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« a machine-based system 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 

decision that can influence physical or virtual
environments »

Source: N Alkhayat DG SANTE ‘AI Act / MDR webinar with TEF-Health’, 10. Jun 2024
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Source: N Alkhayat DG SANTE ‘AI Act / MDR webinar with TEF-Health’, 10. Jun 2024

« a machine-based system 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 

decision that can influence physical or virtual
environments »
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How to safely integrate these tools in clinical workflow?
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EU AI ACT – The world's first 
regional regulation to enforce 
trustworthy AI 
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Requirements
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Testing and Experimentation Facilities (TEFs) 

AI-Act: Defines the role of TEFs
As implementation instrument
TEFs provide ”technical and scientific support 
for providers and notified bodies“

Four TEF projects
• Agri-Food: “agrifoodTEF”

• Healthcare: “TEF-Health”

• Manufacturing: “AI-MATTERS”

• Smart Cities & Communities: “Citcom.AI”

https://tefhealth.eu/home

https://tefhealth.eu/home
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Health Specifics
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Medical Device Requirments + Guidelines – Health community initiatives
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Medical Device Requirments + Guidelines – Health community initiatives

Fairness

Universality

TraceabilityUsability

Robustness Explainability

FUTURE AI 
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FUTURE AI 

Medical Device Requirments + Guidelines – Health community initiatives

Universality

TraceabilityUsability

Explainability

Fairness

Robustness

Example :
Depending on the intended radius of application, 

medical AI tools should be as interoperable and 
as transferable as possible, so they can benefit 

citizens and clinicians at scale.
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Specific to AI for health evaluation

Medical Device Requirments + Guidelines – Health community initiatives

Many criteria for Trustworthy AI in health
→ concrete definitions and methods/metrics to 

evaluate each are still in development
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Specific to AI for health evaluation

Medical Device Requirments + Guidelines – Health community initiatives

Many criteria for Trustworthy AI in health
→ concrete definitions and methods/metrics to 

evaluate each are still in development
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Creating a European interdisciplinary network to gather complementary expertise

Implement services to facilitate market access for these technologies, taking into account regulatory requirements
(certification, standardization, code of conduct, etc.)

Testing and evaluation of AI solutions (software and hardware) in real or realistic, large-scale environments.

Support regulatory policies for these solutions by developping concrete methodologies (certification, standards, etc.)
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€ 60 million (2023-2027)

Petra Ritter
Director of the Brain Simulation 
Section at Charité University 
Medicine Berlin,
Director International Affairs  at 
Charité University Medicine Berlin
TEF-Health Lead and Coordinator

9 countries - 52 partners
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CHU et IHU

Research Centre

Metrology Lab

European Healthcare Partnership Network

Univsersity French Node
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Lab

• Idea
• Research & Development
• Data collection

Test

• Innovation and validation
• Testing in simulated/real environments
• CE marking

Bed

• Medical Device on the market
• Solution available to 

patients/healthcare professionals

24/06/25
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Open to 
the whole 
of EU & 
beyond 337

Services
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https://tefhealth.eu/call/call-2

TEF-Health Call 2
EU/EEA startups and SMEs 
can apply for price reductions 
on Services offered by TEF-
Health

24/06/25

https://tefhealth.eu/call/call-2
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Evaluation of AI
STILL A LOT TO BE 
DONE !
Illustration with Trueness
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Trueness refers to the closeness of agreement between the arithmetic mean of a large number of test results and the true or 
accepted reference value [ISO 5725-1:2023]

Work with Alex Poiron, PhD student - Coming paper
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Poiron, A., Cabon, S., & Cuggia, M. (2024). How Trueness of Clinical Decision Support Systems Based on Machine Learning Is Assessed?. Digital 
Health and Informatics Innovations for Sustainable Health Care Systems, 813-817.
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Performance of AI for Medical Image analysis
METRICS Reloaded

Maier-Hein, L., Reinke, A., Godau, P., Tizabi, M. D., Buettner, F., 
Christodoulou, E., ... & Jäger, P. F. (2024). Metrics reloaded: 
recommendations for image analysis validation. Nature methods, 21(2), 
195-212.
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Data quality – The METRIC framework
- Quantitative
- Qualitative

Schwabe, D., Becker, K., Seyferth, M., 
Klaß, A., & Schaeffter, T. (2024). The 
METRIC-framework for assessing data 
quality for trustworthy AI in medicine: a 
systematic review. NPJ Digital Medicine, 
7(1), 203.
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THANK YOU !
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