
 

 

mailto:manager@avicenna-alliance.com
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Spotlight on our member qtec 
  
“Member Spotlight: qtec – Helping Bring In Silico Innovation into Regulatory Practice”  
By Jan Graf, Chief Executive Officer, qtec 
 
As computational modelling and simulation (CM&S) continues to 
gain momentum across the medical device sector, the need for 
practical guidance, regulatory expertise and stakeholder 
engagement has never been greater. This is precisely 
where qtec, one of the newest members of the Avicenna 
Alliance, aims to make a difference, acting as a bridge between 
manufacturers, notified bodies and technology providers, helping transform the growing interest in in silico 
methods into practical implementation. 

Based in Germany, qtec is a family-owned consultancy that has been supporting the medical device industry 
for more than 25 years. Today, its team of around 100 medical device experts works with clients ranging from 
innovative start-ups to global manufacturers across Europe, Asia and the United States. Their projects span 
virtually every type of medical device—from adhesive bandages to heart-lung machines—and cover 
everything from strategic consulting to long-term regulatory and clinical support. 

At the heart of qtec's approach is flexibility, reflected in qtec's self-developed Solution Cube, a framework 
that combines three dimensions: regulatory areas (medical devices, in vitro diagnostics and combination 
products), technical expertise (including clinical affairs, compliance, digital transformation and artificial 
intelligence), and the level of strategic or operational support required. Rather than offering predefined 
services, qtec builds tailored solutions that match each client's individual challenges. 

Why join the Avicenna Alliance? 
For qtec, computational modelling and simulation represents a significant opportunity to make medical 
device development smarter, safer and more efficient and joining the Alliance was a natural step. While 
recognising that in silico evidence is not intended to replace all traditional evidence generation, the company 
sees it as an increasingly valuable tool that can complement existing approaches and accelerate innovation. 
The company believes that wider adoption will only be possible through collaboration, knowledge sharing 
and increased visibility—three objectives that lie at the heart of the Avicenna Alliance. 

From interest to implementation 
To help manufacturers navigate this evolving landscape, qtec is developing a structured approach that guides 
companies from initial awareness through to regulatory implementation. 

The journey begins with strategic workshops to define clinical and regulatory objectives, followed by 
dedicated training that establishes a common understanding of CM&S across multidisciplinary teams. The 
process then supports structured dialogue with notified bodies before helping manufacturers incorporate 
computational evidence into technical documentation and Clinical Evaluation Reports (CERs), all coordinated 
through dedicated project management. 

This approach has been shaped by the expertise of René Bombien, whose background in notified bodies and 
clinical evaluation brings valuable regulatory insight to the team. 

A market full of interest—and questions 
Considering the current maturity of the medical device market with respect to in silico methods, the level of 
interest is encouraging, but uncertainty remains high. Many companies immediately recognise the potential 
of computational modelling but they want to learn more, train their teams and understand how to work with 
notified bodies. The interest is definitely there—but so are many questions. 

Awareness also needs to grow among healthcare professionals: while manufacturers are increasingly 
exploring computational evidence, clinicians often continue to expect traditional randomised clinical trials, 
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even in situations where these may not be feasible or scientifically appropriate and building trust across the 
whole healthcare ecosystem will be essential. 

Building knowledge together 
Education is another area where qtec hopes to 
contribute actively. 

The company has developed an extensive 
training academy covering many aspects of the 
medical device regulatory landscape. Although 
much of its current catalogue is available in 
German, qtec is open to collaborate with the 
Avicenna Alliance in developing new English-
language webinars and educational programmes 
dedicated to computational modelling and in 
silico trials. 

By combining regulatory expertise, practical 
implementation experience and a strong commitment to education, qtec is positioning itself as an active 
contributor to the Alliance's mission. As computational modelling becomes an increasingly important 
component of medical device development, collaborations like these will help ensure that innovation is 
supported by robust guidance, shared best practices and greater confidence among all stakeholders. 
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Spotlight on our Partner Silica 
 
Alliance SILICA – A group of leading Experts on Artificial Health Data 
by Jean-Louis Fraysse, co-President, Silica  
 
The SILICA Alliance is a multidisciplinary collective 
dedicated to promoting and developing artificial and 
synthetic health data in France and Europe. Bringing 
together academics, researchers, representatives of 
patient associations, healthcare institutions, the 
pharmaceutical industry, medical devices, and data 
producers, SILICA forms a unique ecosystem at the 
interface of science, clinical practice, and regulation, in 
collaboration with other recognized players like the Avicenna Alliance. 

Based on active governance, SILICA runs three key working groups: 
• Foresight and regulatory monitoring, 
• Methodology and evidence, and 
• Glossary. 

These groups help develop methodological recommendations for integrating artificial intelligence data into 
clinical research, tracking regulatory changes, and harmonizing terminology among stakeholders. 

In a context of growing international competition in clinical research, SILICA positions France as a key player 
in the development and validation 
of new methods based on artificial 
data used to supplement real 
cohorts, train medical AIs, or 
anonymise health data. The alliance 
regularly hosts informational 
webinars aimed at researchers, 
industry professionals, and 
institutions, to share best practices 
and help people get familiar with 
these new methodologies. 

As a recognized partner of 
international health authorities, 
SILICA is actively working to 
advance the recognition of artificial 
data as a valid level of evidence in 
health product validation 
processes. The alliance helps shape 
tomorrow's regulatory framework, 
bringing the voice of French and 

European research to the forums where the standards of data-driven medicine are set. 
 
Joining forces with the Avicenna Alliance will further amplify the convergence of artificial data and in silico 
method to accelerate medical innovation, making it safer, more affordable and more accessible for the 
patients. 
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Avicenna’s Webinars Series  
by Roberta Maggi 
Office Manager, Avicenna Alliance 

Every month, The Avicenna Alliance gives the opportunity to 
one of its members to present their world-class research. 
These webinars, alternating academic and industrial 
speakers, are open to both the Avicenna members and non-
members.  
 
This is a unique opportunity to stay up to speed with the fast-
progressing in silico research and development. These 
webinars, offering a deep dive into the amazing work by our members, may nicely complement the ongoing 
research that you are leading and therefore lead to new collaborations to fast-track your work. 
 
Do not hesitate to ask for information if you are interested in contributing as speakers and, if you are not an 
Avicenna member yet, we will be happy to give you all the information you need to become a member and 
enjoy all the privileges reserved for our members, including the opportunity to present one of these webinars 
and gain visibility for your organization and research/project! 

 

All 72 recordings are available in the members only area of the Avicenna website. Last webinar, held on 7 
July 2026 is available in the public area too. 

For further information, please contact Roberta Maggi manager@avicenna-alliance.com. 

Our future webinars 

➢ 25 August 2026 - “Co-creating sustainable healthcare through patient involvement: innovation, risk, 
and regulatory perspectives” by Cyrille Thinnes from NUI Galway – Click here to register 

➢ 8 September 2026 - “From years to a single day: cloud-powered in silico clinical trials deliver 1,000x 
acceleration in medical device innovation” by Steven Levine (Dassault Systèmes, Thierry Marchal 
(Ansys, part of Synopsys), Philippe Favre and Jeff Bischoff (Zimmer Biomet) – Click here to register 

Our most recent webinars  

➢ 7 July 2026: “Capturing Anatomical Diversity: Virtual Populations for In Silico Trials of Cardiac 
Devices” by Nishant Ravikumar and Zeike Taylor from adsilico – Watch the recording 

In this webinar, adsilico introduces its Virtual Chimera technology for generating large, statistically 
representative cohorts of synthetic virtual patients, and shows how validated simulation can 
complement early clinical data with population-scale mechanistic evidence. 

➢ 9 June 2026: “In Silico - The ethical and legal landscape” by Surash Surash from TUV SUD – Watch 
the recording 

This webinar breaks down the arguments of how the need for an alternative to conventional clinical 
investigations from animal models to testing unknown devices on high-risk patients, has driven the 
need to find alternatives. We examine the ethical dilemmas of more traditional clinical models, and 
navigate the ethical and legal landscape of how a future pathway for medical devices could look like 
using alternative clinical investigation models such as computer simulated in silico modelling. 

72 recording are available online. Learn more about what other members are doing.  

 

https://avicenna-alliance.com/members-area/
https://avicenna-alliance.com/
https://www.avicenna-alliance.com/webinars.html
mailto:manager@avicenna-alliance.com
https://events.teams.microsoft.com/event/408dce77-25d3-4bb5-90f4-7ca025a5f1b1@92379cbe-4b1e-497b-941a-061e6b48dad8
https://events.teams.microsoft.com/event/ede98127-5fee-476b-b077-a6df43b9af50@92379cbe-4b1e-497b-941a-061e6b48dad8
https://www.avicenna-alliance.com/webinars/72-capturing-anatomical-diversity-virtual-populations-for-in-silico-trials-of-cardiac-devices.html
https://avicenna-alliance.com/members-area/
https://avicenna-alliance.com/members-area/
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EU Policy and Regulatory updates 
 
The regulatory landscape for computational modelling, artificial 
intelligence, and medical technologies continues to evolve rapidly across 
Europe and beyond. Over the past two months, several important 
developments have shaped the future of digital health and in silico 
innovation—from new guidance on the EU AI Act and progress on the 
revision of the Medical Device Regulations, to the adoption of international 
modelling guidelines and new biotechnology initiatives. 
 
European Commission adopts FAQ on the interplay between the MDR, 
IVDR and the AI Act 
In June 2026, the Medical Device Coordination Group (MDCG) published MDCG 2025-6, a new Frequently 
Asked Questions document clarifying the interaction between the Medical Devices Regulation (MDR), the In 
Vitro Diagnostic Medical Devices Regulation (IVDR), and the Artificial Intelligence Act (AI Act). 
The guidance provides practical explanations on how the different regulatory frameworks complement one 
another, helping manufacturers understand their obligations when developing AI-enabled medical devices 
and in vitro diagnostic devices. It addresses topics such as scope, conformity assessment, notified body 
involvement, and the respective responsibilities under the different pieces of legislation. 
This document represents an important step towards greater regulatory clarity as the AI Act begins to apply 
across the European Union. 
 
Source: European Commission – MDCG Guidance 
More Details here….  
 
New harmonised standards published under the MDR and IVDR 
The European Commission adopted new 
Implementing Decisions updating the list 
of harmonised standards supporting 
compliance with both the MDR and IVDR. 
The updated standards cover several 
important technical areas, including 
biological evaluation, electrical safety, 
labelling and other essential 
requirements. Manufacturers should 
review the newly harmonised standards 
to determine whether updates to their 
technical documentation or conformity 
assessment processes are required. 
The publication of new harmonised 
standards continues the Commission's 
efforts to strengthen consistency and 
facilitate regulatory compliance across Europe. 
 
Source: European Commission – Harmonised Standards 
More Details here… 
 
Stakeholder consultation on the revision of the MDR and IVDR closes 
The European Commission's Call for Evidence supporting the targeted revision of the Medical Devices 
Regulation (MDR) and In Vitro Diagnostic Medical Devices Regulation (IVDR) remained a key policy 
development during May and June 2026. The consultation, which closed in early July, gathered feedback 

https://health.ec.europa.eu/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance_en
https://health.ec.europa.eu/medical-devices-topics-interest/harmonised-standards_en
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from manufacturers, notified bodies, healthcare professionals, patients and other stakeholders on 
opportunities to simplify the regulatory framework while maintaining high standards of patient safety. 
The revision aims to improve the efficiency and predictability of the regulatory system, reduce unnecessary 
administrative burden, and better support innovation within Europe's medical technology sector. 
The Avicenna Alliance actively contributed to this consultation, advocating for a stronger recognition of in 
silico evidence and computational modelling and simulation within the European regulatory framework. 
 
Source: European Commission – Better Regulation Portal (Call for Evidence on the revision of the MDR and 
IVDR) and European Commission Medical Devices webpages. 
 
Council of the EU backs the first European Biotech Act package 
On 16 June 2026, the Council of the European Union agreed its negotiating position on the European Biotech 
Act I, an important legislative initiative designed to strengthen Europe's biotechnology sector and accelerate 
the translation of scientific innovation into clinical and commercial applications. 
The package includes targeted amendments to existing health legislation, notably updating the rules 
governing genetically modified micro-organisms (GMMs) and the processing of human organs. The objective 
is to simplify and modernise the regulatory framework while maintaining high standards of safety, 
transparency and public trust. 
The proposed Directive complements the wider European Biotech Act I Regulation, which seeks to improve 
the competitiveness of the European biotechnology ecosystem by reducing regulatory barriers and 
facilitating innovation across the health sector. Once negotiations with the European Parliament begin, the 
legislation is expected to become a key pillar of the EU's broader life sciences and biotechnology strategy. 
 
Source: Council of the European Union – Council agrees mandate on measures to advance biotech innovation 
in the EU (16 June 2026). 
 
EUDAMED prepares for mandatory implementation 
As the mandatory use of key EUDAMED 
modules became effective on 28 May 
2026, the European Commission 
continued to publish updates, technical 
documentation and guidance to 
support economic operators during the 
transition. 
The mandatory modules now include: 

• Actor Registration 
• UDI/Device Registration 
• Notified Bodies & Certificates 
• Market Surveillance 

Manufacturers and other economic 
operators are encouraged to ensure 
their registrations and data submissions are up to date as EUDAMED continues its gradual rollout. 
 
Source: European Commission – EUDAMED Overview 
More Details here…  
 
EMA adopts ICH M15 Guideline on Model-Informed Drug Development 
The European Medicines Agency (EMA) has adopted the ICH M15 Guideline on General Principles for Model-
Informed Drug Development (MIDD) – Step 5, marking a significant milestone for the regulatory use of 
computational modelling and simulation in healthcare. 
The guideline establishes a harmonised international framework for planning, evaluating, documenting and 
submitting model-informed evidence in support of regulatory decision-making. Rather than prescribing 

https://health.ec.europa.eu/medical-devices-eudamed/overview_en
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specific modelling approaches, it provides a risk-based framework for assessing the credibility and suitability 
of computational models according to their intended context of use. 

The guideline is intended to facilitate a multidisciplinary understanding 
of model-informed drug development (MIDD) and promote greater 
consistency across regulatory authorities worldwide. It applies to a 
broad range of modelling and simulation methods used throughout the 
drug development lifecycle and encourages early dialogue between 
developers and regulators. 

Although the guideline focuses on medicinal products, it represents an important step forward for the 
broader in silico community. Its adoption reflects the growing confidence of regulators in computational 
evidence and reinforces the global trend towards integrating modelling and simulation into regulatory 
science—a development that is also highly relevant for medical devices and the Avicenna Alliance's mission. 
The guideline was published by EMA in February 2026 and will become legally effective in the European 
Union on 23 July 2026. 
 
Source: European Medicines Agency (EMA) – ICH M15 Guideline on General Principles for Model-Informed 
Drug Development (Step 5) 
More Details here… 
 
European Commission reviews prohibited and high-risk AI practices under the AI Act 
On 22 May 2026, the European Commission published its first annual report reviewing the lists of prohibited 
AI practices (Article 5) and high-risk AI systems (Annex III) under the EU AI Act. 
While the Commission concluded that no immediate 
legislative changes are required, the report identifies 
several areas that warrant continued monitoring as AI 
technologies evolve. Of particular relevance to the 
healthcare sector are AI systems that process biometric 
data, infer sensitive characteristics, or perform emotion 
recognition and behavioural analysis. The report reiterates 
that AI systems used to infer emotions in workplaces or 
educational settings are prohibited under Article 5, except 
in narrowly defined circumstances, and confirms that applications involving biometric identification or 
categorisation remain subject to strict regulatory scrutiny. 
The Commission also announced a targeted consultation on draft guidelines for classifying high-risk AI 
systems. The feedback received will inform future updates to the AI Act and help ensure that the regulatory 
framework remains fit for purpose as new healthcare AI applications emerge. 
 
Source: European Commission – Report on the review of prohibitions and high-risk AI (22 May 2026). 
 
UK progresses medical device regulatory reform with new AI and post-market surveillance proposals 
Although outside the European Union, regulatory developments in the United Kingdom continue to be closely 
watched by the international medical device community. 
During May and June 2026, the UK's Medicines and Healthcare products Regulatory Agency (MHRA) 
advanced its programme to modernise the medical device regulatory framework. The consultation on the 
draft Medical Devices (Amendment) Regulations 2026 closed during this period, gathering stakeholder 
feedback on proposals that include strengthened requirements for AI-based Software as a Medical Device 
(SaMD), enhanced post-market surveillance obligations, revised pre-market requirements, and greater 
reliance on approvals from trusted international regulators. 

https://www.ema.europa.eu/en/ich-m15-guideline-general-principles-model-informed-drug-development-step-2b-scientific-guideline
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The reforms aim to create a more agile and 
innovation-friendly regulatory system while 
maintaining high standards of patient 
safety. Particular attention is given to AI-
enabled medical devices, reflecting the 
increasing role of machine learning and 
adaptive algorithms in healthcare. 
The MHRA also published the findings of its 
broader Call for Evidence on the Regulation 
of AI in Healthcare, which will inform future 
regulatory policy for AI technologies used in 
clinical practice. 
 
Sources: 

• MHRA – Regulation of AI in Healthcare: Call for Evidence outcome. 
• UK Government – Pre-market Medical Devices Regulation: Stakeholder Impact Survey. 
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Recent news  
 
Avicenna Alliance Welcomes SILICA to Advance the Future of Artificial Data and In Silico Medicine 
 

The Avicenna Alliance is pleased to welcome SILICA Alliance as a new 
partner, strengthening a shared vision to advance innovative, data-
driven approaches to healthcare and medical research. 
 
SILICA is a multidisciplinary alliance dedicated to promoting the 
development and use of artificial and synthetic health data in France 
and Europe. Bringing together researchers, healthcare institutions, 
patient representatives, industry, and data producers, SILICA works to 
advance methodologies, support regulatory developments, and 
foster a common understanding of emerging evidence-generation 
approaches. 

 
As a recognized partner of international health authorities, SILICA is helping shape the future of data-driven 
medicine by promoting the use of artificial data in clinical research, AI development, and health product 
evaluation. 
 
“The collaboration between SILICA and the Avicenna Alliance will further strengthen the convergence of 
artificial data and in silico methods, helping accelerate medical innovation and improve patient access to 
safer, more effective, and more affordable healthcare solutions”, said Jean Louis Fraysse, Co-President, 
SILICA. 
 
“We are delighted to welcome SILICA, with their large expertise in synthetic data, vast knowledge of the 
pharmaceutical industry and large network in France, to the Avicenna Alliance community. We look forward 
to working together to advance the future of healthcare innovation”, added Thierry Marchal, President & 
Secretary General, Avicenna Alliance. 
 
 
Avicenna Alliance Welcomes Matthieu Chareyre as APAC Task Force Co-Chair 
 

The Avicenna Alliance is delighted to welcome Matthieu Chareyre as 
Co-Chair of its APAC Task Force, reinforcing the Alliance's mission to 
make in silico medicine standard practice across one of the world's 
most dynamic healthcare regions. 
Matthieu is a serial entrepreneur, investor, and life sciences executive 
with deep cross-disciplinary experience spanning pharmaceuticals, 
biotechnology, toxicology, and regulatory affairs. He has held 

leadership roles at Regulaxis, Hephaïstos Biotech, Zaphyr Pharmaceuticals, Pfizer, and Abbott Laboratories. 
 
As Co-Founder, Chief Pharmaceutical Officer, and President of Tox by Design, he has helped position the 
company among Europe's leading toxicology consultancies, with a distinctive focus on in silico (Q)SAR 
methodologies and next-generation safety assessment, an approach that sits at the very heart of the 
Alliance's vision for computer modelling and simulation. 
 
His engagement with the Asia-Pacific region is well established. As a principal member of the EU-Japan Centre 
for Industrial Cooperation Biotech Working Group, former winner of Korean K-Start Up Grand Challenge 2020 
and through his leadership of international market-development initiatives spanning North America and Asia-
Pacific, Matthieu brings first-hand understanding of the regulatory, scientific, and commercial landscapes 
that will shape in silico adoption across APAC. 

https://www.avicenna-alliance.com/news/avicenna-alliance-welcomes-silica-to-advance-the-future-of-artificial-data-and-in-silico-medicine.html
https://www.avicenna-alliance.com/news/avicenna-alliance-welcomes-matthieu-chareyre-as-apac-task-force-co-chair.html
https://www.avicenna-alliance.com/taskforces/apac-task-force.html
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In his new role, he will help the APAC Task Force nurture collaboration among regulators, industry, and 
academia to advance in silico methods, best practices, and policies for regulatory science and innovation 
across the region. 
 
"The APAC region includes many leading geographies for both medical devices and drugs, and therefore the 
APAC Task Force is critical to our strategy for global harmonization." said Marc Horner, Leader of the 
Avicenna Alliance International Affairs Working Group. 
 
We warmly welcome Matthieu to this leadership role and look forward to working together to advance the 
adoption and recognition of in silico medicine across Asia-Pacific and worldwide. 
 
If you are active in in silico medicine across the Asia-Pacific region and would like to help shape its future, we 
encourage you to reach out to Matthieu directly to learn more and join the APAC Task Force.  
 
 
The AAD 2026 Recordings Are Now Available! 
 
Did you miss a session, have a scheduling conflict, your colleagues want to see it or you simply need to revisit 
some of the discussions?  
 
The recordings from AAD 2026 are now available on demand on the Avicenna Alliance website. 
 
AAD 2026 brought together a diverse group of leading experts, researchers, industry leaders, and innovators 
to explore the latest developments in in silico medicine and biomedical innovation. Across the two days, the 

presentations and round-table discussions generated valuable insights, 
thought-provoking exchanges, and perspectives on the opportunities 
and challenges facing our field. 

 
Whether you attended the event or are discovering the content for the 
first time, the recordings offer a great opportunity to explore the topics 
discussed, catch up on sessions you may have missed, and hear from 
leading voices across the ecosystem. 

 
We encourage you to share this resource with colleagues and networks 

who may be interested. Together, we can continue the conversation and help broaden the reach of these 
important discussions. 
 
WATCH THE RECORDINGS 
 
 
Avicenna Alliance Proudly Welcomes Qtec Group as a New Member 
 

The Avicenna Alliance is delighted to welcome qtec group as a new 
member of our growing international community dedicated to 
advancing in silico medicine, digital health, and innovation in 
healthcare. 
 
qtec group is a leading consultancy supporting the medical device 
industry across the entire product lifecycle, with recognized expertise 

in Regulatory Affairs, Quality Management, Clinical Affairs, Design Control, and digital transformation. By 
helping manufacturers navigate increasingly complex regulatory landscapes while embracing emerging 
technologies, qtec plays an important role in accelerating safe and effective innovation in healthcare. 

https://www.avicenna-alliance.com/news/the-aad-2026-recordings-are-now-available.html
https://www.avicenna-alliance.com/avicenna-days/avicenna-days-aad-2026.html?tab=recordings
https://www.avicenna-alliance.com/news/avicenna-alliance-proudly-welcomes-qtec-group-as-a-new-member.html
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As the healthcare ecosystem continues to evolve toward more data-driven, digital, and patient-centred 
approaches, qtec group brings valuable experience in supporting the implementation of advanced 
technologies, including artificial intelligence, software-driven medical devices, cybersecurity, and digital 
engineering methodologies. Their strong commitment to quality, compliance, and innovation aligns perfectly 
with the mission of the Avicenna Alliance to promote the adoption and acceptance of modelling and 
simulation technologies across the healthcare sector. 
 
We are pleased to highlight that René Bombien, Clinical Director at qtec group, already plays an active 
leadership role within the Alliance as Co-Chair of the Avicenna Alliance Clinical Deployment Task Force. 
Through his expertise and dedication, René has been instrumental in fostering collaboration and driving 
important discussions on the clinical implementation and real-world deployment of in silico technologies. 
 
“For us at qtec it is important to actively develop and support new frontiers in the regulatory world! This is 
why we are a proud part of the Avicenna Alliance!”, said Jan Graf, Chief Executive Officer at qtec. 
 
“The addition of qtec group reinforces the multidisciplinary nature of the Avicenna Alliance and further 
strengthens our collective efforts to advance innovation, regulatory acceptance, and clinical adoption of 
computational modelling and simulation technologies worldwide”, said Thierry Marchal, President & 
Secretary General, Avicenna Alliance. 
 
We warmly welcome qtec group to the Avicenna Alliance community and look forward to many exciting 
collaborations ahead! 
 
 
Tina Morrison Appointed as Avicenna Alliance Global Harmonization Task Force Leader 
 

The Avicenna Alliance is absolutely delighted to announce that Dr. 
Tina Morrison has been appointed as the new Leader of the Avicenna 
Alliance Global Harmonization Task Force. 
We are truly thrilled to welcome Tina into this important leadership 
role. Her exceptional career spanning regulatory science, scientific 
computing, simulation, and policy makes her uniquely qualified to 
lead the Global Harmonization Task Force at a time when 

international collaboration and alignment on in silico medicine, AI, and computational modelling are more 
important than ever. 
 
Tina Morrison, PhD, is Vice President of Scientific Strategy at EQTYLab. Previously, as a Senior Executive at 
the U.S. Food and Drug Administration, she served as Science Advisor to the FDA Chief Scientist on Scientific 
Computing and directed the Office of Regulatory Science and Innovation. Throughout her career, she has led 
major cross-agency initiatives on computational and in silico alternative methods, AI credibility assessment, 
early quantum computing education, and complex in vitro test methods. In 2019, she was recognized as 
FDA’s Federal Engineer of the Year for her work advancing credible simulation in the regulatory evaluation 
of medical products. 
 
With a background in mechanical engineering and applied mathematics, and more than 25 years of 
experience in simulation and 17 years in regulatory science, Tina has been working at the intersection of 
engineering, computation, and policy, helping shape the future of credible simulation and regulatory 
innovation worldwide. 
 
“Global Harmonization has been a critical goal to accelerate medical innovation. In silico approach is a very 
promising technology toward harmonization. I am pleased to bring my experience and expertise by leading 

https://www.avicenna-alliance.com/news/tina-morrison-appointed-as-avicenna-alliance-global-harmonization-task-force-leader.html
https://www.avicenna-alliance.com/taskforces/global-harmonization-task-force.html
https://www.eqtylab.io/
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this important Task Force of the Avicenna Alliance", said Tina Morrison, Task Force Leader. 
 
We are incredibly excited about the vision, leadership, and global perspective Tina will bring to the Global 
Harmonization Task Force, and we look forward to working together to advance international collaboration, 
regulatory convergence, and the adoption of in silico methods and AI in healthcare and biomedical 
innovation. 
 
Please join us in warmly congratulating Tina on this new role and welcoming her as Global Harmonization 
Task Force Leader 
 
 
Avicenna Days 2026 has been a great success - Thank you all!!! 
 

We would like to extend a heartfelt thank you to all the speakers and 
panelists who contributed to Avicenna Days 2026. Your presentations, 
insights, and discussions made a real difference, bringing depth, 
energy, and forward-thinking perspectives to the event. 
The quality of exchange and the breadth of topics covered truly 
reflected the strength and momentum of our community in 
advancing in silico medicine. 

 
A big thank you as well to all participants who joined us, your engagement, curiosity, and questions are what 
bring these days to life and turn them into a genuine space for collaboration and exchange. 
 
We are delighted to say that Avicenna Days 2026 has been a great success. The event once again confirmed 
the growing importance of digital and computational in silico approaches in healthcare and the value of 
bringing together diverse stakeholders to shape the future of the field. 
 
We now look forward to continuing this momentum. Stay tuned for our upcoming initiatives, events, and 
collaborations—there is much more to come! 
 
To stay updated on all our activities, news, and future events, make sure to follow the Avicenna Alliance and 
keep connected with our community: 

• Contact Roberta Maggi (manager@avicenna-alliance.com) if you want to receive the bi-monthly 
Newsletter 

• Follow us on LinkedIn 

• Follow us on Instagram 
 
Thank you again to everyone who made this edition such a great success. Let's keep accelerating medical 
innovations for the patients together using in silico approaches. 
 
See you at the next one! 
 

 

https://www.avicenna-alliance.com/news/avicenna-days-2026-has-been-a-great-success-thank-you-all.html
mailto:manager@avicenna-alliance.com
https://www.linkedin.com/company/avicenna-alliance/
https://www.instagram.com/avicennaalliance/
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Members Corner 

Events 
 
Between May and June 2026, InSilicoTrials took part in a range of scientific and business events: 

• ASCO in Chicago, one of the biggest conferences in the oncology sector. 
• PSI in Belfast, one of the leading events for statisticians, data scientists, and clinical development 

professionals in the pharmaceutical industry. 
• ENCALS in Madrid, the leading conference dedicated to ALS research. 
• BIO International Convention, the biggest event in the biotech and life sciences industry worldwide 

for networking and sharing ideas on drug development, held this year in San Diego. Our CEO, Mario 
Torchia, pitched at the Italian Pavilion alongside Yann Godfrin, CEO of Axoltis, and Larry Zannis, CEO 
of Consegna Pharma, supporting the development of their promising programs through our in silico 
technologies. 

 
 (Pic of the pitch) 
 

All great, high-value conferences, in line with 
our goal of spreading our in silico solutions and 
finding a faster, more cost-effective, and more 
ethical way to accelerate drug development 
and get treatments to patients sooner. 
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Publications 
 
A new peer-reviewed publication from the 
CARDIOVERSE Project, where InSilicoTrials is a key 
partner, appeared in the International Journal of 
Molecular Sciences (MDPI), published May 19, 
2026. The paper presents a framework combining target affinity, drug exposure, and plasma protein binding 
to flag cardiovascular risk using only in vitro data, before animal studies begin. Applied to 1,318 drugs, it 
identified 18 pharmacological target classes linked to elevated cardiac risk: 80% of the highest-concern drugs 
were tied to these targets, versus just 12% of no-concern drugs. The work was carried out with partners at 
The Jackson Laboratory. 
 
Link to the publication: https://www.mdpi.com/1422-0067/27/10/4563 
 
In May 2026, InSilicoTrials published a new white paper, "Before the First Patient: Simulating Drug 
Development In Silico — From Molecule to Clinic," introducing MOL2CLIN, a fully integrated in silico workflow 
that takes an oncology compound from molecular structure to a predicted clinical trial outcome, chaining 
pharmacokinetics, target engagement, tumor response, and safety into one mechanistic, human-in-the-loop 
pipeline designed to flag likely failures before a single patient is enrolled. 
 
Link to the whitepaper: https://www.insilicotrials.com/library 
 
Article published on Elsevier 
“Diffusive-reactive mass transfer in oncology: Foundations and metrics of realistic therapy simulations” 
By Gianpaolo Ruocco, Department of Engineering, University of Basilicata (Italy) 
 
Computational modeling has the potential to transform 
oncology by enabling patient-specific prediction and 
optimization of treatment response. This study presents a 
comp utational fluid dynamics (CFD)-based framework that 
integrates tumor proliferation, drug diffusion, and 
pharmacokinetic/pharmacodynamic interactions to 
simulate solid tumor evolution during therapy. A modified 
Damköhler number is introduced as an engineering metric 
to quantify the balance between tumor growth and 
therapeutic action, supporting the identification of optimized dosing strategies without increasing overall 
drug exposure. Applied to HER2-positive breast cancer, the framework demonstrates how modest dose 
redistributions can reduce residual tumor burden or accelerate complete response, providing a robust 
foundation for personalized treatment planning and future virtual patient applications. 
 
Click here to read the full article… 
 
 
 

https://www.mdpi.com/1422-0067/27/10/4563
https://www.insilicotrials.com/library
https://www.sciencedirect.com/science/article/pii/S0017931026002826
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Other News and interesting links 
 
In June 2026, InSilicoTrials announced a 
collaboration with Microsoft to integrate 
MOL2CLIN into Microsoft Discovery, its 
enterprise agentic R&D platform, a highly 
valuable partnership and a major milestone for us. The integration brings patient-level mechanistic 
simulation directly into AI-driven discovery workflows, letting oncology teams evaluate pharmacokinetics, 
target engagement, tumor response, safety, and virtual trial outcomes much earlier, starting in oncology, 
with plans to extend to other therapeutic areas. 
 
Link to blog post: https://www.insilicotrials.com/knowledge-hub/before-the-first-patient_de-risking-
oncology-drug-development 
 
 
PANDORA: Bringing In Silico Medicine Closer to Clinical Practice 
 
The European PANDORA project has successfully reached its 
conclusion, demonstrating how High-Performance Computing (HPC), 
Artificial Intelligence (AI), Digital Twins, and advanced biomechanical 
simulation can be combined to deliver practical solutions for 
personalized healthcare. The project brought together LivGemini, RBF 
Morph (an Avicenna Alliance member), Université de Rennes, and 
INSA, with the support of CINECA for HPC infrastructure and ANSYS for advanced simulation technologies, 
creating a multidisciplinary collaboration aimed at accelerating the adoption of in silico medicine in clinical 
practice. 
PANDORA addressed one of the key challenges in cardiovascular surgery: accurate ly predicting how an aortic 
graft will adapt to an individual patient's anatomy before surgery. Today, nearly 20% of these procedures 

require secondary interventions within 10 
years due to suboptimal graft adaptation. 
Although high-fidelity biomechanical 
simulations can provide valuable insights into 
these outcomes, their computational 
complexity has historically prevented their 
routine use in clinical workflows. 
To overcome this barrier, the consortium 
developed a Digital Twin-driven planning 
assistant capable of delivering patient-specific 
predictions in near real time. The project 
combined clinical data, Statistical Shape 
Modelling, AI-generated synthetic anatomies, 

large-scale finite element simulations, and Reduced Order Models into a single computational workflow. 
Overall, 73 patient-specific anatomies were processed to build a Statistical Shape Model, 2,000 synthetic 
anatomies were generated through AI-based sampling, and more than 500 nonlinear LS-DYNA simulations 
were executed on the Leonardo supercomputer, consuming approximately 900,000 CPU core-hours. These 
computationally intensive simulations were then transformed into lightweight predictive models that can be 
deployed on standard hospital computers, eliminating the need for local HPC resources. 
A key innovation of PANDORA is the adoption of the Functional Mock-up Interface (FMI) standard to package 
simulation models as Functional Mock-up Units (FMUs). This standards-based approach enables Digital Twin 
components to be easily integrated across different software environments, promotes interoperability and 
model reuse, and facilitates future integration with clinical software ecosystems. By embracing open 
standards, the project contributes to a more scalable and sustainable ecosystem for computational medicine. 

https://www.insilicotrials.com/knowledge-hub/before-the-first-patient_de-risking-oncology-drug-development
https://www.insilicotrials.com/knowledge-hub/before-the-first-patient_de-risking-oncology-drug-development
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PANDORA embodies many of the principles promoted by the Avicenna Alliance: the integration of physics-
based modelling, AI, Digital Twins, interoperability, and HPC to enable more predictive, personalized, and 
efficient healthcare. By transforming computationally intensive simulations into accessible clinical decision-
support tools, the project demonstrates how in silico technologies can successfully move beyond research 
laboratories and into routine clinical practice. It represents a concrete example of how collaborative 
European research can accelerate innovation, improve patient outcomes, and strengthen Europe's 
leadership in digital health and in silico medicine. 
 
 
SPINEsim Regulatory Strategies and Submission for CE and US Markets Authorization.  

MDsim main product, SPINEsim, is a Software as 

a Medical Device (SaMD) designed to transform 

spine health and improve the planning of surgical 

procedures. By combining advanced computer 

modeling and simulation (CM&S) with the power 

of data science and AI, we create digital twins of 

the spine to support clinical decisions. Our 

mission is simple yet ambitious: to bring proven 

technologies into healthcare and improve the 

quality of life for patients with spinal deformities 

worldwide. 

Our first version 1.0 of SPINEsim has been 

internally released in May 2026 and can already 

be used for research-only projects and other 

demos to the medical community worldwide.  

 

Fig 1: SPINEsim V1 Check and Align Modules, 

SPINEsim V2 (+ Balance) Modules 

 

The obtention of the deployment as a Medical 

Device in the US and EU markets requires the 

homologation of our SPINEsim by a CE Notified 

Body and the US FDA organization. 

Needed official documentation to prove that 

SPINEsim 1.0 is safe and performant as claimed, 

has been submitted to BSI (our CE Notified Body) 

and the FDA in June 2026. The documentation content follows the MDR and CFR Regulations’ requirements. 

We describe below the most significant items: 

• Evidence of a sound and applied Quality Management System (QMS) based on ISO 13485. This QMS 

ensures that our core code development activities and its required support is covered by processes 

that drive high quality standards with full traceability. MDsim has been ISO 13485 certified since April 

2024. 
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• Evidence of a Risk-Based Approach following the ISO 14971 Standard. The risk identification and 

control cover all Safety, (Cyber) Security and Software risks. The mitigation measures are shown to 

reduce the level of these risks to a positive risk/benefit ratio. 

• A significant testing of the Usability of SPINEsim according to ISO 62366. The testing contains more 

than 50 full documented Formative and Summative sessions with Key Opinion Leaders and spine 

surgeons. The User Interface is made user-friendly and free of moderate and high risks. 

• Clinical Evaluation documentation according to ISO 14155. The strategy of this evaluation is planned 

and a full report of its validity and its outcome is provided. 

• A description of the Artificial Intelligence model development and usage in our SaMD. Training, 

testing and validation of our AI model is described and ensures representativity of the population 

and acceptable accuracy for our intended use. 

 

It is interesting to note that the Regulatory Strategies slightly differ for the 2 markets. Our CE strategy is based 

on a Clinical Evaluation route including a State-of-the-Art setting derived from a significant literature review, 

and validation of claims based on clinical and non-clinical evidences. Our FDA strategy is to use a substantial 

equivalence of our SPINEsim with an already approved SaMD. However, most of the evidences listed above 

are needed for both documentations. 

The regulatory bodies for both markets are now reviewing our documentation. We are ready to address any 

question, and deficiencies they may uncover until eventually be approved for both markets. 

 

In parallel, we started the work with the authorities on SPINEsim V2.0 which will add a set of new users and 

new capabilities on the same intended use as V1.0. We will make available new Biomechanical indicators in 

the spine and its hardware, improved Digital Twin prediction of indicators based on 3D images such as CT 

and MRI (degeneration of the bone of the vertebrae, muscle conditions,…) and the assessment of the 

evolution in time of these indicators. 

 

Finally, our documentation will help us to introduce authorization for commercialization in additional 

markets such as UK and Saudi Arabia. 

 

 

Contact: 
roger.assaker@mdsim.health  
laurent.adam@mdsim.health 
dany.assaker@mdsim.health 
 
 
 
 
 

mailto:roger.assaker@mdsim.health
mailto:laurent.adam@mdsim.health
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Hemolens Diagnostics Achieves MDR Certification 
 
Hemolens Diagnostics reached a major milestone 
with the successful MDR certification of its Cardiolens Viewer®, in accordance with the EU Medical Device 
Regulation (MDR 2017/745), alongside EN ISO 13485 certification. 
Following a rigorous conformity assessment conducted with TÜV Rheinland Medical Devices, the Cardiolens 
Viewer® is now CE marked and approved for placement on the European market. The software supports 
coronary CT angiography (CCTA) analysis through advanced 3D visualization of coronary arteries, helping 
clinicians identify significant stenoses and make more informed diagnostic decisions. 
 
FFR-CT Pro remains in silico for now, but this is a real milestone, a tangible example of the in silico-to-device 
journey. 
 
This achievement reflects Hemolens' commitment to quality, innovation, and regulatory excellence, and 
marks an important step towards bringing advanced digital health technologies into clinical practice. 
 
More info here… 
 
 
 
 
 

https://hemolens.com/professionals/cardiolens-viewer-diagnostics/?utm_source=linkedin&utm_medium=social&utm_campaign=certyfikacja_viewer&utm_term=post_22.05.2026
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Join the Avicenna Alliance! 
 

 
 

 
 
 
 
 
 
 


