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EUICHITDAIERE (Coordinated Plan on
Artificial Intelligence)

OUR KEY PROPOSALS TO BUILD STRATEGIC LEADERSHIP

Bring Al into play for climate and environment

Use the next generation of Al to improve

healt!
Maintain Europe’s lead Strategy for

Robotics in the world of Al

SEC ”09:

Make the public sector a trailblazer for
using Al
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\
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(e

Apply Al to law enforcement, migration and
asylum

Make mobility safer and less polluting through

Al

Support Al for sustainable Agriculture

https://digital-strategy.ec.europa.eu/en/library/coordinated-plan-artificial-inteligence-2021-review
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» Monitoring and evaluating digital health interventions (2016/12/12)

(https://www.who.int/publications/i/item/9789241511766)

» Ethics and governance of artificial intelligence for health (2021/6/28)
(https://www.who.int/publications/i/item/2789240029200)

» Regulatory considerations on arfificial inteligence for health (2023/10/19)

(https://iris.who.int/bitstream/handie/10665/373421/9789240078871-

eng.pdfesequence=1&isAllowed=y )
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» [Fthics and governance of artificial intelligence for health: Guidance on
large mulfi-modal models (2024/1/18)

(https://www.who.int/publications/i/item/9789240084759)

WHO Ethics and governance of artificial intelligence

for health: Guidance on large multi-modal models
(2024/1/18)
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= Sectoral Data Governance [contracts,

licenses, access rights, usage rights)
= IT capacity, inchuding cloud storage,
procesing and services

=Technical tools for data pocling and sharing
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TFEU (Treaty on the Functioning of the
European Union ) _EMiEHL
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EUROPEAN HEALTH DATA SPACE

#EUDIgitalHealth
MAY 2024

OBJECTIVES

¥ Empower rdwiduals thiough batter digital Bccess t M parsonai nealtn data;
¥ Support froc movemant by ensunng that haalth data foliow poopla;

¥ Selup strict rules for the use of anonymised, or pseutiony mised heaith ¢212 for research, innavation
and policy-maiing
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Facilitate access

to heelth data for

resoarchers and
innevators
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20114 European Health Uniont&f8 . #IR\JL X4 774545 (Cross Border
Healthcare Directive : CBHD) : EUlN THNITEZBX CEBDEERT —5F%25
BUBEBY— R EBFBNBLSCTS

2018 F4)LE—mHIRICHIFDeHealth(CEE T 3N ZEE S communication .
WBE=>TANIT. Ja>25> RETOHEE

2019 T+« >35> R - @R —5 ZIRFIRE

2020%F COVID-19 : EUICH T D EFEDIETE{b*

20214 European Health and Digital Executive Agency (HaDEA) %37
20224F IS T ORERMEHE (T 9 DA

2023 EUNTDOCOVID-197 >4 )LiEBAZE DFME#HE— (EU DCC) DEAEZWHO L
EHE

*European Commission DG Health and Food Safety
“Assessment of the EU Member States’ rules on health data in the light of GDPR”
ms rules health-data en 0.pdf (europa.eu)

GDPREMDAIEDIFTDIESDE : BN ZE B2 Assessment of the
EU Member States’ rules on health data in the light of
GDPR” (2021)

» GDPR COREECRIL : 5 6 =B 1HED (@)~ + FHIFFE2H(a)~G) I L T
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RIS L9 (@) DIAE .. 9QMEEEE £ 72 1T4ES M 7 T+ A EBIE. 9(2) (D) AFf
HESBDONRE ODMAELEFREICL>TELED

Table 3.1 LeaJ‘ 1 basis f:r rrormaf healrhcare- rovision

6(1)(a) Consent and 9(2)(2) Consent BE, BG, CY, DK, DE, FR, HR, MT, AT, PT,
SI, FI

6(1)(c) Legal obligation + 9(2)(i) public interest | 9 DK, EL, ES, HR, LV, MT, PT, RO, SI

in the area of public health

6(1)(c) legal obligation + 9(2)(h) provision of 21 BE, BG, CZ, DK, EL, ES, FR, HR, LV, LT,

health or social care LU, HU, NL, AT, PL, PT, RO, SI, SK, FI,
SE

6(1)(e) public interest + 9(2)(h) provision of | 12 BG, DK, EE, IE, EL, LV, LT, LU, MT, RO,

health or social care FI, SE, [UK]

6(1)(e) public interest + 9(2)(i) public interest | 8 | BE, BG, DK, IE, EL, LV, MT, RO
in the field of public health

6(1)(F) legitimate interest + 9(2)(h) provision of | 2 IE, AT
health or social care | |
Other combination 6 DE, ES, IT, LV, HU, AT

%3 . % W78 [European Health Data Space (EHDS) EZRDOHEE | Nextcom 585 P12-20 2024
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» 20229F5H3H EHDSER + EHDSOs2E5 U (CRE T DikEE. MMNEBES
communication

» 202287H12H EDPB(European Data Protection Board)
EDPS(European Data Protection Supervisor)#EER : GDPREDBEHET
DJEE U U EFA

» 2023fFE6H6H AT K7D MELTBIEFR, BHEEMKR. ARER. 7—
AEIEMIR, EERERE32EK(C KD HFEHR

» 202443H15H EUESER, RNESEEER (BEMNMESGM O IZAE
EHDSHIE S5 &N 2 =% (Implementation Act) TE®HD)

» 2024F4H24H PRINEZEER

FERRR : ZIRFRBCERUTDOAT K7J bDEIE, MR —YDEHE. ZIR
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HA : 330 - OFRERIRIEE. OF —HGE 2 SRR Y < ) —, OERSHRRRES,
6 it : OFf. @7 LA ¥ —1EH. OBRRIENHN., OEAESHHR, ORERHR. ©LTHH

EHDS :

(a) patient summaries H&

(b) electronic prescriptions & 1-4LJ5 2

(c) electronic dispensations & 1-F4#

(d)medical images and image reports EEFHEI{R - EifRL & —

(e) medical test results, including laboratory and other diagnostic results and related reports f 2t 5

(f) discharge reports JEFE L A — b
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» Fi3(22a) [AlLEDEuropean Artificial Intelligence Boardfthl & &4 |
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https://www.wma.net/policies-post/wma-declaration-of-helsinki/
https://www.med.or.jp/doctor/international/wma/helsinki.ntml
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(2025)
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INTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL REQUIREMENTS FOR PHARMACEUTICALS
FOR HUMAN USE(ICH) TINTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL REQUIREMENTS
FOR PHARMACEUTICALS FOR HUMAN USE ICH HARMONISED GUIDELINE FOR GOOD CLINICAL PRACTICE
E6(R3)1 (2025/1/6)

https://database.ich.org/sites/default/files/ICH E6%28R3%29 Step4 FinalGuideline 2025 0106.pdf
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