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Virtual Physiological Human
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Stakeholders:
Map, analyze, engage

Activities:
Desk review, surveys, workshops

Stakeholder Engagement
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Stakeholder Engagement

• From ELSI to
Responsible Research & Innovation

• Trust vs trustworthiness
– Validation
– Credibility
– Explainability
– Transparancy
– Level of awarenes
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Patients & clinicians

• Important role for clinician
• Accountability

Educational material
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Applications of CM&S recorded in clinics
(2021 > 2024)
160+     300+ 

Clinicians use CM&S
mostly for planning
interventions and
teaching with interest to
enrich diagnosis.

Plan interventions (22.8% 55.9%)
Teach/Training (28.5% 45.2%)
Study Pathophysiology (29.1% � 20.4%)
Enrich diagnosis (29.1% 43.1%)
Predtict/compare therapeutic outcomes
(29.1%)
Compare different therapeutic outcomes
(retrospectively) (28.5% 27.8%)
Inform the patient on disease progress
(22.8% 19.4%)
None of the above (20.3%) 
Other (6.3% 6.5%)

Monitor & treat patients (24.7%)
Optimize and calibrate other 
clinical measurements (23.7%)

Generate prognosis(18.3%)

Improve rehabilitation (6.5%)

Lesage+, Front Med Tech, 2023
Rangarajan+, VPH 2024

Clinical survey on in silico medicine
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Capacity building & education
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Capacity building & education

Courtesy of C. Capelli & S. Schievano
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Academia & industry

Policies

Incentives

Community

User experience

Technical implementation

Academia, HTA, hospitals VPHi + industry
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Standards & Regulatory Actors

13

SANO conference 16/10/2025
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Good Simulation Practice
• Community effort

– Academia
– Industry
– Regulators
– HTA
– Ethics & social sciences 

• Used GCP as basis
• Each chapter reviewed by FDA

14 14
SANO conference 16/10/2025
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Policy makers

+ Biotech Act
+ (AI liability directive)



© 2025 VPH Institute

Policy makers
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Physiological HumanVirtual Twins
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EDITH Coordination & Support Action

Ecosystem Roadmap  Repository Simulation
Platform  

20SANO conference 16/10/2025



Roadmap writing & validation

• Design phase (1/10/2023‐31/7/2023)
• Consortium, industry advisory board, expert meetings (covering all elements of ecosystem)
• Public writing 1st draft

• Develop phase (1/8/2023‐16/7/2024)
• Manifesto, boards, expert meetings, ecosystemmeetings
• Public writing 2nd draft

• Deliver phase (17/7/2024‐31/12/2024)
• Ecosystem: public endorsement
• Advisory boards: expert / political endorsement

21Health8 EC meeting 8/4/2025



Validation – key principles

22Health8 EC meeting 8/4/2025

Roadmap’s (RM) ability to identify and address existing gaps in 
programs 

Need 
identification

ease of RM and roadmap contents comprehension Understanding

perception, satisfactoriness and organizational fit of the roadmap Acceptability

RM’s ability to fit into the current programming Integration

measures facilitators of translation such as appropriateness, context 
nuances and budget feasibility 

Translation

measures possible execution of all sections and actions listed in the RM Implementation

ability of existing financial and human resources to implement the RM Practicality

political support for implementation of RM (national & EU level)Political buy‐in



Validation by connection, interrogation and 
collaboration with engaged ecosystem
• Innovation ecosystem

• Identified stakeholders & brought together ecosystem
• Identified needs & expectations
• Actively engaged with the entire ecosystem

Towards innovation framework

23Health8 EC meeting 8/4/2025
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• PART 1 : from DTs in healthcare to the
VHT – need & vision

• PART 2: realizing theVHT – technology
• PART 3: realizing theVHT – infrastructure
• PART 4: realizing theVHT – ELSI, 
standards & regulatory

• PART 5: realizing theVHT – users, uptake
& sustainability

• PART 6: 30 recommendations for a 
successfulVHT



Format of the final roadmap

• Full (technical) roadmap
• 337 pages
• Comprehensive document

• Extended summary – policy brief
• High‐level content
• Why – what – who
• Recommendations & timeline

• [Layman book] 

25Health8 EC meeting 8/4/2025



Manifesto for theVirtual Human Twin

• Driven by EC, facilitated by EDITH 

• Why?
• Way of demonstrating support from ecosystem
• Increase visibility of VHT‐related activities
• High‐level entry into theVHT

• Over 100 organisations signed
• Across all stakeholders

26SANO conference 16/10/2025
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•A rising tide will lift all boats•A rising tide will lift all boats



Thank you!

www.vph-institute.org
www.virtualhumantwins.eu

EDITH is a Coordination and 
Support Action funded by the 
Digital Europe program of the 
European Commission under 

the grant agreement 
n.101083771. 


