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• The content of this slide deck is based on the 
interpretation of legal texts by the authors (L. Geris & J. 
Raman Rangarajan), neither of whom is a 
legal/regulatory expert. 

• This slide deck is provided to the registered participants 
of the VPH policy briefing sessions and is not intended for 
public distribution

• Comments/questions: please contact the authors directly 
(contact details on the last slide)

Disclaimer



• Interactive briefing session: we want your feedback

• Q&A
• Raise your hand to ask a question
• Type questions into Q&A
• Please keep yourself muted while not speaking

Housekeeping arrangements



• Interactive briefing session: we want your feedback

• Poll: Wooclap

Housekeeping arrangements



Goal

Introduction: EU regulatory landscape

Part 1: In silico evidence perceived 

Part 2: Pathways – legislative changes

Part 3: Pilots – call to action

Path forward

Agenda



• Goals
• EU regulatory actors – who is who?
• Reflect on how in silico evidence is perceived
• Examine newly released policy and regulatory proposals
• Provide overview of how to engage with regulators
• Discuss how to actively contribute going forward

Goal of the meeting



Poll







Introduction
Who is who?

Landscape, Pathway



In silico medicine Community

Policies

Incentives

Community

User experience

Technical implementation



• Advocacy

• Public consultations

• Parliament actions

• Public forums

VPH activities – Policy & Regulatory
Dialogue - channels
• European Commission
• European Parliament
• eHealth Stakeholder group
• Position papers
• Publications Public consultations

• 2007 - …
• EU-MDR revision (Mar ‘25)
• EMA Mechanistic models (Apr ‘25)
• Biotech Act (Sep ‘25)
• EU-MDR evidence (Oct ‘25)
• Breakthrough guidance (Oct ‘25)

Parliament actions
• In silico medicine intro (2013)
• Avicenna Event (2016)
• MEP Training (2021)
• ENVI committee (Feb ‘24)
• Excellence in Science (Sep ‘25)

Public Forums
• Stakeholder meetings
• Policy Events



Landscape: who is who?



• European Commission - Propose legislations
• Executive + Commissioners

• Review & adopt
• European Parliament (MEP elected by Citizens)
• Council of the EU (Ministers, Member states)
• European council (Heads of Member states)

• Trialogue 
• Enact legislations 

Governing bodies – Policy makers



• EU Regulators: Medicines

• EU Regulators: Devices & In vitro devices

Regulatory bodies

National Competent Authorities

Medical Device 
Coordination Group

Notified body

National Competent Authority 
for medical devices 



In silico methods
Product development life cycle

Aycock et al., Front. Med., 2024



• In silico methods

In silico methods
Policy & regulatory context

In silico methods
In silico methodologies help create in silico models 
using computer modelling and simulation (CM&S) 
techniques, including Artificial intelligence. 
. 

In silico models
The in silico models replicate real-world 
phenomena or systems by creating digital 
representations of physical objects, processes, or 
situations to analyse and predict their behaviour

In silico Medicine
The term “in silico” here refers to the digital representation 
(‘computer model’) and experimentation (‘simulation’) of 
biological systems in computers. 

Geris et al, Zenodo 

8064147, 2022



• Role of AI in In Silico Medicine

Artificial Intelligence
Policy & regulatory context

AI system definition 

(8) “AI system’ means a machine-based system 
that is designed to operate with varying levels of 
autonomy and that may exhibit adaptiveness
after deployment, and that, for explicit or implicit 
objectives, infers, from the input it receives, how 
to generate outputs such as predictions, content, 
recommendations, or decisions that can influence 
physical or virtual environments”

Art. 3(1) – (8) Guideline on AI act (MDR) 2024/1689; AI Office – OECD Definition

AI system definition 

(39) “In addition to machine learning approaches, …
‘logic- and knowledge-based approaches that 
infer from encoded knowledge or symbolic 
representation of the task to be solved’. Instead of 
learning from data, these AI systems learn 
from knowledge including rules, facts and 
relationships encoded by human experts.”



• Primary: Evidence generation methodology – medicine 
development, approval and surveillance 

• Secondary: Combination device – drug + device 
• As a tool/medical device in clinical trial / Digital therapeutics

• EU pathway
• Medicine Market authorisation (MAA) application – in silico evidence
• Qualification – in silico platform/method/data generating regulatory 

evidence, for future MAA or trial design
• (Digital) Biomarkers – (predicting) end points of clinical trials

In silico methods for Pharma & ATMP
Regulatory context 



• Primary: In silico qualifies as (regulatory) evidence – for 
design, development, testing, approval and PMS

• Secondary:
(A) Medical Device - Software, Clinical Decision support, forecast
(B) Non-medical device - Wellness

• EU Pathways
• Support Clinical Investigation design
• Medical Device 
• Medical Device Software (MDSW / SaMD / AIMD)

In silico methods for Medical Devices
Regulatory context 



Part 1 – In Silico Evidence
(A) Pharmaceutical Sector – EMA

(B) Medical Device Sector – EU MDR



• European Medicines Agency (EMA)

• PBPK Guideline (2018) - Reporting of physiologically based 
pharmacokinetic (PBPK) modelling and simulation

• Modelling in EMA strategy (2020 – 2023) - Policy: A 
pharmaceutical strategy for Europe; EMA Regulatory Science

• Implementation (2024 - 2025)
• Methodology Working party 
• ICH M15 Guideline – Model informed drug development
• Qualification opinion

In Silico Methods
Regulatory Science – Pharma



• EMA Qualification opinion & advice
Novel methodologies for medicines development
• 2025 - Qualification opinion for Simcyp Simulator
• 2024 – Letter of support Universal Immune System Simulator TB
• 2022 – Qualification opinion Prognostic Covariate Adjustment 

(PROCOVA ), … computer models to lower trial sizes

• Learnings!

In Silico Methods
Regulatory Science – Pharma

Mandate: Pro-safety, Risk averse, Regulatory pathway
Expectations & Repercussions!

https://www.ema.europa.eu/en/human-regulatory-overview/research-development/scientific-advice-protocol-assistance/qualification-novel-methodologies-medicine-development
https://www.ema.europa.eu/en/documents/other/qualification-opinion-simcyp-simulator_en.pdf
https://www.ema.europa.eu/en/documents/other/letter-support-universal-immune-system-simulator-tuberculosis-disease-model-uiss-tb-dr_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/qualification-opinion-prognostic-covariate-adjustment-procovatm_en.pdf


• Regulator: pre-clinical, concerned by quantifying uncertainty 

• Community:

• Omni-present
• Across lifecycle – (non-)clinical, Pre-market, Post-market, PMS, …
• Amongst all evidence sources – with/without conventional evidence

In silico Methods 
Pharma – Regulator’s perception

Call  for change (1) 
Broaden mechanistic modelling 
approaches

Reservation to move beyond PBPK 
and PKPD models

Call  for change (2)
Integration of virtual populations 
and digital twins

Interest in emerging evidence 
source, skepticism remains

Musuamba et al., 2021 



• Key Developments
• “Powering EMA decision-making, through data than reports”
• “AI preparation to practice” –use cases
• “Future trends in evidence generation”

• Areas of interest - non-clinical data
• Regulatory science research - Clinical trials, …
• AI, Real World Data – DARWIN-EU 
• Health emergencies - Medical Countermeasures - when human 

efficacy trials are not feasible; Orphan & Rare disease

In Silico Methods
Regulatory Science – Pharma



• EMA Mechanistic modelling workshop (Oct 2025) 
• 100+ participants
• EMA - U.S. FDA
• Industry vs/and regulators
• …

• Mechanistic modelling
• PBPK
• PKPD
• QSP
• Other – Agent-based, digital twins, …

In Silico Methods
Regulatory Science – Pharma



• EMA Artificial Intelligence forum (Nov 2025)
• From AI plan to AI Practice

In Silico Methods
Regulatory Science – Pharma



• EMA Annual Data Forum (Dec 2025)
• Network Data Steering Group

“Trusted medicine by unlocking value of data”

• Ready for AI
• In silico: much less

In Silico Methods
Regulatory Science – Pharma



• Pharma Package (Dec 2025)
• Reference to in silico

• Biotech Act (Dec 2025)
• Reference to in silico & AI
• Mention of New Approach Methodologies (NAM)

• EMA & U.S. FDA AI principles
• 10 governing principles

In Silico Methods
Policy – Pharma



Part 1 – In Silico Evidence
(A) Pharmaceutical Sector - EMA

(B) Medical Device Sector – EU MDR



• EU MDR 2017/745 & IVDR on roll out
• Annex I – GSPR 10.1 (e) – For Device manufacturers

• ᶍɡː̵ͪʽДΕːɩȹ˿Ủ̵ͻỦ̵̝ɴʅ˿˿ː̤ʱỦͻʅΕʅȹͻɩʽᶎ
• Annex VII – For notified bodies - Section 4.5 on pre-clinical evidence

• “…Εː̝π˿ȹΧʅɴỦπΕʅỦΧʅΕΧː̤ʱ, computer modelling…” 

• Challenges
• No explicit mention of term “in silico”
• Terms:  “computer modelling”, “simulated use”
• Guidance, to clarify!

In Silico Methods
Regulatory Science – Medical Devices



• Trials, Investigations, Studies, …

Regulatory Terms

‘Clinical investigation’ assess 
safety or performance of device

Performance studies 
assess In Vitro devices

Clinical studies
• Medicinal products, 

broad – study/observe

Clinical trials - Intervention
• Medicinal products, beyond 

clinical practice

EU Medical Device Regulation 
(MDR) 2017/745;

EU Clinical trials regulations (CTR) on medicinal products for human use - CTR 536/2014  

EU In Vitro Device Regulation 
(IVDR) 2017/746;



• MDCG 2020-6 – Legacy 
devices
• Annex III – appraise evidence 
• In silico – ranked “Low-quality”

• MDCG 2024-10 – Orphan 
devices
• In silico – Non-clinical data

• Perception - in silico
• Low quality, non-clinical

In Silico Methods
Regulatory Science – Medical Devices

2. High 
quality CI 

with gaps -
justified

1. High 
quality CI

device variants, 
patient pop. 

etc.

3. Outcome 
from high 

quality 
collection -
registries

4. Outcomes 
with 

methodological 
flaws - justified

5. Equiv. 
device

6. Similar 
device

7. Complaint  
& vigilance 

data

8. Proactive 
PMS - surveys

9. Individual 
case reports

10. Compliance 
to non-clinical 
elements in 

common spec.

11. Simulated 
use, animal & 

cadeveric
testing 

12. Preclinical 
&  bench 
testing

Low quality 
clinical data

Not clinical data under MDR

Not clinical data under MDR

HIGH-QUALITY clinical data

Ref: MDCCG 2020-6
Ref: NoBoCap Course SGS, – Clinical Evaluation



Clinical 
evaluation 
results of 
sufficient 

amount and 
quality

• (45) Clinical investigation

• (48) Clinical data

• (51) Clinical evidence

Regulatory evidence
EU MDR Article 2 

‘Clinical data’ – concerning safety 
& performance of device - SOURCE
• Clinical investigations
• Peer-reviewed scientific literature
• Post market surveillance data
• NOT non-clinical data / SOTA

‘Clinical investigation’ assess 
safety or performance of device
• systematic investigation involving 

one or more human subjects

EU Medical Device Regulation 
(MDR) 2017/745;

Clinical Data
MDR article 

2 (48)

‘Clinical evidence’ – clinical data & 
clinical evaluation results
• Sufficient amount and quality
• Intended clinical benefits / safety
• Includes (non-)clinical data

“Clinical Evidence”



• In silico testing, in silico trials, digital evidence
• Digital Twins, Virtual Human Twins, …
• Inform design, Complement, but not substitute

• (51) Clinical evidence

In silico evidence in EU MDR
Clinical Data, Evidence & Evaluation

“Clinical 
Evidence”

Ref: NoBoCap Course SGS, – Clinical Evaluation

“All clinical data is Clinical Evidence, but not all 
clinical evidence is clinical data”

- Medical Doctor / Clinical Reviewer, Notified Body

Clinical 
evaluation 
results of 
sufficient 

amount and 
quality

Clinical Data
MDR article 

2 (48)

EU Medical Device Regulation 
(MDR) 2017/745;

‘Clinical evidence’ – clinical data & 
clinical evaluation results
• Sufficient amount and quality
• Intended clinical benefits / safety
• Includes (non-)clinical data



• Regulator: Non-clinical, low-quality, non-binding

• Community:

• Omni-present
• Across lifecycle – (non-)clinical, Pre-market, Post-market, PMS, …
• Amongst all evidence sources – with/without conventional evidence

In silico Methods 
MedTech – Regulator’s perception

Call for change (1)
Lack of recognition of gaps in 
conventional clinical investigations

Hierarchy: High/Low quality
Non-clinical:  Across Lifecycle! 

Call for change (2)
Latency to acknowledge technology 
developments & standards

CE marked devices: Maturity
Standards: EU recognition



• In Silico as Medical device

• Submit traditional evidence
• Clinical investigations, registries, …  

• Progress …

Current pathways 1/5 



• Evolving …

• Inform design of clinical investigation

Current pathways 2/5 



• Continue to submit as (non-)clinical supporting evidence
• Legacy devices: High-risk, low-medium risks devices

• Art 61(10) – exempts clinical Investigation - Complement other 
evidences

Current pathway 3/5 

Mixed observations …
• Software – No / Yes
• Novelty …
• Clinical benefit



• Orphan devices–Acceptability of limited pre-market 
clinical data 

• Expert panel
• Early advice - Manufacturer (Voluntary) 
• Review intended clinical eval/investigation
• Advanced/ end- Manufacturer / NB

Current pathways 4/5 

EU MDR Revision
Guidance – To -

Legislation

Presence + benefit
High-quality non-clinical data:
Data from computer modelling, 
including software-based models

(MDCG 2024-10)  …intended to benefit patients in the treatment, diagnosis, or 
prevention of a disease or condition that presents in not more than 12,000 
individuals in the EU/year 
+ insufficient alternatives OR + expected clinical benefit



• Breakthrough devices: Medium to high level of 
uncertainty

• Pilot Expert panel
• Early advice - Manufacturer (Voluntary)
• Advanced/ end- - Clin. Eval. Consult. Plan

Current pathways 5/5 

EU MDR Revision
Guidance – To -

Legislation

(1) High degree of novelty with respect to device technology, the related 
clinical procedure and/or application in clinical practice.
(2) Positive clinical impact on patients/public health for life-threatening or 
irreversibly debilitating condition
+ Unmet need with insufficient alternatives OR 
+ significant clinical benefit over alternatives;

As novelty increases, 
uncertainty increase –safety & 
performance?
In silico: Scientific validity, 



• EU MDR recommends Standards
• NOT impose, yet indispensable
• Demonstrate conformity …

• Harmonization in EU – Unique process!
• ISO, IEC, ASME, ASTM
• European equivalent

• Favors
• Standardization & Dialogue

Current Standards & EU-MDR: General

Progress 
• Working item successfully 

VOTED!
• Joint working group in making!



• Progress
• Good Clinical Practice - Safety, Performance, Effectiveness

Current Standards & EU-MDR: In silico

‘Clinical investigation’
• Systematic in human subjects

In silico tests: Pre-clinical data 
– Justification of CI design



• Breakthrough technologies Guidance

• In silico – non-clinical evidence

• MDR revision

• In silico – non-clinical evidence

• Cardiovascular Action plan

• In silico, Digital twins, Virtual Human twins

In Silico Methods
Policy – MedTech



Part 2 – Engaging regulators
Publications & beyond …

Channels & forums



• Innovation Task Force

• National Competent Authority

• Expert panels

Regulatory channels: Direct 1/3
Task Force
• EMA Innovation Task Force
• EMA Scientific
• EMA Methodology Working party
• …

National Competent Authority
• Early dialogue - Clinical trial
• Innovation office
• Evidence generation - questions
• Vigilance, post-market 

surveillance

Expert panels
• Qualification opinion
• Scientific advise
• Orphan/BTx Designation

Local to EU 
champions

Dialogue vs. Expectations



• Expert panel (1) – Clinical evaluation consultation procedure 
(CECP) – Art. 54(1)
• Notified body – Obligation

• Expert panel (2)–Clinic. Eval., Orphan device
• Manufacturer (Voluntary) / NB 

Regulatory channels: Direct 2/3

EU MDR Revision
Expanding expert panel 
role & competencies –

Clinical, Technical, 
Regulatory, Scientific

Class III implantable devices as 
well as Class IIb active devices 
intended to administer and/or 
remove a medicinal product.



• Regulator in project advisory role
• EMA Advisory role
• Consortium partner

• Advisory board
• U.S. FDA
• Notified body 

• Team Notified Body

Regulatory channels: Direct 3/3

Pre-competitive
Regulatory 

Advisory Board

Pre-competitive
Position on in silico



• Annual meetings

• Stakeholder forums

Regulatory forums: Professional

Annual Meetings & stakeholder forums

• Dec ‘25 EMA/HMA annual data forum

• Nov ‘’25 - HMA/EMA multi-stakeholder 

workshop on artificial intelligence (AI)

• May ’25 - European Platform for Regulatory 

Science Research meeting

• European medicines agencies network 

strategy (EMANS) to 2028 webinar

Recurring 
Yearly

• >1 month notice
• Invite/online
• Slides + Report
• Video recording

VPH Community
Voice

Observer

https://www.ema.europa.eu/en/events/ema-hma-annual-data-forum
https://www.ema.europa.eu/en/events/ema-hma-annual-data-forum
https://www.ema.europa.eu/en/events/ema-hma-annual-data-forum
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-reporting-qualification-mechanistic-models-regulatory-assessment
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-reporting-qualification-mechanistic-models-regulatory-assessment
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-reporting-qualification-mechanistic-models-regulatory-assessment
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-artificial-intelligence-ai
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-artificial-intelligence-ai
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-artificial-intelligence-ai
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-artificial-intelligence-ai
https://www.ema.europa.eu/en/events/european-platform-regulatory-science-research-meeting
https://www.ema.europa.eu/en/events/european-platform-regulatory-science-research-meeting
https://www.ema.europa.eu/en/events/european-platform-regulatory-science-research-meeting
https://www.ema.europa.eu/en/events/european-platform-regulatory-science-research-meeting
https://www.ema.europa.eu/en/events/european-platform-regulatory-science-research-meeting
https://www.ema.europa.eu/en/events/european-platform-regulatory-science-research-meeting
https://www.ema.europa.eu/en/events/european-medicines-agencies-network-strategy-emans-2028-webinar
https://www.ema.europa.eu/en/events/european-medicines-agencies-network-strategy-emans-2028-webinar
https://www.ema.europa.eu/en/events/european-medicines-agencies-network-strategy-emans-2028-webinar
https://www.ema.europa.eu/en/events/european-medicines-agencies-network-strategy-emans-2028-webinar
https://www.ema.europa.eu/en/events/european-medicines-agencies-network-strategy-emans-2028-webinar


• Workshops - Position papers

• Thematic meetings
• Follows public consultations

Regulatory forums: Professional

Workshops & Thematic meetings

• Nov ’25 - EMA workshop: Non-clinical data 

for regulatory decision-making on the 

efficacy of medical countermeasures

• Oct ‘’25 - HMA/EMA multi-stakeholder 

workshop on reporting and qualification 

of mechanistic models for regulatory 

assessment

• Jun ‘’25 - Workshop on the use of Bayesian 

statistics in clinical development

Timely 
planned

VPH Community
Input

Observer

https://www.ema.europa.eu/en/events/ema-workshop-non-clinical-data-regulatory-decision-making-efficacy-medical-countermeasures
https://www.ema.europa.eu/en/events/ema-workshop-non-clinical-data-regulatory-decision-making-efficacy-medical-countermeasures
https://www.ema.europa.eu/en/events/ema-workshop-non-clinical-data-regulatory-decision-making-efficacy-medical-countermeasures
https://www.ema.europa.eu/en/events/ema-workshop-non-clinical-data-regulatory-decision-making-efficacy-medical-countermeasures
https://www.ema.europa.eu/en/events/ema-workshop-non-clinical-data-regulatory-decision-making-efficacy-medical-countermeasures
https://www.ema.europa.eu/en/events/ema-workshop-non-clinical-data-regulatory-decision-making-efficacy-medical-countermeasures
https://www.ema.europa.eu/en/events/ema-workshop-non-clinical-data-regulatory-decision-making-efficacy-medical-countermeasures
https://www.ema.europa.eu/en/events/ema-workshop-non-clinical-data-regulatory-decision-making-efficacy-medical-countermeasures
https://www.ema.europa.eu/en/events/ema-workshop-non-clinical-data-regulatory-decision-making-efficacy-medical-countermeasures
https://www.ema.europa.eu/en/events/ema-workshop-non-clinical-data-regulatory-decision-making-efficacy-medical-countermeasures
https://www.ema.europa.eu/en/events/ema-workshop-non-clinical-data-regulatory-decision-making-efficacy-medical-countermeasures
https://www.ema.europa.eu/en/events/ema-workshop-non-clinical-data-regulatory-decision-making-efficacy-medical-countermeasures
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-reporting-qualification-mechanistic-models-regulatory-assessment
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-reporting-qualification-mechanistic-models-regulatory-assessment
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-reporting-qualification-mechanistic-models-regulatory-assessment
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-reporting-qualification-mechanistic-models-regulatory-assessment
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-reporting-qualification-mechanistic-models-regulatory-assessment
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-reporting-qualification-mechanistic-models-regulatory-assessment
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-reporting-qualification-mechanistic-models-regulatory-assessment
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-reporting-qualification-mechanistic-models-regulatory-assessment
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-reporting-qualification-mechanistic-models-regulatory-assessment
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-reporting-qualification-mechanistic-models-regulatory-assessment
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-reporting-qualification-mechanistic-models-regulatory-assessment
https://www.ema.europa.eu/en/events/workshop-use-bayesian-statistics-clinical-development
https://www.ema.europa.eu/en/events/workshop-use-bayesian-statistics-clinical-development
https://www.ema.europa.eu/en/events/workshop-use-bayesian-statistics-clinical-development
https://www.ema.europa.eu/en/events/workshop-use-bayesian-statistics-clinical-development
https://www.ema.europa.eu/en/events/workshop-use-bayesian-statistics-clinical-development
https://www.ema.europa.eu/en/events/workshop-use-bayesian-statistics-clinical-development
https://www.ema.europa.eu/en/events/workshop-use-bayesian-statistics-clinical-development


• Sectoral forums

• Professional societies

• Civil Societies

• Community meetings

Regulatory conference: Public



• ERAMET - Facilitating the authorization of pediatric and orphan 
drugs

• Data driven decisions

• Combine Data with M&S insights

• 5x Use cases

• Outcome
• Repository, Quality Standards, Training
• AI platform: data collection, analysis, evaluaton

• Benchmark - “… approval of at least one M&S tool by EMA”

Dialogue: Pilot programs 1/4

https://www.erametproject.eu/about-eramet/
https://www.erametproject.eu/about-eramet/


• Medical device pilots – expert panel

• Scientific advice – clinical evaluation (2023-2024 - Report)

• Orphan devices pilot

• Breakthrough (BTx) devices pilot

Dialogue: Pilot programs 2/4 Scientific advice: 
2023-2024 (pilot)
Feb 2025 (regular)

Orphan pilot: 
Aug 2024 onwards 

MDCG 2025-9 –
BTx pilot Feb, 2026

https://www.ema.europa.eu/en/news/ema-establishes-regular-procedure-scientific-advice-certain-high-risk-medical-devices
https://www.ema.europa.eu/en/news/ema-establishes-regular-procedure-scientific-advice-certain-high-risk-medical-devices
https://www.ema.europa.eu/en/documents/report/pilot-advice-expert-panels-manufacturers-high-risk-medical-devices-interim-report-experience-pilot-february-2023-december-2024_en.pdf
https://www.ema.europa.eu/en/documents/report/pilot-advice-expert-panels-manufacturers-high-risk-medical-devices-interim-report-experience-pilot-february-2023-december-2024_en.pdf
https://www.ema.europa.eu/en/documents/report/pilot-advice-expert-panels-manufacturers-high-risk-medical-devices-interim-report-experience-pilot-february-2023-december-2024_en.pdf
https://www.ema.europa.eu/en/documents/report/pilot-advice-expert-panels-manufacturers-high-risk-medical-devices-interim-report-experience-pilot-february-2023-december-2024_en.pdf
https://www.ema.europa.eu/en/documents/report/pilot-advice-expert-panels-manufacturers-high-risk-medical-devices-interim-report-experience-pilot-february-2023-december-2024_en.pdf
https://www.ema.europa.eu/en/news/new-pilot-programme-support-orphan-medical-devices
https://www.ema.europa.eu/en/news/new-pilot-programme-support-orphan-medical-devices


• HEUEFS - Early feasibility studies (EFS) - Pilot

• Criteria
• Playbook, templates, advise for NCA & NB

• Planned clinical investigation (Nov 2026), with EFS

• Options
• Breakthrough device / unmet need

• Understand anatomical limitation

• New/expanded user or new population

• Request approval in EU

• Learnings

Dialogue: Pilot programs 3/4 Deadline:
March 31, 2026

https://heuefs.eu/open-call-for-pilots/


• ECLiPSE:  High - Medium – low risk devices

• Define when and how clinical and non-clinical data used

• Evidence mapping 
• Phase 1 (WET)

• Phase 2 (Active Md)

• Expert interviews

• Interests: In silico evidence

• Learnings

Dialogue: Pilot programs 4/4 Ongoing:
November 2025

https://eclipse-md.com/#timeline
https://eclipse-md.com/#timeline


• Become an expert

• EMA Expert panel

• Deadline: 2 September 2029

• JRC Experts call
• Deadline: 31 January 2026

Involve: Expert panels

VPH Community
In silico Expert
Representation

JRC: January 31, 2026

EMA: Open - Sept 2029

https://www.ema.europa.eu/en/human-regulatory-overview/medical-devices/medical-device-expert-panels#how-to-join-an-expert-panel-65305
https://www.ema.europa.eu/en/human-regulatory-overview/medical-devices/medical-device-expert-panels#how-to-join-an-expert-panel-65305
https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/opportunities/tender-details/74ffa4e2-4bda-4465-bbfd-91bb8fe9f82c-CN
https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/opportunities/tender-details/74ffa4e2-4bda-4465-bbfd-91bb8fe9f82c-CN
https://joint-research-centre.ec.europa.eu/projects-and-activities/reference-and-measurement/european-union-reference-laboratories/eu-reference-laboratory-alternatives-animal-testing-eurl-ecvam/alternative-methods-toxicity-testing/advisory-and-consultation-bodies/esac-eurl-ecvam-scientific_en


Part 3 – Shaping the future
Call to action (2026)



• Policy: Initial proposal vs final amendments

• Continuous dialogue
• Clinicians
• Patient organisations

• Regulatory scientist & experts

What is at stake?



• Continous Policy & regulatory watch

• Continuous reporting on advances, success stories & 
problems

• Engage in early conversations & co-creation activities 
(upcoming projects)

• Include Tasks - ‘regulatory’, ‘Stakeholder engagement’

• Engage with TeamNB in precompetitive discussions
• Participation from VPH members & Alliance industry members

Activities : VPH



• Engage with ‘local’ MEPs in health committees

• Invite them, explain possibilities

• Engage with ‘local’ NCA innovation offices
• Open-days, public forums, …champion in MDCG/EMA

• Continuous reporting on advances, success stories 
• Publication in VPH newsletter, inclusion in global narrative

• Continuous reporting on problems related to 
regulation/policy

• Engage in pilot programs

Activities : members







Discussion – Q&A
Reflections, concerns, …





Thank you
https://vph-society.org

Martina Contin
Manager, VPH
manager@vph-society.org

Janaki Raman R PhD
Scientific Officer, VPH
janaki@vph-society.org

Prof. Liesbet Geris PhD 
Exec. Director, VPH 
director@vph-society.org

“AI and data will be part of this [VHT] transformation, but we 
need more than algorithms, more than computing power... We 
want innovation that serves people and not the other way 
around.” –

Sandra Gallina, Director-General EC-DG SANTE, 21/10/2025

https://vph-society.org/
https://vph-society.org/
https://vph-society.org/
https://vph-society.org/
https://vph-society.org/
https://vph-society.org/


• EU MDR revision - Proposal
• Act – Annex

• Biotech Act - Proposal
• Act – Annex

• Guidance* - Medical device Coordination group 
• MDCG 2024-10: Clinical evaluation of orphan medical devices -
• MDCG 2025-9: Guidance on Breakthrough Devices (BtX)

• Cardiovascular action plan
• EU Safe-Heart Plan - Plan
• The State of Cardiovascular Health in the EU – OECD Report

Materials – EC proposals on measure 
to improve health & healthcare sector 

* Refers to use of computer modelling evidence, for regulatory submissions

https://health.ec.europa.eu/publications/proposal-regulation-simplify-rules-medical-and-vitro-diagnostic-devices_en
https://health.ec.europa.eu/document/download/25e7ea7c-cab3-40cf-86d9-d11f5e7744d8_en?filename=md_com_2025-1023_act_en.pdf
https://health.ec.europa.eu/document/download/25e7ea7c-cab3-40cf-86d9-d11f5e7744d8_en?filename=md_com_2025-1023_act_en.pdf
https://health.ec.europa.eu/document/download/dc018bdb-8c09-4a2e-8763-043b594703f7_en?filename=md_com_2025-1023_annex_en.pdf
https://health.ec.europa.eu/publications/proposal-regulation-establish-measures-strengthen-unions-biotechnology-and-biomanufacturing-sectors_en
https://health.ec.europa.eu/document/download/ec1475b7-e3f9-409e-b927-fc7e69306a8c_en?filename=biotech_reg-com2025-1022_act_en.pdf
https://health.ec.europa.eu/document/download/ec1475b7-e3f9-409e-b927-fc7e69306a8c_en?filename=biotech_reg-com2025-1022_act_en.pdf
https://health.ec.europa.eu/document/download/762c8143-5898-4593-ae4c-8deeee6bb54b_en?filename=biotech_reg-com2025-1022_annex_en.pdf
https://health.ec.europa.eu/document/download/daa1fc59-9d2c-4e82-878e-d6fdf12ecd1a_en?filename=mdcg_2024-10_en.pdf
https://health.ec.europa.eu/document/download/edca94c7-62ab-4dd5-8539-2b347bd14809_en?filename=mdcg_2025-9.pdf
https://health.ec.europa.eu/document/download/edca94c7-62ab-4dd5-8539-2b347bd14809_en?filename=mdcg_2025-9.pdf
https://health.ec.europa.eu/document/download/edca94c7-62ab-4dd5-8539-2b347bd14809_en?filename=mdcg_2025-9.pdf
https://health.ec.europa.eu/document/download/dfb60cde-21a5-426d-8616-e394a326abc2_en?filename=ncd_com-2025-1024_act_en.pdf
https://doi.org/10.1787/ea7a15f4-en
https://doi.org/10.1787/ea7a15f4-en
https://commission.europa.eu/news-and-media/news/commission-proposes-new-measures-improve-health-and-healthcare-sector-2025-12-16_en
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