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The session is recorded. Live Q&A session: Type
Recording will soon be available your question(s) in the
online Q&A chatbox
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The European Cancer
Imaging Infrastructure

cancerimage.eu

Ignacio Blanquer
Technical Coordinator
07/07/2026
;**1 Co-funded by ﬁﬁﬁﬁfﬁéﬂﬂ ... E U c M

O the European Union e crrmin, B CANCER IMAGE EUROPE



http://cancerimage.eu/

EUCAIM Data Population L: EUCAIM

CANCER IMAGE EUROPE
| Atlas of Cancer Images | [ RWD Observational Studies ]
e N [ColA/Mou]
_y . | ;“l 2 g\ Collections Under
Existing Collections 5SS 1‘ q§ 5SAT Construction
Tier 1-2-3 — 3\
[ DTA ] G BEEUCAIM ) [ DTA ]

<
<

|
|

Terms and Conditions ' & aCentral Hub A -
Specific Specific
dataset

\ H , & dataset
» Basic with the Data Federation Framework - L
v Fublic meledeia catakegue search F ‘ ‘ A

+* Medium-level of compliance
v Frderaied query funcharaliy

\ 4

Terms and Conditions

€«

EUCAIM’s Hyperontology v2.0

* Full compliance
¥ Federaled processing

Co-funded by DSA: Data Sharing Agreement ColA: Collaboration Agreement
the European Union DTA: Data Transfer Agreement MoU: Memorandum of Understanding

19



EUCAIM Architecture '-: EUCAIM

CANCER IMAGE EUROPE

Data User find, explore,

request, access and process e Central Hub
data
: ' Federation |
Local Fosgiil & ! Laver i Hospital &
Data RESELE | i " Research Local
Infrastructur > . Dashboard ¢ el
e Data Infrastructure Data
L Hpe| Holder DSA o Cerated Data Holder
o Nodes Metadata Distributed Access Federate Node
Catalogue Processing Negotiator Search
Federation Layer i
DT BN DT DSA
A Storage o A
> —HPC— )
| SyStem | | | | Temporar
- - y Transfer
Co-funded by References Node with SPE

the European Union
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Data Users’ Journey "= EUC/IM

CANCER IMAGE EUROPE

. g

Data

= . Permit i,
x discovery 5 application IHH

Dat (catalogue (negotiator)

ata & explorer) EUCAIM
Jser Access
Committee
Data Preparation

Sletmtiren (Data Minimisation,

W N access

permissions)

: Data use & ~e i >
: (@Reference - A
rrrrr : nodes SPEs or e = Researcher
oo e oe Fed processing) a
= — w9 i o s el il e Data

s e g U I reastias

Resource Outputs

(@SPEs or Fed
rocessing )
Co-funded by
the European Uni

provision
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Secure Processing Environm .I: EUCAIM

E CANCER IMAGE EUROPE

- A SW release using Open Source

- Supporting a SPEaaS for external — = .
infrastructures (https://aiboost- =

project.eu/ai-challenge-competition/)
- Relevant for setting up either permanent Authentication and
Authorisation platform
or temporary federated nodes.

Dataset Catalogue

b % Integrated Medical Archive & = o : PR
4" Secure Processing Environment ez : ,

Co-funded b Interactive Applications
o-funded by
the European Union catalogue

Secure VRE DICOM PACS
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EUCAIM’s Position in EHDS

EUCAIM is progressing in the
constitution of an EDIC and will
consider the request of its participation r—------- .
in the EHDS as an Authorized
Participant.

EUCAIM will also has the obligation to

Authorised

e.g. EDICs, ERICs
DA

act as a data holder in this context. — A

___________

Participants ~ [F---

= EUCAIM
CANCER IMAGE EUROPE

Third Countries,
International Orgs.

HealthData@EU: Cross-
border secondary use
infrastructure

EUCAIM will also

. g . Central rt servi
pursue the certification <07 pousstores e
of their resources as a [ ] pataaccess senvices

(coordina
= A

CAT 2™

1 177777771 NCP2U - National Contact Point for Secondary Use
SeCU re P roceSS I n g e ' EUCP2U - European Contact Point for Secondary Use
Environment (CAT) National dataset/metadata catalogue

* Data Access Application Management system
Secure Processing Environments

Local services
Co-funded by 8 D provided by/to local partners
the European Union

tor)

Intermediation
Entities >

” - < Union Data Holders >
Access Service EMA

ECDC
CAT)&XSPE EC (JRC/RTD)

< Data Users >
Researcher

Health Professional
Public Health Authority
Regulator

Innovator

P 4

""" Single country
request

Health Data
Access Body
[ A

/\ | <Single Trusted Data

Holder>

< Data Holders >
Electronic Health Records
Health Data Registries
Administrative Data
Claims Data

Genomics National

\_/ context
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CANCER IMAGE EUROPE

Joint Challenge: Al Development and Validation

- Joint Challenge TEF-HEALTH and EUCAIM to be in Cancer Imaging

A Collahoration between EUCAIM and TEF-Health

O rga n Ized by Se pte m be r' The EUCATM and TEF-Health (TEF-H) projects have patnered o organizz a joint

challenge focnsed on the develepment, benchmarking, enhancernent, and eertificanon of
Avrtificial Intellipenee (Al) sotbware for concer-reloted medical imaging, This initiative
is specifically designed for Small and Medium-sized Enterprises (SMEs) and aims to

- E U CAI M p rOVi d i n g d ata y too | S a n d Se Ni CeS a n d leveruge the combined datu, software, and services provided by both the LU CALM und

TEF-Health infrastrucimmes,

TEF-HEALTH offering additional resources and Background and Sponsorship

The EUCAIM project was established to address the critical need for advanced cancer

experience especially on validation and regulation. ingaosticsand retoment by sniying medicalfmging dote ok 1 cutvently Bt

acruss Furope and globally,

To achieve this, the project inlegrales [ve previowsly lmded projecis rom the
Artificial Intelligence for Health Tmaging (AT4HT) cluster. By posling resnarees,
expertise, and realworld research schievements, ELICAIM provides @ unilied research
infrastructure, Car mission is to build 2 pan-Furopean, federated digital infrastucmre
for cancer images to support Precision Medicine. This pladfonn enables the creatien of
AT ool that enhance diagnostic procedures, treatment planning, and the identification
of predictive medicine needs for patients across Europe.

Additionally, EDCATIM is esmablishing the legal frameveorks for this federated repository
by adapting to the diverse darn managernent repulations of various European countries.

Objectives of the Call

This vall provides healtheare innovators with aceess to the dute, sofiware, und resources
necessary W develop and valudate Al solutions Tor cencer imaging, By combining the
sirengihs of LUCAIM and TLEF-Health, we mm w bridge the gop between inilial
innovation amd market deployment within a safe, sustainable, and ethically supervised
testing crvirenment.

Eligihility Criteria
This call is open o SEs that satisty the following requircments:
» Legal Status and Location: The SME muost be legally incorporated and
cstablished whithin an EU or EEA member state.
= Ownership: Oranership or shares must not be held by individuals or entities
outside the EL/EEA,
co-fu ndEd hy = SME Definition: The company must mect the EUT definition of an SME

the European U n iDI‘I aceording o Commiszion Recommendation 2003361/FC.
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TE ; Health

Context & Rationale

CONFIDENTIAL

The challenge

® Hospitals face concrete operational and clinical needs

® SMEs develop innovative Al 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

27

www.tefhealth.eu
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How does this initiative work?

CONFIDENTIAL

TEF-Health hospitals identify real challenges

TEF-Health and DigiHealthPT launch an open Call
for SMEs/startups

Companies submit solutions to concrete
healthcare challenges

Hospitals select the most relevant proposals

Selected SMEs pitch solutions to a jury

Winning companies receive DigiHealthPt support Services
+ Networking with TEF-Health hospitals

28
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=
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TE F Health

1st Edition — October 2025

What we achieved

Ik ©)

S 7

23

000

Zae)
6

HOSPITALS INVOLVED HEALTHCARE APPLICATIONS SMEs
CHALLENGES RECEIVED SELECTED
@ @ @ @

5 TEF-Health hospitals

involved:

Real needs identified

across hospitals
2 Portuguese hospitals

3 international hospitals

THE IMPACT GENERATED

50% of the selected
@ SMESs (3 out of 6)
O already generated
concrete collaborations,

creating real value
beyond the challenge.

CONFIDENTIAL

From 10 different
countries

are developing studies
within the
TEF-Health framework.

Carefully selected
to address hospital
challenges

> !

initiated collaboration
with a hospital
outside the TEF-Health
framework.

29

WINNING
SMEs

L

Received DigiHealthPT
support services

10

COUNTRIES
REPRESENTED

by the applicants,
strengthening a diverse
and international ecosystem.

www.tefhealth.eu
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2nd Edition — October 2026

New workflow

i
O - 0

TEF-Health TEF-Health and Companies submit
hospitals identify DigiHealthPT solutions to

real challenges launch an open Call  concrete healthcare
for SMEs/startups challenges

@ LESSONS =
LEARNED

CONFIDENTIAL

-Q

- ©

1. Online first evaluation
by hospitals

Hospitals carry out a first
online evaluation to decide
which solutions best address
the challenges.

8 &

- QO - O

Selected SMEs
pitch solutions
to an external jury

Hospitals
select until
3 companies to
pitch solutions

2. EDIH services (diagnostic)

S for SMEs w
=Gl 2%

SMEs that were not selected for
the pitching round receive EDIH
services (diagnostic) to support
the development and improvement
of their solutions.

6

Winning companies
receive DigiHealthPt
support Services
+ Networking with
TEF-Health hospitals

3. External jury

Invite more national and
international decision-makers
to the external jury, such as
SPMS, venture capitals, and
other key stakeholders in
Portugal and beyond.

30

External Jury

(Confirmed)

Isabel Neves, Board Member, Investors
Portugal

Pedro Gouveia, Fundagao Champalimaud

Catia Sousa Pinto, Head of Global Digital
Health and International Affairs at SPMS,

EPE
www.tefhealth.eu



2nd Edition — October 2026
The preliminary numbers

9

e

TE F Health

&
18

HOSPITALS INVOLVED HEALTHCARE APPLICATIONS
CHALLENGES RECEIVED
—@ @ @
From 6 different
9 hospitals involved: Real needs identified 1coBuntr‘iIes:
2 from the TEF across hospitals 1 Gre?z\any
7 Portuguese hospitals 1 Finland
12 Portugal
1 international hospital 1 Slovakia
1 Spain
1 UK

CONFIDENTIAL

UNIDADE LOCAL DE SAUDE
COIMBRA

UNIDADE LOCAL DE SAUDE 0 MNEDADE LOCAL DE SAUDE

”
BAIXO MONDEGO SAO JOSE

e UNIDADE LOCAL DE SAUDE
MARTIN MEDIO AVE

000

C'Cb’\

6

31

UNIDADE LOCAL DE SAUDE
SANTA MARIA

SMEs WINNING
SELECTED SMEs
@ &
6 SMEs will be selected Awarded

to present on

27 October
at IHTC2026.

UNIDADE LOCAL DE SAUDE
ALTO AVE

o~

)Lusiadas (@) 1POPORTO

HCP & IPN services

www.tefhealth.eu



Presentation Title

TE F Health

2nd Edition — October 2026

More information

Health
Portugal

Overview Agenda Partners/Sponsors \Venue Previouseditions Registration

Speakers
Sessions IHTC'26 -
- — =
Hospitiaewns - ation Challenge ng

Edition: Bridging Clinical Nee

Startup Innovation®s

Where unmet clinical needs meet breakthrough solutions - conneeting hosﬁna%

www.ihtconference.com

CONFIDENTIAL

startups to accelerate real-world healthcare inrytlon 4

‘,\\'

32
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» Carlos Sousa — CEO Opvance

“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 j jury, and compete on equal terms with

innovative companies from across El ‘ 4 .

&) Opvance




* Priscila Maranhao

. pmaranhao@healthport_

+ 07.07.2026

TE F Health

www.tefhealth.eu
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Part of Instituto Pedro Nunes (IPN)

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

%
®d IPN
DEVELOP. VALIDATE. COMPLY.



Why IPN HealthProof

Because innovation fails
without validation

O R/:I

fv=
"'—'—)E v=

——

Single point of contact
from concept

to regulatory approval

Integrated expertise across
technical, clinical
and regulatory domains

Real-world testing
environments aligned with
regulatory requirements

%
®® IPNhealthproof



We support start-ups and SMEs

across the full digital health solution’s lifecycle

From Proof to Concept
to Regulatory Approval

Design and Development

Pre-clinical and Clinical Testing

Medical Devices Regulatory Support

o O

{ te'
) QNheolthproof
A S



CardiofAl

Cardio.Al by XOReasearch

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

« Standalone Medical Device Software (MDSW)

BEEOGE)

£

« Solution with a high level of technical and clinical maturity

HEEEE)

I3

)
|
=
=)

|
}
\

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

alal

(Y
®d IPN healthproof

DEVELOP. VALIDATE. COMPLY.



Service Provision

-ﬁ The Challenge O IPN's Solution, via TEF-Health

e  Advanced-stage Al ECG solution, but MDR & ISO 13485 Reviewed and updated technical documentation for
gaps remained before market introduction regulatory submission

e Notified body observations required a structured, Supported resolution of audit findings and QMS
well-documented response nonconformities

e  Nonconformities identified during quality Provided guidance on MDR compliance and ISO 13485
management system (QMS) audits needed resolution alignment

e Navigating the transition from advanced development Strategic support for regulatory planning and EU
to a market-ready solution market-entry preparation

e
> ien

DEVELOP. VALIDATE. COMPLY.



Result

» Class lla Medical Device with CE marking
under MDR (EU 2017/745)

* Quality Management System certified under

ISO 13485:2016

If you want to know more:

Home » Success Stories » CardioAl: Building Regulatory ...

8% & CEPTUOUKAT o CERTIFICADO & CERTIFICAT

=70
RORE

ZERTIFIKAT & CERTIFICATE ¢

(( pAKKS

Deutsche
Akreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 128657 0001 Rev. 00

Holder of Certificate: XOresearch SIA
Republikas Square 3-225
1010 Riga
LATVIA

Certification Mark:

Scope of Certificate:  Design, development, manufacture, servicing,
installation and distribution of a medical device
software application designed to acquire, analyze,
visualize, and report electrocardiogram (ECG) data

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the Testing, Certification,
Validation and Verification Regulations TUV SUD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?q=cert:Q5 128657 0001 Rev. 00

Report N 713348437

Valid from: 2025-09-18
Valid until: 2028-09-17

CO_

Christoph Dicks
Head of Certification/Notified Body

Page 102
TUV SUD Product Service GmbH + Certification Body * Ridlerstrae 65 + 80339 Munich « Germany

# & CEPTUOUKAT & CERTIFICADO ¢ CERTIFICAT

i

ERE:

ZERTIFIKAT & CERTIFICATE ¢

BS-MDR

EU Quality Management System Certificate
Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapter |
Certificate No. G15 128657 0002 Rev. 00

Manufacturer: XOresearch SIA
Republikas Square 3-225
1010 Riga
LATVIA

SRN Manufacturer - LV-MF-000043795

The quality management system has been evaluated in accordance with Regulation (EU) 2017/745,
Annex IX Chapter | with a positive result.

Details on devices covered by the quality management system are described on the following
page(s). The report referenced below summarises the results of the assessment and includes
reference to relevant CS, harmonised standards and test reports.

The certified quality management system is subject to periodical surveillance.

If class | devices in sterile conditions, with measuring function, or reusable surgical instruments are
covered by this certificate, the audit was limited to the respective aspects relating to

- establishing, securing, and maintaining sterile conditions,

- conformity of the devices with the metrological requirements,

- reuse of the device, in particular cleaning, disinfection, sterilization, maintenance and functional
testing and the related instructions for use.

If class Ila or class IIb devices are covered by this certificate, the quality management system
assessment was accompanied by the assessment of technical documentation for devices selected on
a representative basis. The periodical surveillance includes further assessment of the technical
documentation on the basis of representative samples.

If class Il or class IIb implantable devices are covered by this certificate, an EU Technical
Documentation Assessment Certificate in accordance with Annex IX Chapter Il is required before
placing them on the market.

All applicable requirements of the Testing, Certification, Validation and Verification Regulations TUV
SUD Group have to be complied with.
For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G15 128657 0002 Rev. 00

Report No.: 713348437
Valid from: 2025-10-06
Valid until: 2030-10-05

OO

Christoph Dicks
Issue date: 2025-10-06 Head of Certification/Notified
Body

Page 10f2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TOV SUD Product Service GmbH » Certification Body + Ridlerstrafie 65 + 80339 Munich « Germany

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

(Y
®d IPN healthproof

DEVELOP. VALIDATE. COMPLY.



Contacts

Tiago Carvalho
tcarvalho@ipn.pt

www.ipn.pt



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

“ DEDEP.eu

on & Exploitation for Digital Europe Program

Thank you for
participating!

(¥ https://dedep.eu/
X @DEDEP_eu
in @DEDEP.eu



https://twitter.com/adra_eu_
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