


Today’s agenda

11:00–11:05 Introduction
Jaakko Aarnio
Policy Officer, 
DG CNECT, 
European Commission

11:05 - 11:50 From Pilot to Scale: DIGITAL 
Services You Can Use in Health

Panel Discussion

11:50 - 12:30 Interactive workshop with EU 
projects 
If you represent an EU-funded 
DEP project, please join!





Housekeeping rules

The session is recorded. 

Recording will soon be available 

online

Live Q&A session: Type 

your question(s) in the 

Q&A chatbox







If you are from an EU-funded project then please 
stay on, even if you’re not listed below.

If not, then see you for our next webinar on 
Smart Cities in September
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Testing and Experimentation Facility
for Health AI and Robotics (TEF-Health)

Prof. Dr. Petra Ritter

07.07.2026

www.tefhealth.eu
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• €60 Mill for 5 years
• To continue past 2027
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Select 
Services

3
Fast Track or 

Subsidized

4
Match-
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Match



TEF-Health 360+ Testing & Validation  Services



The European Cancer 

Imaging Infrastructure

cancerimage.eu

Ignacio Blanquer 

Technical Coordinator

07/07/2026

http://cancerimage.eu/


Existing Collections

Tier 1-2-3

Specific 

dataset

Central Hub

DSA / 

DTA

Atlas of Cancer Images

Terms and Conditions

DSA: Data Sharing Agreement
DTA: Data Transfer Agreement

Specific 

dataset

ColA: Collaboration Agreement
MoU: Memorandum of Understanding

Collections Under 

Construction

RWD Observational Studies

DSA / 

DTA

Terms and Conditions

ColA / MoU

EUCAIM Data Population
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EUCAIM’s Hyperontology v2.0



EUCAIM Architecture

Central Hub

References Node with SPE
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Research 

Infrastructure 
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Node

Dashboard

Metadata
Catalogue

Federated 
Search

Access 
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Distributed 
Processing

Access Committee Steering Board

Storage 
System

Federation Layer

Local 
Data

DT
A

DSA
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Research 

Infrastructur
e Data 
Holder 
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Local 
Data

DT
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Federation 
Layer
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Data User find, explore, 
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y Transfer
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Data Users’ Journey

Data 
User

EUCAIM 
Access 

Committee

Researcher

Data 

discovery

(catalogue 

& explorer)

Resource Outputs

(@SPEs or Fed 
processing )

Permit 

application 

(negotiator)

Data Preparation 

(Data Minimisation, 

access 

permissions)

Data use

(@Reference 

nodes SPEs or 

Fed processing )
Data 

provision



- A SW release using Open Source 

components (u.i3m.upv.es/zm2if) 

- Supporting a SPEaaS for external 

infrastructures (https://aiboost-

project.eu/ai-challenge-competition/)

- Relevant for setting up either permanent 

or temporary federated nodes.

Secure Processing Environment 
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Authentication and 

Authorisation platform
Dataset Catalogue

Interactive Applications 

catalogue
Secure VRE DICOM PACS

http://u.i3m.upv.es/zm2if
https://aiboost-project.eu/ai-challenge-competition/
https://aiboost-project.eu/ai-challenge-competition/
https://aiboost-project.eu/ai-challenge-competition/
https://aiboost-project.eu/ai-challenge-competition/
https://aiboost-project.eu/ai-challenge-competition/
https://aiboost-project.eu/ai-challenge-competition/
https://aiboost-project.eu/ai-challenge-competition/


EUCAIM’s Position in EHDS

Data Sharing 

Infrastructures

Union Data 

Access Service

Third Countries, 

International Orgs.

HealthData@EU: Cross-
border secondary use 
infrastructure

Health Data 

Access Body

Authorised 

Participants 
e.g. EDICs, ERICs

< Data Holders >

Electronic Health Records

Health Data Registries 

Administrative Data

Claims Data

Genomics

< Data Users >

Researcher

Health Professional

Public Health Authority

Regulator

Innovator

EU central 

platform

Central support services

provided by EC

NCP2U - National Contact Point for Secondary Use

EUCP2U - European Contact Point for Secondary Use  

Local services

provided by/to local partners

HDAB

(coordinator)

National 

context

< Data 

Intermediation 

Entities >

EC 

SPE

< Union Data Holders >

EMA

ECDC

EC (JRC / RTD)

NCP2U

Single country 

request

EUCP2U

Secure Processing Environments

Data access services

NCP2U

CAT
DA

A

SPE

SPE

National dataset/metadata catalogueCAT

Data Access Application Management system
DA

A

CAT
DA

A
SPE

CAT
DA

A
SPE

< Single Trusted Data 

Holder>

- EUCAIM is progressing in the 

constitution of an EDIC and will 

consider the request of its participation 

in the EHDS as an Authorized 

Participant.

- EUCAIM will also has the obligation to 

act as a data holder in this context.

- EUCAIM will also 

pursue the certification 

of their resources as a 

Secure Processing 

Environment.

SPECAT
DA

A



- Joint Challenge TEF-HEALTH and EUCAIM to be 

organized by September.

- EUCAIM providing data, tools and services and 

TEF-HEALTH offering additional resources and 

experience especially on validation and regulation.
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Hospital Innovation Challenge
Bridging Clinical Needs with startup Innovation

• Priscila Maranhão

• 07.07.2026

www.tefhealth.eu
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Context & Rationale

The challenge
• Hospitals face concrete operational and clinical needs 
• SMEs develop innovative AI and digital health solutions 
• Connecting both sides in a structured and actionable way 
remains difficult

Opportunity identified
Combining:
• TEF-Health hospital network and validation perspective 
• DigiHealthPT SME ecosystem and support services

Key objective
Create a practical pathway from identified healthcare 
needs to innovation support and potential validation 
opportunities
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How does this initiative work?
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1st Edition – October 2025

What we achieved
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2nd Edition – October 2026
New workflow

External Jury
(Confirmed)

Isabel Neves, Board Member, Investors 

Portugal 

Pedro Gouveia, Fundação Champalimaud

Catia Sousa Pinto, Head of Global Digital 

Health and International Affairs at SPMS, 

EPE 
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2nd Edition – October 2026
The preliminary numbers 
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2nd Edition – October 2026
More information

www.ihtconference.com
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“The Hospital Innovation Challenge gave us something no other programme 

had offered before: the opportunity to engage with leading European hospitals, 

present our solution to a high-level jury, and compete on equal terms with 

innovative companies from across Europe.”

• Carlos Sousa – CEO Opvance  
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www.tefhealth.eu

• Priscila Maranhão

• 07.07.2026

• pmaranhao@healthportugal.com





A trusted innovation and technology transfer institute

Founded in 1991 by the University of Coimbra

A network of 46 associates across academia, R&D, public institutions, and industry

Part of Instituto Pedro Nunes (IPN)

Part of Instituto Pedro Nunes (IPN)



Why IPN HealthProof

Why IPN HealthProof

Because innovation fails

without validation

Single point of contact

from concept

to regulatory approval

Real-world testing 

environments aligned with 

regulatory requirements

Integrated expertise across

technical, clinical 

and regulatory domains



From Proof to Concept

to Regulatory Approval

01 Design and Development

02

03 Medical Devices Regulatory Support

Pre-clinical and Clinical Testing

We support start-ups and SMEs
across the full digital health solution’s lifecycle

We support start-ups and SMEs
across the full digital health solution’s lifecycle



Cardio.AI by XOReasearch

Cardio.AI by XOReasearch

A cloud-based analytical platform for high-level cardiac analysis and reporting for ECG technicians and cardiologists

• Standalone Medical Device Software (MDSW)

• Solution with a high level of technical and clinical maturity

• Already deployed in real clinical environments and used in
clinical validation activities with multiple international partners



Service Provision

Service Provision

The Challenge

• Advanced-stage AI ECG solution, but MDR & ISO 13485 

gaps remained before market introduction

• Notified body observations required a structured, 

well-documented response

• Nonconformities identified during quality

management system (QMS) audits needed resolution

• Navigating the transition from advanced development

to a market-ready solution

IPN's Solution, via TEF-Health

• Reviewed and updated technical documentation for 

regulatory submission

• Supported resolution of audit findings and QMS 

nonconformities

• Provided guidance on MDR compliance and ISO 13485

alignment

• Strategic support for regulatory planning and EU

market-entry preparation



Result

Result

• Class IIa Medical Device with CE marking 
under MDR (EU 2017/745)

• Quality Management System certified under
ISO 13485:2016

If you want to know more:

TEF-Health helped bridge the gap between technological advancement and regulatory readiness — giving CardioAI
specialised expertise and tailored services to mature trustworthy AI for clinical use.



Contacts

Contacts

Tiago Carvalho 
tcarvalho@ipn.pt

www.ipn.pt

mailto:tcarvalho@ipn.pt
http://www.ipn.pt/


Thank you for 
participating!

@DEDEP_eu

@DEDEP_eu
@DEDEP.eu

@DEDEP.eu

https://dedep.eu/

https://dedep.eu/

https://twitter.com/adra_eu_
https://x.com/DEDEP_eu
https://www.linkedin.com/company/adr-association/
https://www.linkedin.com/company/dedep/
https://adr-association.eu/
https://dedep.eu/
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