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WORD OF PRESIDENT AND SECRETARY GENERAL 
By Thierry Marchal 
President and Secretary General, Avicenna Alliance 
 

Let’s Do It! 
 
What a great and inspiring success! 

On April 28 and 29, the Avicenna Alliance held its Avicenna Days online. To celebrate the 10th anniversary of 
the Alliance, no fewer than 230 people from 27 countries gathered to mark this important milestone, 
review the success of the past 10 years 
but above all to discuss and plan 
activities for the next 10 years. The 
presentations and discussions were 
recorded and will soon be available 
online.  

Too often, many have considered that 
Europe was lagging behind in terms of 
recognition and adoption of in silico 
evidence, particularly for the regulatory 
approval process. We received a clear 
message from Sara Bridio, (JRC, EU 
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Commission), Mark Grumbridge (MHRA) and Surash Surash, (Notified Boddy TüV SüD) that European 
authorities are fully open to in silico evidence and would welcome any discussion and collaboration to 
accelerate the process. They reminded us that patients remain, of course, their top priority and, 
consequently, any solution that could safely accelerate medical innovation for patients is welcomed. 

We have heard a similar message from the global community that the adoption of computational modeling 
and simulation results is widely recognized and somewhat encouraged. David Hau (TGA Australia), Prof. 

Jaesoon Choi (University of Ulsan, 
South Korea), Flora Musuamba (EMA), 
Andrea Manfrin (MHRA, UK), and Pras 
Pathmanathan (FDA), during a 
discussion chaired by Tina Morrison, 
all confirm that the future of 
regulatory healthcare will obviously 
involve a lot of in silico evidence to 
accelerate and amplify the process 
towards patients’ safety. Of course, 
the evidence must be “fit for purpose” 
which suggests that in silico methods 
are not a panacea, but it would not 
make sense to ignore this approach. 

We may wonder what the position is for all the other stakeholders who could use or benefit from in silico 
technology. During another session, clinicians such as Prof. Dr. Richard Assaker (CHU of Lille) or Vijay 
Govindarajan (Boston Children’s 
Hospital and Harvard Medical 
School) illustrated through 
numerous examples how in silico 
solutions are part of their daily 
routine because of the very valuable 
insights they bring. They describe 
the value but also the limits of these 
methods and call for closer 
collaboration to further refine this 
approach in the interest of the 
patients. Other stakeholders, 
including standard organizations, 
startups and academia as well as 
large pharmaceutical companies and policy makers, all emphasized the value, the benefits and the need to 
collaborate more.   

We are not there yet, but the 
Research and Technology Working 
Group has impressed us with ongoing 
research, particularly in cancer 
treatment and AI. These activities are 
nicely coordinated within the Virtual 
Human Twin network (VHT net) 
funded by the European authorities 
and bringing contributions from a 
large number of experts.  

Our 10 years tireless focus on the in 
silico approach to complement 
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traditional methods are rewarded with a broad recognition and adoption. However, we fully acknowledge 
significant limitations to better serve patients. Now that we received multiple confirmations that we are on 
the right track, it is crucial to continue and amplify our full commitment to this technology: constantly 
improving it, listening carefully to the stakeholders, and actively deploy it. 
 
Let’s do it! 
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Spotlight on the Artificial Intelligence (AI) Task Force 

By Nirnith Devireddy 
Task Force Leaders  
 
“AI Task Force Spotlight: Turning AI Hype into Regulatory-Grade Evidence” 
 
Artificial Intelligence continues to transform 
the healthcare and pharmaceutical landscape 
at an unprecedented pace. Within the 
Avicenna Alliance, the AI Task Force is actively 
working to ensure that this transformation is 
not driven by hype alone, but by credible, 
explainable, and trustworthy approaches 
capable of supporting regulatory decision-
making. 

Nirnith Devireddy, CEO of InSilicoMinds and 
Co-Chair of the Avicenna Alliance AI Task 
Force, shares insights into the rapidly evolving 
role of AI within in silico medicine and 
highlights the Task Force’s ongoing activities and ambitions. 
 
AI within the broader in silico ecosystem 

In silico approaches encompass both traditional computational modelling and simulation (CMS) methods 
and newer AI-driven technologies. While AI currently dominates headlines, its success in healthcare and 
pharmaceutical applications heavily relies on the robust scientific and mechanistic foundations built over 
decades through computational modelling and simulation. 
The AI Task Force aims to bridge these two worlds by focusing on a critical challenge: how to translate AI 
innovations into regulatory-grade evidence that regulators and stakeholders can trust. 
 
Building awareness, education, and best practices 

The AI Task Force is committed to engaging with industry, academia, regulators, and healthcare 
stakeholders to foster education and dialogue around AI applications in healthcare and pharmaceuticals. 
The group continuously monitors emerging AI use cases, identifies best practices, and discusses both the 
opportunities and limitations of these technologies. 

One of the Task Force’s recent initiatives is the launch of the Avicenna Alliance AI & Healthcare Podcast 
Series, designed to educate the broader community on AI fundamentals, real-world applications, regulatory 
considerations, and practical implementation challenges. The first episode has already been released, while 
the second is currently in post-production and expected later this month.  

Click here to listen to the podcast. 
 
International collaboration and regulatory engagement 

The Task Force is also contributing to international discussions on AI-enabled regulatory innovation. 
Together with the Avicenna Alliance Global Harmonization Task Force, representatives were recently 
invited by the Uzbekistan Ministry of Health to discuss how AI could support and streamline regulatory 
review processes for pharmaceuticals, medical devices, cosmetics, and nutraceutical products. 
This collaboration reflects a growing global interest in leveraging AI to improve regulatory efficiency while 
maintaining safety and scientific rigor. 
 

https://www.avicenna-alliance.com/podcasts/ai-in-healthcare-the-future-of-medicine-ep-001.html
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Understanding the language of AI 

A key aspect of the Task Force’s mission is education. As AI terminology rapidly evolves, the group is 
helping stakeholders better understand essential concepts such as: 

• Artificial Intelligence (AI): systems capable of performing tasks that typically require human-like 
decision-making; 

• Machine Learning (ML): algorithms that learn from data patterns to generate predictions; 

• Large Language Models (LLMs): AI systems trained on massive datasets capable of generating, 
summarizing, and reasoning over text; 

• Agentic AI: systems able to autonomously execute multi-step workflows; 

• Human in the Loop: the principle that AI outputs must remain under active human oversight and 
review; 

• Explainability: the ability to clearly understand how an AI model reaches its conclusions. 

Explainability and human oversight are worth highlighting as especially critical for achieving trust and 
regulatory acceptance in healthcare applications. 
 
AI adoption across healthcare and pharma 

Major pharmaceutical and technology companies are rapidly investing in AI infrastructure and domain-
specific models such as: 

• Large-scale AI partnerships for drug discovery and development; 

• Healthcare-focused LLMs trained on biomedical, genomic, and pharmacometric data; 

• AI-designed drug candidates entering human clinical trials; 

• Integrated “dry lab” and experimental laboratory workflows supported by AI systems; 

• AI tools connected directly to biomedical databases such as PubMed and ClinicalTrials.gov. 

Within the pharmaceutical industry, current high-impact applications include regulatory writing support, 
medical writing, literature review, workflow automation, and enhanced data analysis. 
At the same time, traditional computational modelling and simulation approaches continue to play a crucial 
role, particularly because of their strong scientific explainability and growing regulatory acceptance. 
 
The importance of guardrails and responsible AI 

A central message needs to be conveyed: AI must be implemented responsibly. 
A recent FDA warning letter issued to a cosmetics laboratory that had relied on AI-generated SOPs and 
GMP documentation without sufficient human oversight, represents an example of how important is 
responsible implementation. The case serves as an important reminder that AI cannot replace scientific 
expertise, validation processes, or regulatory accountability. 

The AI Task Force strongly emphasizes several key principles: 

• AI systems must always include meaningful human review and oversight; 

• Scientific expertise remains essential; 

• AI outputs must be validated against high-quality, relevant data; 

• Regulatory trust depends on transparency, explainability, and accountability. 

As AI technologies continue to evolve, the Avicenna Alliance AI Task Force remains committed to 
supporting the responsible adoption of AI in healthcare and pharmaceuticals while helping shape the future 
of trustworthy, science-driven innovation. 

Stay tuned for upcoming podcast episodes, educational initiatives, and future Task Force activities. 
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Spotlight on our member MDsim 
By Roger Assaker, Chief Executive Officer 
  

The First SPINEsim CaseLab: Exploring Real Cases in Spine Surgery 
 

At MDsim, we focus on improving spine surgery 
through technology that connects engineering 
with clinical practice. Our core work is the 
development of biomechanical digital twins — 
patient-specific simulations that allow surgeons 
to model and evaluate surgical strategies before 
entering the operating room. 
 
By combining biomechanics with anatomical 
insight, we provide an additional layer of decision 

support in complex spinal cases. This approach is not meant to replace clinical judgment, but to support it — 
helping clinicians anticipate outcomes more clearly, reduce uncertainty, and make better-informed 
decisions. 
 
We work closely with a select group of surgeons and clinical centers as early adopters, continuously refining 
our platform while generating meaningful clinical and research insights. Our aim is straightforward: to 
support more informed, data-driven 
decision-making and contribute to a 
more predictive and personalized 
approach to spine care. 
 
Recently, we launched our first live 
session, SPINEsim CaseLab — a case-
based series focused on real clinical 
scenarios from daily practice. 
 
In the opening session, we explored 
how segmental lumbar alignment, 
implant strategy, and mechanical 
balance can influence long-term 
outcomes following lumbar fusion. 
The discussion was built around a real 
clinical case and developed into a 
practical exchange on surgical 
decision-making and biomechanics. 
 
The session brought together spine 
specialists from different regions and 
featured an in-depth discussion led 
by guest speaker Prof Richard 
Assaker, with moderation by Dr 
Bassel George Diebo. 
 
The response exceeded expectations. With over 130 registrations and more than 60 live attendees, the 
session clearly demonstrated strong interest within the community. Notably, 95% of participants rated the 
webinar as valuable, reinforcing the importance of this format for meaningful clinical dialogue. 
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Three ideas stood out during the conversation. First, even small variations in segmental alignment can 

significantly affect long-term biomechanical behavior and the development of adjacent segment disease. 
Second, biomechanics should be considered alongside anatomy when planning surgery, particularly when 

evaluating load distribution and construct performance. And finally, many complications that are often 
recognized only in hindsight may in fact be predictable — and potentially avoidable — with more advanced 
modeling and decision-support tools. 
 
More broadly, the discussion reflects a shift in the field: patient-specific, data-driven simulation is 
increasingly seen as an important complement to clinical expertise in modern spine surgery. 
 
The first CaseLab confirmed a clear need for deeper, case-based discussions and better tools to support 
complex decision-making. 
 
We will continue hosting regular sessions, bringing together clinicians and experts to explore real challenges, 
exchange perspectives, and develop practical insights at the intersection of surgery and biomechanics. 
 
If this topic is relevant to your work, you can follow our updates on LinkedIn and join upcoming sessions 
 
https://www.linkedin.com/company/mdsim  
 
We’re building a space where surgeons and engineers can work through complex cases together — before 
the first incision. 

 

 
 

  

https://www.linkedin.com/company/mdsim
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Spotlight on our Partner iSi Health 
by Erica Beaucage-Gauvreau 
Institute Manager 
 
iSi Health: Advancing the Next Generation of In Silico Medicine 
 
The KU Leuven Institute for Physics-based Modelling for In Silico Health (iSi Health) continues to strengthen 
its position as one of Europe’s leading hubs for simulation-based medicine. Built on a strongly 
interdisciplinary foundation, the institute brings together expertise from biomedical engineering, clinical 
practice, computational modelling, and social sciences to accelerate the transition of in silico methods into 
real-world healthcare. 

At a time when digital transformation in medicine is moving from promise to practice, iSi Health is 
increasingly focused on one central objective: enabling robust, trusted, and clinically meaningful use of 
physics-based modelling across the entire healthcare continuum. 

 
A growing ecosystem for translational innovation 

Today, iSi Health functions as a large-scale collaborative ecosystem of approximately 150 researchers 
across KU Leuven and UZ Leuven. This structure allows the institute to connect fundamental modelling 
research directly with clinical needs, ensuring that methodological developments are driven by real 
healthcare challenges. 

The institute’s research spans multiple scales of biological complexity, from cellular and tissue-level 
processes to whole-organ and system-level simulations. These physics-based models form the backbone of 
emerging applications such as digital twins, in silico clinical trials, and predictive decision-support tools for 
personalised medicine. 

Increasingly, the focus is shifting from model development alone to integration: how these tools can be 
embedded into clinical workflows in a way that is reliable, interpretable, and useful for healthcare 
professionals. 
 
From research to real-world adoption 

A key priority for iSi Health in 2026 and beyond is the translation of simulation technologies into routine 
clinical and industrial use. This involves addressing several interconnected challenges that go beyond 
technical performance: 

• Establishing rigorous frameworks for model credibility and validation  

• Supporting regulatory pathways for the acceptance of in silico evidence  

• Defining ethical and governance principles for simulation-based healthcare  

• Developing sustainable models for clinical and industrial adoption  
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By actively engaging with regulators, industry partners, and clinical stakeholders, iSi Health is helping to 
shape the standards and practices that will underpin the next generation of digital medicine. 
 
Strengthening education and interdisciplinary skills 

Alongside its research mission, iSi Health places strong emphasis on education and capacity building. The 
institute is training a new generation of scientists and clinicians capable of working at the interface of 
physics, computation, and medicine. 

Through interdisciplinary programmes, workshops, and collaborative initiatives, young researchers are 
exposed not only to advanced modelling techniques but also to the clinical, regulatory, and societal 
dimensions of in silico medicine. This integrated training approach is essential to ensure that innovation is 
matched with implementation capability. 
 
Expanding collaboration across sectors 

Collaboration remains a defining feature of iSi Health. By bringing together academic groups, university 
hospitals, industry partners, and international networks, the institute acts as a bridge between disciplines 
and sectors. 

This collaborative model is particularly important in a field where no single domain can address all the 
challenges alone. The development and deployment of in silico methods require coordinated progress in 
science, regulation, clinical practice, and technology development. 
 
A brief look back: 2025 symposium as a milestone 

Among the key activities of the past year, the iSi Health Symposium held in Leuven in September 2025 
provided an important platform for exchange between researchers, clinicians, regulators, and industry 
leaders. 

A central highlight was the panel “Q&A with Industry: Discipline Borders,” moderated by Thierry Marchal, 
which explored critical questions around trust in in silico methods, regulatory adaptation in Europe, and the 
role of entrepreneurship in healthcare innovation. The discussions reflected both the progress made in the 
field and the challenges that remain in bringing simulation technologies into routine clinical use. 
 
Looking ahead 

As the field of in silico medicine continues to mature, iSi Health is positioning itself at the centre of this 
transformation. Its vision is increasingly focused on enabling a healthcare system where validated digital 
models support decision-making, improve patient outcomes, and reduce uncertainty in medical innovation. 
From digital twins to in silico trials, the technological foundations are rapidly evolving. The next step is 
ensuring that these tools become trusted, scalable, and fully integrated components of healthcare systems. 
With its strong interdisciplinary base and growing international engagement, iSi Health is helping to define 
what the future of simulation-based medicine will look like—moving steadily from innovation to impact. 
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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 70 recordings are available in the members only area of the Avicenna website. Last webinar, held on 12 
May 2026 is available in the public area too. 

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

Our future webinars 

➢ 9 June 2026 - “In Silico - The ethical and legal landscape” by Surash Surash from TÜV-SÜD – Click here 
to register 

➢ 7 July 2026 - “Capturing Anatomical Diversity: Virtual Populations for In Silico Trials of Cardiac 
Devices” by Nishant Ravikumar and Zeike Taylor from ADSilico – Click here to register 

Our most recent webinars  

➢ 12 May 2026: “4D Digital Twins and their applications to Knee Replacement” by Mathieu Rimaud 
and Antoine Perrier from Twinsight – Watch the recording 

In this webinar, Twinsight will examine the clinical and technical drivers behind the growing adoption 
of simulation in orthopaedics, with a focus on total knee arthroplasty (TKA). The session will highlight 
how physics-based, patient-specific models can support surgeons in optimizing implant selection, 
alignment, and surgical strategy to improve functional outcomes. Twinsight will also share insights 
into the translational journey from clinic to scalable technology, outlining the key steps, evidence, and 
infrastructure needed to enable widespread clinical adoption of digital twin solutions in TKA. 

➢ 7 April 2026: “The Trust Evolution: From Model Validation to Cryptographic AI Verification” by Tina 
Morrison from Eqty Lab – Watch the recording 

This talk traces the evolution of trust mechanisms in computational systems, from traditional model 
validation approaches in mechanistic modelling to emerging cryptographic verification methods for 
AI. It explores how the credibility challenge for regulators has transformed as we've moved from 
deterministic simulations to probabilistic AI systems, and examines how cryptographic proofs, zero-
knowledge techniques, and verifiable computation are creating new pathways for establishing trust 
in digital assets, like synthetic data and AI outputs. 

70 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/5aea95a9-dcb9-4b23-9743-22f7755000bc@92379cbe-4b1e-497b-941a-061e6b48dad8
https://events.teams.microsoft.com/event/5aea95a9-dcb9-4b23-9743-22f7755000bc@92379cbe-4b1e-497b-941a-061e6b48dad8
https://events.teams.microsoft.com/event/32ed625e-f9e2-4ba1-9e38-fa773de13a23@92379cbe-4b1e-497b-941a-061e6b48dad8
https://www.avicenna-alliance.com/webinars/70-4d-digital-twins-and-their-applications-to-knee-replacement.html
https://avicenna-alliance.com/members-area/
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EU Policy and Regulatory updates 
 
The European healthcare regulatory landscape continued to evolve rapidly 
throughout March and April 2026, with major developments across 
pharmaceuticals, medical devices, digital health, artificial intelligence, and 
health data governance. During this period, EU institutions and agencies 
focused on implementing the new pharmaceutical reform package, 
advancing the European Health Data Space (EHDS), strengthening the 
Medical Devices Regulation (MDR) framework, and preparing stakeholders 
for the growing impact of the AI Act on healthcare technologies. At the 
same time, the European Medicines Agency (EMA) continued to support 
innovation through new initiatives for breakthrough medical devices and 
advanced therapies, while policymakers increasingly emphasized regulatory convergence, resilience of 
healthcare systems, and faster patient access to innovative solutions. 
 
EU Public Consultations of Interest to Our Community 
Two significant European public consultations are currently open for contributions. These initiatives provide 
valuable opportunities for stakeholders to contribute to the future development of EU policies and 
regulatory frameworks affecting healthcare, innovation, and research. 
 

1. Medical Devices and In Vitro Diagnostics – Targeted Update of EU Legislation 
New feedback deadline: 06 July 2026 
(previously 19 June 2026) 
This initiative focuses on streamlining and improving the EU regulatory framework for medical 
devices and in vitro diagnostic devices. The objective is to support the continued availability of safe, 
effective, and innovative technologies while ensuring a high level of patient safety and public health 
protection. 
Based on the assessment of the existing legislation, the revision aims to: 

• strengthen the competitiveness of the EU medical device sector both within Europe and 
internationally;  

• foster innovation and reduce strategic dependencies;  
• ensure that safety and compliance requirements remain proportionate and more cost-

effective.  
 

Feedback rules 
Give your Feedback 

 
2. Biotech Act 

New feedback deadline: 06 July 2026 
(previously 19 June 2026) 
Biotechnology is a strategic and rapidly evolving sector that contributes significantly to multiple 
areas of the European economy. As a highly research-intensive field, it depends on strong public 
and private investment to support growth and innovation. 
The forthcoming Biotech Act is expected to introduce measures designed to create a more 
supportive environment for biotechnology development, helping innovative products move more 
efficiently from research laboratories to industrial production and market deployment, while 
continuing to uphold the highest standards for public and environmental safety. 
 
Feedback rules 
Give your Feedback 

 
 

https://ec.europa.eu/info/law/better-regulation/rules-feedback-and-suggestions
https://ecas.ec.europa.eu/cas/login?loginRequestId=ECAS_LR-18724835-nByQXIXTsBXJcN4bpQ1HV4Z4GXflInam8QbRyX3fTzykUV1QEBc5VSMqoAUzaCSlzbJziItXzfU8iRc4GN4CQuo-POMaLlcnzRyM4EKbuVNSJC-jGbqOdaCXxdCjytw8RtbNnYdJZ72X4INO3nwUmzX7CcXdHIrL7LgWhoHBZ2pqW2xX7ISKUTW92KoQw8fXDSH1a
https://ec.europa.eu/info/law/better-regulation/rules-feedback-and-suggestions_en
https://ecas.ec.europa.eu/cas/login?loginRequestId=ECAS_LR-18741866-d2c5ilsMUUvG7xuHTTm9X1qSTZhauggPkuifiAzO5Vw4xSbfKpGKqMzpeEHmc9GFNRThYgL63nNKBoHtA30qaP-POMaLlcnzRyM4EKbuVNSJC-zs3f0YNQ2Fp7eG2YUgXqGSwdrpzmbCvDYIkDKI1MgTOyap4NYwTuab9zJ2yRTqOxkylLZMqUHHyoUi0yCprW5dm
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EMA Adopts ICH M15 Guideline (Step 5) 
27 April 2026 

The European Medicines Agency (EMA) has 
formally adopted the ICH M15 Guideline 
(Step 5), introducing a globally harmonized 
framework for the planning, assessment, 
and communication of Model-Informed 
Drug Development (MIDD) evidence. 

This important milestone represents further 
progress in the integration of modelling and 
simulation approaches within regulatory decision-making processes. The guideline is intended to promote 
greater consistency across international regulatory authorities in the evaluation and reporting of 
quantitative evidence supporting drug development. 

The ICH M15 Guideline on General Principles for Model-Informed Drug Development will become legally 
effective in Europe on 23 July 2026. It establishes structured recommendations for the application of 
modelling and simulation methodologies in regulatory submissions, including guidance on evidence 
generation, model evaluation, and standardized MIDD reporting practices. 

Alongside the adoption of the guideline, the ICH M15 Expert Working Group is also preparing a series of 
training resources to facilitate implementation. These materials are expected to cover: 

• the overall objectives, scope, and principles of ICH M15;  
• frameworks for evaluating MIDD evidence;  
• approaches to model assessment and validation;  
• best practices for structured reporting and regulatory submissions.  

Practical examples and additional supporting documentation are also planned to support stakeholders 
during implementation. 

Key Resources 
• EMA final adopted guideline: LINK – ICH M15 Guideline on General Principles for Model-Informed 

Drug Development (Step 5) 
• ICH M15 Guideline and documents: LINK 
• ICH M15 Step 4 presentation: LINK 

 
Growing focus on AI regulation in healthcare 
Healthcare organisations increasingly prepared for the operational impact of the EU AI Act, especially for: 

• AI-enabled medical devices,  
• clinical decision-support systems,  
• governance and documentation obligations,  
• interaction between AI Act, MDR/IVDR and EHDS 

requirements.  
Several industry analyses highlighted uncertainty around 
classification guidance and implementation timelines. 
 

     Sources: 
• Linklaters – EU Healthcare Update 2026: Key 

Regulatory Trends  
• European Commission – Artificial Intelligence in Healthcare  

 
EMA launches breakthrough medical device pilot 
The European Medicines Agency launched a pilot programme supporting “breakthrough” medical devices, 
initially focused on: 

https://www.ema.europa.eu/en/documents/scientific-guideline/ich-m15-guideline-general-principles-model-informed-drug-development-step-5_en.pdf
https://ich.org/page/multidisciplinary-guidelines#15
https://database.ich.org/sites/default/files/ICH_Step_4_Presentation_M15_2026_0316_1.pdf
https://www.linklaters.com/insights/publications/2026/april/eu-healthcare-update-2026?utm_source=chatgpt.com
https://www.linklaters.com/insights/publications/2026/april/eu-healthcare-update-2026?utm_source=chatgpt.com
https://health.ec.europa.eu/ehealth-digital-health-and-care_en?utm_source=chatgpt.com
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• high-risk Class III devices,  
• active Class IIb devices,  
• earlier scientific and regulatory interaction for innovators.  

The initiative aims to accelerate patient access to transformative technologies while maintaining safety 
standards. 
 

     Source: 
• EMA – Breakthrough Medical Devices Pilot  

Continued advancement of advanced therapies and rare disease medicines 
At the April 2026 CHMP meeting, EMA recommended several innovative products, including: 

• a gene therapy for spinal muscular atrophy,  
• a treatment for secondary progressive multiple sclerosis,  
• a therapy for familial chylomicronaemia syndrome.  

This reinforced the EU’s strategic emphasis on advanced medicinal products and precision medicine. 
 

     Source: 
• EMA CHMP April 2026 Meeting Highlights  

Strategic healthcare regulatory convergence becomes a major theme 
Throughout April 2026, policymakers and industry increasingly focused on the interaction between: 

• the Pharma Package,  
• EHDS,  
• MDR/IVDR,  
• the AI Act,  
• the proposed Biotech Act,  
• critical medicines and supply-chain resilience initiatives.  

This convergence is shaping a more integrated EU healthcare regulatory environment for pharma, medtech, 
biotech and digital health sectors. 
 

     Source: 
• Linklaters – EU Healthcare Update 2026: Key Regulatory Trends 

 
EMA Publishes NDSG Workplan 2026–2028 on Data and Artificial Intelligence in Medicines Regulation 
9 March 2026 
The European Medicines Agency (EMA) has released the Network Data Steering Group (NDSG) Workplan 
2026–2028, setting out a strategic vision to expand the integration of data and artificial intelligence within 
the European medicines regulatory system. 
The new workplan represents an important milestone in the ongoing modernisation of regulatory science 
across the EU network. Among the key elements highlighted is the growing role of modelling and 
simulation (M&S), which is specifically identified as an important emerging methodology for evidence 
generation and regulatory assessment. The document underlines the increasing reliance on data-driven and 
AI-supported approaches to enhance regulatory evaluation and decision-making processes. 
One of the major priorities outlined in the strategy is the preparation of dedicated guidance on the use of 
AI in both clinical development and pharmacovigilance activities. This work will be supported by a 
dedicated implementation roadmap linked to the upcoming EU Biotech Act and is intended to provide 
regulators and scientific experts with the tools, competencies, and assessment frameworks needed to 
evaluate AI-enabled technologies and methodologies effectively. 
 
Access the full workplan 
Learn more about the Network Data Steering Group (NDSG) 
 
 
 

https://www.ema.europa.eu/en/news/new-pilot-support-development-breakthrough-medical-devices?utm_source=chatgpt.com
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-20-23-april-2026?utm_source=chatgpt.com
https://www.linklaters.com/insights/publications/2026/april/eu-healthcare-update-2026?utm_source=chatgpt.com
https://www.ema.europa.eu/en/documents/other/network-data-steering-group-workplan-2026-2028-data-artificial-intelligence-medicines-regulation_en.pdf
https://www.ema.europa.eu/en/documents/other/network-data-steering-group-workplan-2026-2028-data-artificial-intelligence-medicines-regulation_en.pdf
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Digital Europe Programme Expands Support for AI, Health Data, and Modelling Capabilities Across Europe 
 
The European Commission has adopted a further amendment to the Digital Europe Work Programme 
2025–2027, reaffirming the EU’s ambition to strengthen strategic digital capacities and address rapidly 
evolving technological priorities. 

 
This represents the second revision of the 
current work programme and is intended to 
ensure continued alignment between EU 
funding instruments and the Commission’s 
objectives for the development, deployment, 
and uptake of critical digital technologies 
throughout Europe. 
 
The updated programme introduces additional 
actions and investment priorities designed to 
accelerate the adoption of advanced 
technologies, particularly in the areas of 

artificial intelligence (AI), digital infrastructure, and cybersecurity. It also maintains strong support for 
strategic domains such as high-performance computing, digital skills development, and the wider 
integration of digital technologies across multiple sectors. 
 
Increased attention to digital health and health data infrastructures 
 
Of particular importance to our community, the revised programme further strengthens support for the 
European Electronic Health Record Exchange Format (EEHRxF) and the rollout of digital health services 
across EU Member States. 
 
This initiative represents a major step toward enabling interoperable and cross-border health data 
exchange throughout Europe. Such infrastructures are increasingly essential for biomedical research, 
personalised medicine, and population-level health analysis. Enhanced access to harmonised health 
datasets will also support the development, calibration, and validation of computational and predictive 
models related to disease progression, therapeutic outcomes, and healthcare system performance. 
 
Expansion of AI testing and experimentation infrastructures 
 
The amendment also reinforces the deployment of Testing and Experimentation Facilities (TEFs) dedicated 
to AI applications, including those in healthcare settings. 
 
These facilities are intended to provide researchers, SMEs, healthcare organisations, and public authorities 
with access to advanced environments where AI technologies can be tested and validated under real-world 
conditions. In the context of healthcare and modelling, this will further support the development and 
assessment of: 
 
AI-based diagnostic technologies; 
predictive models for disease prevention and management; 
simulation and modelling tools for clinical decision support. 
 
Such infrastructures play a critical role in facilitating the transition from research to clinical and regulatory 
implementation, helping ensure that AI-enabled and model-based solutions are robust, trustworthy, and 
responsibly deployed. 
 



 

Avicenna Alliance Newsletter March / April 2026 P. 15 

Further Information 
European Commission – Digital Europe Programme and its work programmes. 
 
Pharmaceutical legislation reform moves into implementation phase 
The EU’s major pharmaceutical reform package continued to advance following the political agreement 
reached in late 2025. In March 2026, the Council and Parliament published additional agreed texts 
clarifying implementation details for the future EU pharmaceutical framework, including: 

• measures to improve access to medicines,  
• stronger shortage prevention rules,  
• incentives for innovation,  
• simplification of regulatory procedures,  
• updates for orphan and paediatric medicines.  

 

     Sources: 
• Council of the EU – Pharma Package Agreement  
• European Medicines Agency – Reform of EU Pharmaceutical Legislation  

 
Medical Devices Regulation (MDR) implementation intensifies 
The European Commission increased operational preparations for MDR/IVDR implementation: 

• confirmation that EUDAMED will become mandatory from 28 May 2026,  
• publication of new implementing rules for conformity assessment and notified bodies,  
• high-level discussions on improving the medical device regulatory system.  

 

     Source: 
• European Commission – Getting Ready for the New Regulations (MDR/IVDR)  

 
European Health Data Space (EHDS) enters operational transition phase 
The European Commission marked the first anniversary of the EHDS initiative and published updated FAQs 
and implementation materials. Main priorities included: 

• cross-border electronic health record interoperability,  
• secondary use of health data for research,  
• governance for secure health data access,  
• preparation for EHDS compliance by healthcare institutions and digital health companies.  

 

     Sources: 
• European Commission – European Health Data Space  
• European Commission – Digital Health and Care  

 
EMA focuses on clinical trial modernisation and resilience 
The European Medicines Agency Management Board discussed: 

• resilience of medicine supply chains,  
• improvements to the Clinical Trials Information System (CTIS),  
• alignment with the proposed EU Biotech Act,  
• new clinical trial performance indicators.  

 

     Source: 
• EMA Management Board – March 2026 Highlights  

 
CHMP recommends several innovative medicines 
At its March 2026 meeting, the EMA’s CHMP recommended approval of several important therapies, 
including: 

• Adstiladrin for bladder cancer,  

https://digital-strategy.ec.europa.eu/en/activities/digital-programme
https://digital-strategy.ec.europa.eu/en/activities/work-programmes-digital
https://www.consilium.europa.eu/en/press/press-releases/2025/12/10/pharma-package-council-and-parliament-reach-a-deal-on-new-rules-for-a-fairer-and-more-competitive-eu-pharmaceutical-sector/?utm_source=chatgpt.com
https://www.ema.europa.eu/en/about-us/what-we-do/reform-eu-pharmaceutical-legislation?utm_source=chatgpt.com
https://health.ec.europa.eu/medical-devices-new-regulations/getting-ready-new-regulations_en?utm_source=chatgpt.com
https://health.ec.europa.eu/ehealth-digital-health-and-care/european-health-data-space_en?utm_source=chatgpt.com
https://health.ec.europa.eu/ehealth-digital-health-and-care_en?utm_source=chatgpt.com
https://www.ema.europa.eu/en/news/ema-management-board-highlights-march-2026-meeting?utm_source=chatgpt.com
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• Imdylltra for small-cell lung cancer,  
• Joenja for activated PI3K delta syndrome.  

 
This reflected the EU’s continued focus on rare diseases and advanced therapies. 
 

     Source: 
• EMA CHMP March 2026 Meeting Highlights  

 
 
 
 
 
 

  

https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-23-26-march-2026?utm_source=chatgpt.com
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Recent news  
 
Be part of Avicenna Days 2026 — register to explore the future of in silico medicine with global experts 
 

Join the voices shaping the future of in silico medicine - In 2026, the 
Avicenna Alliance celebrates a major milestone: 10 years of 
advancing in silico medicine — and you are invited to be part of what 
comes next. 
Avicenna Days (AAD) 2026 is not just another event. It is a unique, 
free, two-day global gathering bringing together 32 thought leaders 
from academia, industry, regulatory, notified bodies, and clinical 

practice to reflect on a decade of progress—and, more importantly, to define the future of healthcare 
innovation. 
 
Across 28–29 April 2026 (online), you will hear from an exceptional line-up of speakers who are actively 
shaping the field. Together, these voices will guide you through: 

• 10 years of breakthroughs in computational modelling and simulation 
• Regulatory evolution and global harmonisation challenges 
• Real-world applications of in silico technologies 
• Future priorities to scale adoption across healthcare 

 
But this event is more than a series of talks. It is a platform for collaboration—where researchers, 
regulators, clinicians, industry leaders, notified bodies and innovators come together to exchange ideas, 
challenge assumptions, and co-create solutions. 
 
The goal is clear: safer, faster, more affordable and more effective healthcare through in silico methods. 
 
Whether you are: 

• advancing research 
• navigating regulatory pathways 
• developing medical technologies 
• exploring how digital evidence can transform clinical practice 

 
This is where your voice matters. 
 
Because the next decade of in silico medicine will not be built by a few. It will be shaped by a community 
willing to collaborate, connect, and act. 
 
Don’t miss this milestone event. Don’t stay on the sidelines. Register now, join the discussion, and help 
shape the future of healthcare. 
 
Infrastructure or Collaboration? Advancing In Silico Medicine Together 
 

Avicenna Days (AAD) 2026 - The Research & Technology Working 
Group 
 
The Research & Technology Working Group session at AAD 2026 will 
bring together key stakeholders across academia, industry, and 
clinical practice to explore a central question: do we need more 
infrastructure, or more collaboration to advance in silico medicine? 

https://www.avicenna-alliance.com/news/be-part-of-avicenna-days-2026-register-to-explore-the-future-of-in-silico-medicine-with-global-exper.html
https://www.avicenna-alliance.com/news/infrastructure-or-collaboration-advancing-in-silico-medicine-together.html
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This session will feature perspectives from high-performance computing, commercial software, start-ups, 
and clinical and academic research. Invited speakers include Maria Ángeles Pérez, who will present her 
work in oncology; Nirnith Devireddy, who will share insights from his leadership in Artificial Intelligence; 
and Vincenzo Carbone, PhD, who will discuss developments within VHTnet and related initiatives. Nele 
Famaey and Heleen Fehervary will present the C4Bio initiative, highlighting findings from its global effort to 
address variability in the experimental characterization of biological tissues, and outlining next steps 
toward improved standardization and coordinated research. Each speaker will conclude with reflections on 
the role of the Avicenna Alliance in advancing their respective domains. The session will culminate in a 
discussion on how the Avicenna Alliance and the VPH Society can further strengthen collaboration between 
academia and industry, tackle precompetitive challenges, and align research priorities to accelerate the 
adoption and impact of in silico approaches. 
 
What does it take to turn in silico innovation into real impact for patients?  
 

At AAD 2026, the ISA Working Group session brings together key 
voices from across the ecosystem to tackle exactly that question. 
 
The In Silico Application (ISA) WG highlights the “village” needed to 
make in silico technologies truly work in practice — from standards 
to regulation to engineering. 
 
The session will open with speeches by Matthieu CHAREYRE, Erica 

Beaucage-Gauvreau, and Karl Bass, setting the stage for a dynamic exchange. This will be followed by a 
roundtable discussion moderated by Dr. René Bombien, featuring Charlott Danielson, Brent Craven, Julien 
Clin, Vijay Govindarajan, and Dr. Richard Assaker, exploring how U.S. and EU standard development, 
regulatory science, and conformity assessment are converging in the field of computational modelling and 
simulation. 
 
By aligning technical rigor with real-world implementation, this session will show why collaboration isn’t 
optional — it’s essential. 
 
Because in the end, all roads in in silico innovation should lead to one place: meaningful patient impact. 
 
Join us for a keynote teaser at Avicenna Days (AAD) 2026 
 

At Avicenna Days 2026, Prof. Oscar Camara, Director of the 
Engineering School at Universitat Pompeu Fabra (UPF), Barcelona, 
will explore how Virtual Human Twins are moving from long-
standing vision to clinical reality. 
 
In his keynote, “From old dreams to current reality in Virtual Human 
Twins: large-scale in silico trials, drug–device modelling, and the 
heart-brain axis”, Prof. Camara will take us through the remarkable 

evolution of Virtual Human Twins—from early pioneering work in projects like euHeart to today’s rapidly 
maturing clinical applications. 
 
From large-scale in silico trials in ~300 patients undergoing left atrial appendage occlusion, to the coupling 
of computational fluid dynamics with drug PK/PD models, this keynote showcases how digital patient 
models are reshaping both MedTech and Pharma. 
 
A major highlight is the emerging computational heart–brain axis, linking cardioembolic and neurovascular 
modelling into a unified framework for therapy optimization. 

https://www.avicenna-alliance.com/news/what-does-it-take-to-turn-in-silico-innovation-into-real-impact-for-patients.html
https://www.avicenna-alliance.com/news/join-us-for-a-keynote-teaser-at-avicenna-days-aad-2026.html
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This talk offers a forward look at how Virtual Human Twins are becoming a practical tool for truly 
personalized, system-level medicine—and what still needs to be solved to make them routine in clinical and 
industrial use. 
 
Harmonizing the Future: Global Regulatory Perspectives on In Silico Evidence 
 

If we can submit in silico evidence for regulatory approval to the 
FDA, we still need to rely exclusively on clinical trial result to the rest 
of the world until regulation are harmonized! Really? Let's ask the 
question to the regulators. 
 
The Avicenna Alliance and Marc Horner, International Affairs 
Working Group Leader, are proud to invite you to attend the 
Regulatory Round Table entitled “Harmonizing the Future: Global 

Regulatory Perspectives on In Silico Evidence”, chaired by Tina Morrison, who will get firsthand opinions of 
regulators from all around the world, including European Medicines Agency (EMA), U.S. Food and Drug 
Administration (FDA), Ministry of Food and Drug Safety (MFDS), Medicines and Healthcare products 
Regulatory Agency (MHRA), Therapeutic Goods Administration (TGA), and the University of Ulsan. 
 
This landmark session will reflect the Alliance’s commitment to advancing regulatory convergence and 
innovation in healthcare. 
 
In silico evidence has the potential to reduce, refine, or replace traditional experimental and clinical data, 
enabling faster, more ethical, and more cost-efficient decision-making. However, differing regulatory 
expectations across regions continue to limit its broader adoption. Global harmonization is therefore 
essential to fully unlock its potential and modernize healthcare innovation. 
 
The International Affairs WG has been actively driving this goal through direct engagement with competent 
authorities, the development of model credibility standards, and participation in international initiatives 
such as UK CEiRSI and IMDRF. 
 
The round table, moderated by Tina Morrison (EQTY Lab), Global Harmonization TF Leader, will highlight a 
shared global commitment to harmonising regulatory approaches for in silico evidence, reinforcing how 
collaboration can accelerate innovation while ensuring the highest standards of public health and safety. 
 
Don’t miss this exceptional opportunity to hear from our experts, learn from their experience, and gain a 
glimpse of what the future holds. 
 
 
Don’t Miss Our Keynote with Dr. Bassil Akra – 28 April 2026, 2 pm CEST 
 

Dr. Bassil Akra, a visionary leader in European medtech regulation, 
will reveal how medical device and IVD rules are evolving. 
 
In his keynote “Evolving from conservative industry norms to a 
smarter EU-driven future”, discover “how the EU is moving from 
outdated bureaucracy to smart, technology-driven standards, finally 
making room for in silico trials and real-world evidence”. 
 

Mark your calendar: 28 April 2026, 2 pm CEST – this is a session you won’t want to miss! 
 

https://www.avicenna-alliance.com/news/harmonizing-the-future-global-regulatory-perspectives-on-in-silico-evidence.html
https://www.avicenna-alliance.com/news/don-t-miss-our-keynote-with-dr-bassil-akra-28-april-2026-2-pm-cest.html
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Avicenna Days (AAD) 2026 
 

You’re invited… and yes, this party is free. 
 
In April 2026, the Avicenna Alliance celebrates its 10th anniversary 
— a decade of bringing together industry leaders, academics, 
regulators, clinicians, and patients to accelerate medical innovation 
through in silico methods. 
 
From shaping global policies to advancing the adoption of 

computational modelling, simulation, and AI, it’s been quite a journey. And we’re just getting started. 
 
Join us online on 28-29 April to reflect on what we’ve achieved — and, more importantly, to help shape 
what comes next. 
 
There’s just one small “gift” we ask you to bring: Your testimony, a short sentence about why the Alliance 
is important to your affiliation.  
 
Share your perspective on the value and importance of the Avicenna Alliance in advancing in silico 
medicine. Your voice will help guide the next phase of our mission toward safer, more accessible, and more 
effective healthcare. 
 
Let’s celebrate, connect, and co-create the future — together. 
 
More info   
 
Eqty Lab joins the Avicenna Alliance! 
 

The Avicenna Alliance is pleased to announce EQTY Lab as its newest 
member, strengthening the Alliance’s commitment to trustworthy, 
transparent, and regulatory-aligned AI in healthcare and biomedical 
innovation. 
Founded in 2024, EQTY Lab is pioneering a new era of AI trust, 
transparency, and governance through its AI Integrity Suite—state-
of-the-art technology that delivers verifiable security, compliance, 
and collaboration across the computational and AI lifecycle. By 
combining advanced cryptography with real-time policy 
enforcement, EQTY Lab enables organizations to certify trusted data 
and models, automate governance processes, and proactively 

mitigate emerging risks in a rapidly evolving AI landscape. 
EQTY Lab’s approach supports safer and more accountable AI development, from robust data lineage and 
binding controls to forensic-grade audit trails. These capabilities are designed to align with guidance from 
regulatory bodies such as the U.S. Food and Drug Administration and the European Medicines Agency, as 
well as with leading compliance frameworks, including those developed by the National Institute of 
Standards and Technology. 
 
EQTY Lab’s engagement with the Avicenna Alliance is further strengthened by the involvement of Tina 
Morrison, PhD, Vice President of Scientific Strategy at EQTY Lab. Dr. Morrison brings deep expertise at the 
intersection of engineering, computation, and policy, with more than 25 years of experience in simulation 
and 17 years in regulatory science. Previously, as a senior executive at the FDA, she served as science 
advisor to the FDA Chief Scientist on Scientific Computing and directed the Office of Regulatory Science and 
Innovation. Her leadership has advanced computational and in silico methods, AI credibility assessment, 

https://www.avicenna-alliance.com/news/avicenna-days-aad-2026.html
https://www.avicenna-alliance.com/avicenna-days/avicenna-days-aad-2026.html?tab=about
https://www.avicenna-alliance.com/news/eqty-lab-joins-the-avicenna-alliance.html
https://www.eqtylab.io/
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and credible simulation for regulatory evaluation, earning her recognition as FDA’s Federal Engineer of the 
Year in 2019. 
 
"We are very pleased to bring our data and process integrity expertise to bolster in silico approaches with 
verifiable model builds and verifiable AI and agents for healthcare to the Avicenna Alliance. We are 
delighted to engage with its industrial and academic members to further accelerate the adoption and 
deployment of in silico evidence around the world", said Tina Morrison, VP Scientific Strategy, EQTY Lab. 
 
"It is a privilege for the Avicenna Alliance to welcome EQTY Lab as our newest member. Closely 
collaborating with Tina Morrison, a pioneer of in silico approach for regulatory approval, and her team will 
enable the Alliance and its members to further accelerate the adoption and deployment of Computational 
Modeling and Simulation for healthcare", added Thierry Marchal, President & Secretary General, Avicenna 
Alliance. 
 
The Avicenna Alliance looks forward to collaborating with EQTY Lab to advance best practices in AI 
governance, enhance regulatory confidence of in silico approaches, and contribute to the responsible 
adoption of AI-enabled solutions in healthcare and beyond. 
 
The Policy Development WG at Avicenna Days 2026 
 

How will in silico evidence be integrated into regulatory pathways for 
medical technologies in Europe? 
 
At Avicenna Days 2026, the Policy Development Working Group will 
bring together key stakeholders to discuss the adoption and 
acceptance of in silico evidence across the regulatory landscape for 
Medical Devices and In Vitro Diagnostic Devices. 
 

The session will explore the European Authorities’ vision for in silico evidence in Europe, as well as the role 
of Notified Bodies in enabling its use across the Total Product Life Cycle of medical technologies. 
 
Join the discussion and take part in the round table and Q&A to share perspectives on the future of digital 
evidence in healthcare innovation. 
 
Click here for more info 
 
 

  

https://www.avicenna-alliance.com/news/the-policy-development-wg-at-avicenna-days-2026.html
https://www.avicenna-alliance.com/avicenna-days/avicenna-days-aad-2026.html?tab=about
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Members Corner 

Events 
 
VPH 2026 — the Virtual Physiological Human Conference 
 

 

      Milan, Politecnico 

        1–4 September 2026 
  

     Join us in Milan and be part of the community building the future of virtual medicine. https://vph-
conference.org/ 
 
We are excited to share three keynote talks that will take place at VPH 2026, the Virtual Physiological 
Human Conference: 
  

🎤 Maurice Whelan, European Commission, Joint Research Centre 
Getting more out of computational modelling to benefit health and society in the EU 

📅 2 September 2026, 9:30 
  

🎤 Helen Byrne, University of Oxford 
The Tumour Microenvironment: Using Mathematics to Adapt to an Evolving Landscape 

📅 3 September, 11:00 
  

🎤 Philippe Bijlenga, University Hospital Geneva 
Digital Twins and Disease Management Modelling 

📅 4 September, 12:00 
  
VPH 2026 will be the place where you can connect with leading researchers, clinicians, and decision-makers 
driving innovation in healthcare. 
  

✨ There are some interesting sponsorship and branding opportunities https://vph-
conference.org/industry/. 
 
And if you'd like to attend but don't have budget for a stand, there is also a selection of practical take-away 
branding options like: 
  

📿Lanyards 

🖊️📓Pen and notepads 

Cheap, simple, and guaranteed visibility 💯 
  
While the scientific programme will be released by the end of June, here’s a preview of key themes: 
  

https://vph-conference.org/
https://vph-conference.org/
https://trackingservice.monday.com/tracker/link?token=eyJhbGciOiJIUzI1NiIsInR5cCI6IkpXVCJ9.eyJvcmlnaW5hbFVybCI6Imh0dHBzOi8vdnBoLWNvbmZlcmVuY2Uub3JnLyIsImVtYWlsSWQiOiJmMjVhZDQ2MC05Y2RiLTQyNGUtYmFiNS1iYjMyMGY1NTcxZGQiLCJpYXQiOjE3Nzg2NjY3NTd9.TunwMi99gIgtUXzZR9LkHcGQn3cqNs1yDP41PtC8Zao&r=use1
https://trackingservice.monday.com/tracker/link?token=eyJhbGciOiJIUzI1NiIsInR5cCI6IkpXVCJ9.eyJvcmlnaW5hbFVybCI6Imh0dHBzOi8vdnBoLWNvbmZlcmVuY2Uub3JnLyIsImVtYWlsSWQiOiJmMjVhZDQ2MC05Y2RiLTQyNGUtYmFiNS1iYjMyMGY1NTcxZGQiLCJpYXQiOjE3Nzg2NjY3NTd9.TunwMi99gIgtUXzZR9LkHcGQn3cqNs1yDP41PtC8Zao&r=use1
https://trackingservice.monday.com/tracker/link?token=eyJhbGciOiJIUzI1NiIsInR5cCI6IkpXVCJ9.eyJvcmlnaW5hbFVybCI6Imh0dHBzOi8vdnBoLWNvbmZlcmVuY2Uub3JnL2luZHVzdHJ5LyIsImVtYWlsSWQiOiJmMjVhZDQ2MC05Y2RiLTQyNGUtYmFiNS1iYjMyMGY1NTcxZGQiLCJpYXQiOjE3Nzg2NjY3NTd9.75oCqAn21f3Arzgq5Dcezq3nhzNVD38bKoSzVisclNA&r=use1
https://trackingservice.monday.com/tracker/link?token=eyJhbGciOiJIUzI1NiIsInR5cCI6IkpXVCJ9.eyJvcmlnaW5hbFVybCI6Imh0dHBzOi8vdnBoLWNvbmZlcmVuY2Uub3JnL2luZHVzdHJ5LyIsImVtYWlsSWQiOiJmMjVhZDQ2MC05Y2RiLTQyNGUtYmFiNS1iYjMyMGY1NTcxZGQiLCJpYXQiOjE3Nzg2NjY3NTd9.75oCqAn21f3Arzgq5Dcezq3nhzNVD38bKoSzVisclNA&r=use1
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• Computational & AI-driven drug delivery and design 

• Multi-omics data integration 

• Neuroinformatics & brain–computer interfaces 

• Clinical decision support systems 

• Industrial applications of digital twins 

• In silico oncology & organ-on-a-chip trials 

• Credibility, verification & validation of digital twins 

• Regulatory science for digital twins 

• Trusted AI in health and care 
 
 
The world’s #1 hospital recognizes Hemolens Diagnostics’ impact 
 
Hemolens will be participating in The Second Annual 
Mayo Clinic Cardiology & Radiology Innovation 
Summit, taking place on June 11, 2026, in Rochester, 
Minnesota, United States. The event is organized by Mayo Clinic, which is ranked as the number one in the 
World’s Best Hospitals 2026 ranking.  
 
The upcoming Summit is an invitation-only event, and Hemolens was selected after an advanced global 
process, including Mayo Clinic’s internal vetting to ensure strategic alignment and clinical impact. Only less 
than 100 startups and investors worldwide earned this opportunity.  

 
The summit brings together top 
clinicians, innovators, and investors 
driving breakthroughs in cardiology and 
radiology, with a focus on technologies 
that truly transform patient care. As a 
company developing technologies for 
non-invasive cardiac diagnostics, 
Hemolens Diagnostics is excited to 
engage with leaders shaping the future 
of heart health and discuss how their 
solutions can contribute to advancing 
cardiac diagnostics internationally.  

 
Hemolens would like to express a huge thank you to Mayo Clinic and Mayo Clinic Business Development, 
and to the clinical and business development teams who supported them along the way.   

https://www.linkedin.com/company/mayo-clinic/
https://www.linkedin.com/company/mayo-clinic-ventures/
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Publications 
 
InSilicoTrials recently published "NX210c 
Demonstrates Therapeutic Potential to Restore 
Blood–Brain Barrier in a QSP Model of 
Relapsing–Remitting Multiple Sclerosis" 
developed in partnership with Axoltis Pharma, 
University of Catania and Mimesis, investigating the therapeutic potential of NX210c for relapsing-
remmiting multiple sclerosis (RRMS). 
 
This study used a redesigned quantitative systems pharmacology (QSP) model to evaluate NX210c in 
relapsing–remitting multiple sclerosis (RRMS). Simulations showed that NX210c improved blood–brain 
barrier integrity, reduced disease activity, and lowered relapse frequency, particularly in combination with 
existing MS therapies. The findings support NX210c as a promising therapeutic strategy for BBB restoration 
and immune modulation in RRMS. 
 
Read and download the full publication 
 
 
𝐓𝐡𝐞 𝐌𝐚𝐫𝐜𝐡 𝐢𝐬𝐬𝐮𝐞 𝐨𝐟 𝐅𝐄𝐀𝐍𝐓𝐌 𝐢𝐬 𝐨𝐮𝐭 
Don’t miss RBF Morph article: “𝑨 𝑭𝒂𝒔𝒕 𝑨𝒏𝒂𝒍𝒚𝒕𝒊𝒄𝒂𝒍 𝑴𝒆𝒕𝒉𝒐𝒅 𝒇𝒐𝒓 𝑬𝒍𝒂𝒔𝒕𝒊𝒄–𝑷𝒍𝒂𝒔𝒕𝒊𝒄 𝑨𝒏𝒂𝒍𝒚𝒔𝒊𝒔 𝒐𝒇 
𝑻𝒉𝒓𝒆𝒂𝒅𝒆𝒅 𝑪𝒐𝒏𝒏𝒆𝒄𝒕𝒊𝒐𝒏𝒔”.  
 

Threaded connections play a critical role in engineering structures, yet 
accurately modelling their elastic–plastic behaviour remains complex. 
Yielding may occur even under relatively low external loads, while most 
detailed studies continue to rely on finite element analyses that are 
often computationally intensive and tailored to specific cases. 
 

This paper introduces a novel extension of Maduschka’s classical method, providing a fast and efficient 
analytical approach for screw–nut–washer assemblies. The proposed methodology: 

• captures the evolution of plastic strain from initial yielding through complete plasticization;  
• has been validated against both axisymmetric and 3D high-fidelity finite element analyses;  
• is applicable across a broad range of thread sizes (M16–M36);  
• demonstrates strong correlation with FEA reference results;  
• significantly reduces computational costs.  

 
In addition to its validation results, the method shows robustness with respect to variations in geometry, 
friction conditions, and thread number. These characteristics make it particularly well suited for iterative 
simulations, large-scale computational studies, and reduced-order modelling approaches. Furthermore, the 
framework is readily adaptable for integration into advanced finite element environments supporting 
structural health monitoring and digital twin applications. 
 
Read the full article on page 31 
 
Presentation “𝘚𝘶𝘳𝘨𝘦𝘰𝘯-𝘐𝘯-𝘛𝘩𝘦-𝘓𝘰𝘰𝘱 – 𝘝𝘪𝘳𝘵𝘶𝘢𝘭 𝘙𝘦𝘢𝘭𝘪𝘵𝘺 𝘧𝘰𝘳 𝘙𝘦𝘢𝘭-𝘛𝘪𝘮𝘦 
𝘌𝘹𝘱𝘭𝘰𝘳𝘢𝘵𝘪𝘰𝘯 𝘰𝘧 𝘗𝘢𝘵𝘪𝘦𝘯𝘵-𝘚𝘱𝘦𝘤𝘪𝘧𝘪𝘤 𝘏𝘦𝘮𝘰𝘥𝘺𝘯𝘢𝘮𝘪𝘤 𝘪𝘯 𝘊𝘰𝘯𝘨𝘦𝘯𝘪𝘵𝘢𝘭 𝘏𝘦𝘢𝘳𝘵 
𝘚𝘶𝘳𝘨𝘦𝘳𝘺 𝘗𝘭𝘢𝘯𝘯𝘪𝘯𝘨” delivered by Marco Evangelos Biancolini at EMMS 2026 is 
available for download. 
 
This presentation introduces the ROMed2VR framework and walks through: 

• Project Overview & Consortium 

https://www.mdpi.com/1422-0067/27/3/1349
chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/www.feantm.com/monthly_blog/2026/03_2026_FEANTM.pdf
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• Clinical Challenge – State of the Art 
• Numerical workflow for patient specific Digital Twin 
• VR Integration and Validation 

 
The study introduces an integrated workflow that combines 𝐩𝐚𝐭𝐢𝐞𝐧𝐭-𝐬𝐩𝐞𝐜𝐢𝐟𝐢𝐜 𝐡𝐢𝐠𝐡-𝐫𝐞𝐬𝐨𝐥𝐮𝐭𝐢𝐨𝐧 𝐂𝐅𝐃 
𝐚𝐧𝐚𝐥𝐲𝐬𝐞𝐬, 𝐑𝐞𝐝𝐮𝐜𝐞𝐝 𝐎𝐫𝐝𝐞𝐫 𝐌𝐨𝐝𝐞𝐥𝐢𝐧𝐠 (𝐑𝐎𝐌), and 𝐫𝐞𝐚𝐥-𝐭𝐢𝐦𝐞 𝐢𝐦𝐦𝐞𝐫𝐬𝐢𝐯𝐞 𝐕𝐑 𝐯𝐢𝐬𝐮𝐚𝐥𝐢𝐳𝐚𝐭𝐢𝐨𝐧 to enhance 
pre-operative planning in congenital heart surgery. 
 
Among the main features of the framework are: 

• patient-specific anatomical reconstruction based on CT imaging;  
• RBF mesh morphing combined with CFD-driven Design of Experiments methodologies;  
• POD-based reduced-order models enabling real-time predictive capabilities;  
• immersive VR tools allowing live adjustment of surgical parameters;  
• clinical assessment involving congenital heart surgeons, demonstrating strong usability and 

considerable promise for surgical planning applications.  
 
As highlighted in the paper’s conclusions: 
 

• “ROMed2VR integrates patient-specific CFD, reduced-order modelling and immersive VR into a 
unified workflow.” 

• “The surgeon becomes an active decision-maker within a simulation-driven environment.” 

• “The approach represents a concrete step toward scalable cardiovascular digital twins.” 
 
Download the presentation 
 
“A particle-based framework for efficient FSI in compliant thin-walled arteries” 
15 April 2026 
 
Virtonomy continuously invests in research and 
development to advance the numerical methods that 
underpin its simulation platform, with the aim of improving 
accuracy, robustness, and computational efficiency. While 
much of its work is visible through client projects, a 
substantial part is dedicated to methodological innovation behind the scenes. 
 
A recent contribution by researcher Weiyi Kong, co-authored in the paper “A particle-based framework for 
efficient FSI in compliant thin-walled arteries”, highlights this effort. The study proposes an efficient approach 

for modelling fluid–structure 
interaction in cardiovascular systems, 
achieving significant reductions in 
computational cost while preserving 
accuracy. 
 
Blood flow simulation plays a key role 
in cardiovascular research, as vessel 
walls deform with each heartbeat, 
influencing pressure, flow patterns, 
and disease progression. Smoothed 
Particle Hydrodynamics (#SPH) is 
particularly suited to these 

applications due to its ability to handle complex geometries and moving interfaces. However, representing 

https://lnkd.in/djnUByZe
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thin arterial walls as full 3D solids can be computationally demanding and is often unnecessary depending on 
the specific use case. 
 
The proposed method simplifies the vessel wall into a single particle layer rather than a volumetric structure. 
It is validated against analytical solutions and benchmark cases, and further tested on patient-specific 
geometries to ensure robustness and physiological realism. 
Overall, the approach delivers comparable accuracy with substantially lower computational cost, enabling 
more efficient large-scale simulations. For Virtonomy’s clients, this translates into faster, more scalable 
medical device evaluation across diverse patient populations, supporting the full workflow from simulation 
setup to regulatory-ready reporting and actionable insights. 
 
Link to Paper 
 
 
 

  

https://www.sciencedirect.com/science/article/pii/S0020740326002997
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Other News and interesting links 
 
InSilicoMinds has been named a Top Contender at the ET AI Awards 2025, an initiative by The Economic 
Times recognising leading AI innovators in India. 
 

The company highlighted that the 
recognition reflects its mission to harness 
artificial intelligence, modelling, and 
simulation to accelerate drug development 
and ultimately improve patient outcomes. 

 
The ET AI Awards are among the first major national initiatives in India dedicated to celebrating excellence 
in artificial intelligence across industries. 
For InSilicoMinds, the acknowledgement is seen as validation of its approach and continued commitment 
to advancing AI-driven innovation in life sciences and healthcare. 
 
 
InSilicoMinds has been featured in Shaastra Magazine by IIT Madras in a recent article titled “Raising the 
Bars” by Gauri Kamath, which explores the future of drug testing in India. 
 
The article highlights how New Approach Methodologies (NAMs) are transforming drug development by 
moving beyond traditional approaches toward more advanced, human-relevant methods. These include in 
vitro 3D cell models such as organoids and spheroids, organs-on-chip systems that replicate real organ 
functions, and in silico modelling and simulation tools powered by AI to predict drug behaviour and support 
regulatory decision-making. 
 
A key focus of the piece is the growing role of computational methods in reducing or even replacing human 
bioequivalence studies for generic drug approvals, supported by robust simulation-based evidence. 
The feature underscores how India’s pharmaceutical sector is reaching a turning point, where NAMs and AI-
driven tools are becoming central to faster, more efficient, and more human-relevant drug development. 
 
Read the article 
 
Numalogics has announced that its latest research has been accepted for publication in an ASME (The 
American Society of Mechanical Engineers) journal 
 
The work reflects ongoing efforts to advance 
predictive modelling, biomechanics, and data-
driven healthcare solutions—fields that are 
increasingly shaping how complex medical 
conditions are understood and addressed. 
 
The publication marks another step in the team’s commitment to strengthening the scientific foundations 
behind computational approaches in healthcare. It also highlights continued progress in developing 
methods that support more accurate and efficient modelling frameworks. 
 
The team acknowledged the contributors involved in the research and expressed appreciation for the 
collaboration behind the achievement, underscoring its focus on advancing the boundaries of 
computational science and medical innovation. 
 
Read the paper  
 

https://www.linkedin.com/posts/insilicominds_articlenam-activity-7455552748533641216-hgjJ?utm_source=share&utm_medium=member_desktop&rcm=ACoAAAtQz5oB7_2_RDegqcj-inM7IzuFLhmHCEE
https://asmedigitalcollection.asme.org/verification/article-abstract/10/3/031003/1231981/Computational-Modeling-of-Orthopedic-Screw-Pullout?redirectedFrom=fulltext
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The “Good AI Practice” initiative, introduced by 
FDA and EMA, aims to promote responsible and 
effective AI adoption in pharma. InSilicoTrials 
support this shift and collaborate with partners, 
which is they have launched a dedicated page on “Good AI Practice” on their website to welcome 
organizations looking to strengthen their AI readiness. 
 
Connect with InSilicoTrials for more information 
  
New products integrated into InSilicoTrials platform 
IST Clinical Trial Simulator integrates real-world data, mechanistic and data-driven models to generate 
virtual populations, simulate trials, and deliver regulatory-ready insights, all orchestrated by IRIS, 
multiagentic AI orchestrator. 
  
At the core of their 2026 offering are four integrated assets, all orchestrated by IRIS: 

• CAUSALIS — causal analysis to extract true treatment effects 
• SYNTDATA — biologically plausible virtual patients for data enrichment 
• ADAPTIVE — simulation engine to stress-test trial designs 
• OPTIMIST — AI optimization to find the design most likely to succeed 

  
The result: faster timelines, enhanced asset value, and superior returns for life sciences companies. 
 
CARDIOVERSE 
In October 2025, InSilicoTrials joined the CARDIOVERSE project (Comprehensive Assessment of Cardiac Risk 
through Data-driven In Silico Virtual Ecosystems for Safety Evaluation), a $30 Million ARPA-H CATALYST 
initiative led by Dr. Andy Kilianski, alongside partners such as The Jackson Laboratory (JAX), the New York 
Stem Cell Foundation, UConn Health, and the University of Michigan. The project aims to develop next-
generation virtual heart models reflecting population diversity to transform cardiac safety prediction. 
InSilicoTrials plays a leading role by providing its advanced platform integrating living-cell data, high-fidelity 
simulations, and virtual populations, enabling the detection of previously unseen cardiac risks. 
  
More info  
 
VHTnet Project 
Since January 2026, InSilicoTrials is part of the VHTnet Project, an initiative focused on developing a 
distributed platform for the creation, testing, and integration of Virtual Human Twins (VHTs), advanced 
computational models of human pathophysiology. 
The project is carried out in collaboration with partners including Engineering, NTT Data, Sano, and Cineca, 
and subocontractors VPHi, University of Bologna and KU Leuven. 
InSilicoTrials contributes its expertise by leading the design and development of the VHT Framework, 
building the federated repository, and driving engagement within the platform’s user community. Through 
this work, we reaffirm our commitment to enabling personalized treatments through next-generation 
health technologies. 
  
VHTnet website 
 
 
  

https://insilicotrials.com/good-ai-practice/
https://www.businesswire.com/news/home/20251222203788/en/InSilicoTrials-With-The-Jackson-Laboratory-Lead-CARDIOVERSE-a-%2430M-Initiative-Funded-by-ARPA-H-to-Redefine-Cardiac-Drug-Safety-with-Virtual-Heart-Models
https://www.virtualhumantwins.eu/vht-projects
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Evolution Europe - Japan regarding CM&S in EU Japan BRT Recommendations. 
 
EU–Japan Business Round Table and the evolution of WP2 on Good Simulation Practice 
 
The EU–Japan Business Round Table (BRT) is a 
high-level policy platform that brings together 
business leaders from Europe and Japan to 
formulate joint recommendations to the 
European Commission and the Japanese 
government. Established to strengthen 
economic cooperation, the BRT plays a key role 
in identifying regulatory barriers, promoting 
innovation, and advancing harmonization across 
strategic sectors such as trade, digital policy, and 
life sciences.  
 
Its work is structured into thematic working 
parties, among which Working Party 2 (WP2) 
focuses on life sciences, biotechnology, healthcare, and well-being—areas where regulatory alignment is 
critical to innovation and patient access. 
 

Working Party 2 (WP2): From healthcare innovation to regulatory convergence 
 
WP2 has progressively emphasized the importance of regulatory harmonization in healthcare and 
biotechnology, aiming to improve efficiency, foster innovation, and support a sustainable bioeconomy. 
 
Within this context, a key emerging topic is the use of computational modelling and simulation (“in silico” 
methods) in the development and evaluation of medical products. These technologies can reduce reliance 
on traditional experiments, accelerate development timelines, and improve predictive accuracy. 
 
WP2 / A-10 (2026): Toward harmonized Good Simulation Practice (GSP) 
 
At the 2026 BRT meeting in Brussels, WP2 introduced a major recommendation: 
“Harmonized regulation for Good Computational Modelling & Simulation Practice (GSP) for medical 
products should be established.” 
 
This recommendation calls on both EU and Japanese authorities to: 
 
* Promote international standardization of simulation practices (e.g., through IMDRF), 
* Ensure regulatory recognition of in silico methodologies as scientifically valid, 
* Integrate GSP into regulatory submissions and health technology assessment frameworks, 
* Avoid fragmentation that would create duplication and slow innovation.  
 
The BRT highlights that simulation can reduce, refine, or replace physical experiments, offering benefits in 
cost, speed, and ethics, while enabling more robust and efficient development of medical products. 
 
From “E to EJ” to “EJ to EJ”: a shift in ownership 
 
A notable evolution in WP2 discussions is reflected in the change of designation: 
 
* “E to EJ” (Europe to Europe and Japan) 
* → “EJ to EJ” (Europe & Japan jointly to Europe & Japan) 

https://www.eu-japan.eu/brt
chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/www.eu-japan.eu/sites/default/files/brt/pastmeetings/2026/brt2026_wp2_en.pdf
https://www.eu-japan.eu/brt/annual-meeting-2026-cuttings
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This shift signals a transition from European-led proposals to fully bilateral co-ownership of the 
recommendation. 
 
Following the successful commitment from the European Commission after 2025, the initiative matured 
into a genuinely joint effort. The move to “EJ to EJ” reflects: 

• Stronger alignment of interests between EU and Japanese stakeholders, 

• Recognition that regulatory harmonization must be co-developed, not unilaterally proposed, 

• A deeper level of industrial engagement on both sides. 
 

Role of industry: Chugai Japan and Merck Japan 
 
This evolution was made possible by increased involvement from Japanese industry actors, notably: 

• Chugai Pharmaceutical 

• Merck Japan 
 

Their engagement helped transform the initiative into a truly bilateral industrial priority, reinforcing the 
credibility of GSP harmonization as both: 

• A scientific necessity, and 

• A regulatory and industrial imperative. 
 

By bridging European and Japanese perspectives, these companies contributed to shaping a shared vision 
where simulation-based evidence becomes globally accepted in regulatory science. 
 
Conclusion 
 
The EU–Japan Business Round Table continues to act as a catalyst for regulatory convergence between two 
major innovation ecosystems. Within WP2, the 2026 recommendation on Good Simulation Practice (GSP) 
represents a significant step toward integrating digital science into healthcare regulation. 
 
The transition from “E to EJ” to “EJ to EJ” is more than a semantic change—it reflects a maturing 
partnership, where both Europe and Japan co-develop standards that will likely influence global regulatory 
frameworks. 
 
In this sense, WP2 / A-10 is not only about simulation practices; it exemplifies how joint industrial 
leadership and regulatory cooperation can shape the future of medical innovation. 
 
Useful links: 
 
https://www.eu-japan.eu/brt/annual-meeting-2026 
https://www.eu-japan.eu/sites/default/files/brt/pastmeetings/2026/brt2026_wp2_en.pdf 

 

 

 
  

https://www.eu-japan.eu/brt/annual-meeting-2026
https://urldefense.com/v3/__https:/www.eu-japan.eu/sites/default/files/brt/pastmeetings/2026/brt2026_wp2_en.pdf__;!!A4F2R9G_pg!cPkwngkgiWnOVzSC1W7plkcElP6ZDWXecYrWYSsqk4vKwnmNxFTrVktSxfVJ6BENG7bcq8a3Zt4XYGY9D2ewU02e$
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Join the Avicenna Alliance! 
 

 
 

 
 
 
 
 
 
 


