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EU Al Act - the world's first regional regulation to enforce trustworthy Al
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TEF-Health Trustworthiness by Design and by Default '““"'3
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Technical Diversity, non- Societal and
robustness and Transparency discrimination, environmental Accountability
safety and fairness well-being
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and oversight

Al-Act _—
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TEF-Health Trustworthiness by Design and by Default g

Al-ACt e

Technical Diversity, non- Societal and
. robustness and Transparency discrimination, environmental Accountability
and oversight . .
safety and fairness well-being

Testing and Experimentation
Al-Act A oy Facilities (TEFs)
e SN As implementation instrument

§

\  TEFs provide ,technical and scientific

support for providers and notified
bodies”
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TEF-Health

Medical devices with Al systems are classified “high risk” and require conformity
assessment

Unacceptable risk

e.g. social scoring, ——  Prohibited
untargeted scraping

High risk Permitted subject to compliance
,,,,,, e.g. recruitment, medical with Al requirements and ex-ante
*Not mutually conformity assessment

|
I devices
| exclusive
‘Transparency’ risk Permitted but subject to
‘Impersonation’ (chatbots), information/transparency
deep fakes obligations
Minimal or norisk  —— Permitted with no restrictions,
voluntary codes of conduct
possible

Source: EC Unit A.2 Info Session presentation March 18, 2024 Webinar
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TEF-Health

Single EU-wide
entry point through
Tefhealth.eu

Flywheel from lab to market

Certification

Service
Categories:

B Data

B Standards

W Testing

™ Al/Robotics
Certify
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TEF-Health

Testing and Experimentation Facility — 52 partner organizations under the lead
of Charité University Medicine, Berlin, Germany

GERMANY SLOVAKIA
Berlin CHARITE} BPWT®, VdTUV", Kl Park’ Bratislava UK BA*, STUBA*
Braunschweig P 15" Martin UHM*
Erlangen FAU* Zilina UNIZA*
Heidelberg EIT H SI GmbH®
Minchen TUM¥, FHG"EIT HEALTH EV°

SWEDEN
BELGIUM Boras RISE*

Stockholm KI*
Charleroi ISPPC", CETIC, BIOWIN
Liége wsLe
Mol VITO®
Mons MULTITEL" PAN-UE
Namur UNamur’, POLEM Brussels EBRAINS'
FRANCE
Grenoble CHUGA*, UGA*
Lyon HCL*
Paris LNE* CEA*, EIT Health Fr', HDH* CZECHIA
Rennes CHU RENNES*
Strasbourg IHUS BRNO MuU*
ITALY FINLAND
Genova IGG* IT" Helsinki HELSINGFORS*, HUS*, METROPOLIA®
Lecce INNOVAAL®
Milano POLIMI*
Pavia UNIPV*
Povo FBK
Roma 1s5*

[l Node & Node Lead
B Associated & Associated Lead
PORTUGAL
Coimb : . *  Public, Non-profit
L-Ogn ra ﬂ'C*HUC e . «  Private, Non-profit
isboa SPMS* InnoStars - Private, Profit
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TEF-Health

Infrastructure for compliance testing

e

e

Al Innovators g’

(Realtime)
Compliance

(O Authorized
certifiers

Production factory of
test results

* Digital infrastructure for information synchronization

[
Lo
Justice @g 3 k€] Transparency m B \g G

Reliability m ﬁ E m Accountability @ a
! Privacy

* Continuous evaluation of predetermined changes
* One stop shop access to all relevant resources
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TEF-Health TEF-Health e/ by s About Us  News (Search for Services) <Apply for discount) (Add a service

Technical and scientific support for
Health Al providers and notified bodies

Testing and
experimentation
facility providers

Make their services
accessible

Certification

Al providers

Prepare Al systems
for testing
Notified bodies

Access infrastructure
for certification

Vision: ® Digital infrastructure ®  Monitor and validate pre-
Real time for fast synchronization determined changesin a L )
compliance of information continuous manner e —

Al Trust Label
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Q, Search (e.g. imaging br operating room)

CATEGORIES Viewing 1-20 of 307 results.

Institution = Interoperable imaging testing

Country 9 Provided by : Politecnico Di Milano

FILTERS Reset Technical Documentation

PROVIDED BY

‘ ¥ add provided by filters v ‘ Privacy enhancing technologies development and testing
Provided by : RISE Research Institutes of Sweden Ab, Boras

COUNTRY

‘ W add country filters v ‘
Data integration consulting

CATEGORIES Provided by : Instituto Pedro Nunes Associacao Para A Inovacao E Desenvolvimento Em Ciencia E Tecnologia Coimbra

‘ V¥ add categories filters v ‘

DOMAIN Interoperability assessment

‘ Y add domain filters V ‘ Provided by : RISE Research Institutes of Sweden Ab, Boras
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TEF-Health

(TEF-HeaIth) CSMES Open Call)

Open call for SMEs
within Health Al

Fast track your access to the European Market.

TEF Health - Testing and Experimentation Facility for
Health Al and Robotics - is a one-stop-shop for accelerating
real-world testing and certification.

Apply at www.tefhealth.eu/call
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TEF-Health 05-12-2024

Thank you!

Contact
info@tefhealth.eu
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