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*  We need to make the most of the potential of e-health to provide high-quality
healthcare and reduce inequalities. | want you to work on the creation of a
European Health Data Space to promote health-data exchange and support =
research on new preventive strategies, as well as on treatments, medicines, .. 7- S

European
Commission




Rollout of Common European Data Spaces

https://digital-strateqy.ec.europa.eu/en/policies/data-spaces

AGRICULTURE: AgriDataSpace, Divine, CrackSense, ScaleAgData, AgDataValue, 4Growth, Dig4Live
CULTURAL HERITAGE: Europeana pro, Eureka3D, 5Dculture, DE-BIAS, Al4Europeana

ENERGY: IntNET, OMEGA-X, EDDIE, Enershare, Synergies, Data cellar

FINANCE: Procurement under the Digital Europe programme (under development)

GREEN DEAL: GREAT, AD4GD, B-Cubed, FAIRICUBE, USAGE: Smart cities and communities - DS4SSCC, DS4SSCC-
DEP (under development)

HEALTH: European Health Data Space: MyHealth@EU, HealthData@EU Pilot, Joint Action Towards the European Health Data Space —
TEHDAS; Cancer images: EUCAIM; Genomics: GDI

LANGUAGE: European language data space

MANUFACTURING: Data Space 4.0, SMARTENANCE, UNDERPIN

MEDIA: TEMS

MOBILITY: PrepDSpace4Mobility, deployEMDS

PUBLIC ADMINISTRATION: European Legal Data Space, OOTS - Once Only Technical System ;Public procurement: PPDS

RESEARCH AND INNOVATION: The European Open Science Cloud (EOSC), Skills4EOSC, EOSC Focus, FAIR-

IMPACT, RDA TIGER, FAIRCORE4EQOSC, AI4EOSC, EuroScienceGateway, FAIR-

EASE, RAISE, SciLake, EOSC4Cancer, GraspOS, CRAFT-OA, AqualINFRA, Blue-Cloud 2026, OSCARS, EVERSE, OSTrails, EOSC
Beyond, EOSC-ENTRUST, SIESTA, TITAN

SKILLS: DS4Skills, EDGE-Skills (under development)
TOURISM: DATES, Deploytour, DEST



https://agridataspace-csa.eu/
https://divine-project.eu/
https://cracksense.eu/
https://scaleagdata.eu/en
https://agridatavalue.eu/
https://pro.europeana.eu/page/common-european-data-space-for-cultural-heritage
https://eureka3d.eu/
https://5dculture.eu/
https://pro.europeana.eu/project/de-bias
https://pro.europeana.eu/project/ai4europeana-an-ai-platform-for-the-cultural-heritage-data-space
https://intnet.eu/
https://omega-x.eu/
https://eddie.energy/
https://enershare.eu/
https://energydataspaces.eu/
https://datacellarproject.eu/
https://www.greatproject.eu/
https://ad4gd.eu/
https://b-cubed.eu/
https://fairicube.nilu.no/
https://www.usage-project.eu/home
https://www.ds4sscc.eu/
mailto:MyHealth@EU
https://ehds2pilot.eu/
https://tehdas.eu/
https://cancerimage.eu/
https://gdi.onemilliongenomes.eu/
https://language-data-space.ec.europa.eu/index_en
https://manufacturingdataspace-csa.eu/
https://sm4rtenance.eu/
https://underpinproject.eu/
https://tems-dataspace.eu/
https://mobilitydataspace-csa.eu/
https://deployemds.eu/
https://data.europa.eu/en/ELDS
https://ec.europa.eu/digital-building-blocks/sites/display/OOTS/OOTSHUB+Home
https://single-market-economy.ec.europa.eu/single-market/public-procurement/digital-procurement/public-procurement-data-space-ppds_en
https://eosc-portal.eu/
https://www.skills4eosc.eu/
https://eosc.eu/eosc-focus-project
https://fair-impact.eu/
https://fair-impact.eu/
https://www.rd-alliance.org/rda-tiger/
https://faircore4eosc.eu/
https://ai4eosc.eu/
https://galaxyproject.org/projects/esg/
https://www.fairease.eu/
https://www.fairease.eu/
https://raise-science.eu/
https://scilake.eu/
https://eosc4cancer.eu/
https://graspos.eu/
https://www.craft-oa.eu/
https://aquainfra.eu/
https://blue-cloud.org/
https://oscars-project.eu/
https://everse.software/
https://www.openaire.eu/eosc-beyond
https://www.openaire.eu/eosc-beyond
http://eosc-entrust.eu/
https://www.skillsdataspace.eu/
https://www.anysolution.eu/en/blog/dates/
https://deploytour.eu/
https://dsft.modul.ac.at/
https://digital-strategy.ec.europa.eu/en/policies/data-spaces

2025/327 ,

NARIZENI EVROPSKEHO PARLAMENTU A
RADY (EU) 2025/327 ze dne 11. unora 2025 o
evropském prostoru pro zdravotni udaje a o
zmene smernice 2011/24/EU a narizeni (EU)
2024/2847

» https://eur-lex.europa.eu/legal- Questions & answers:

content/EN/TXT/?uri=0J:L._202500 https://ec.europa.eu/commission/pres
327 o - scorner/detail/en/ganda_24 2251



https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L_202500327
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L_202500327
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L_202500327
https://ec.europa.eu/commission/presscorner/detail/en/qanda_24_2251
https://ec.europa.eu/commission/presscorner/detail/en/qanda_24_2251
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3 hlavni pilire EHDS - Ceho se tykaji”?

1.

PRIMARNI VYUZITi ZDRAVOTNICH DAT = za udelem pro poskytovani zdravotni péde
* ZlepSeni pristupu pacientli ke svym zdravotnim udajim

* ZajiSténi predavani elektronickych zdravotnich zaznamu za ucelem zajisténi navaznosti
zdravotni péce.

SEKUNDARNI VYUZITi ZDRAVOTNICH DAT = vyuziti dat pro ucCely vyzkumu a verejného
zajmu
* Zpristupniovani zdravotnickych dat pro vyzkum, tvorbu politik, inovaci apod. bezpeCnym

zpusobem.

POZADAVKY NA EHR SYSTEMY

* Vytvoreni jednotného trhu pro systémy elektronickych zdravotnich zaznamd.
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Co se dgje z pohledu EU

1. Nafizeni vyhlaseno 5. 3. 2025, vstup do platnosti 26. 3. 2025.
2. Probiha pfiprava implementaénich akta (,EU vyhlasek” a standard() — do bifezna 2027.

3. Postupné probéhne zména organizacnich struktur EU organt fidicich elektronické
zdravotnictvi.

4. Infrastruktura MyHealth @EU (prostiednictvim NCPeH) se stane povinnou pro vSechny
poskytovatele zdravotnich sluzeb — od brezna 2029.

5. Vzniknou nové evropské a narodni sluzby specifikované v EHDS.

6. Bude spustén ramec pro (self)certifikaci EHR systémd.
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EHDS — Overall timeline for application
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Zasadni duraz na prava fyzickych osob

Pristup ke zdravotnim ddajom

. Prava plati jak na narodni, tak

pfeshraniéni drovni.

Uréeni opravnéné osoby
pro pfistup k adajam

=
i:: | @ | StaZeni kopie dat | @ \ i::
f—— > f—
,  Sluiba pfistupu k ) \ Poskytnuti kopie dat . ) .
’ udajiim o zdravi PoZadavek na opravu = Jiny portal nebo aplikace
/
’ (portal nebo aplikace)
7
I Nastaveni omezeni pfistupu 1
=
A Zobrazeni zaznamu A
'-I*-l- opfrﬁtupu h‘ Paclent -l-*l-l
Gl B Vlozeni adaji do el. saif]ees
. : zdravotnické dokumentace .. . aw s o
Evidence = Pristup |::1set'ru1|¢:|ch - . Piistup k datéim
zdravotnich udaji zdravotnickych pracovnikd -
~ o Clc!hla?e'nl e prostiednictvim sluzby pro -~
T~ -« sdileni ddaji pfistup zdravotnickych
_________________ _ pracovniki (pfes B .

MyHealth@EU nebo
narodni fedeni)
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EHDS — dulezité milniky

3. 5. 2025
2025 - 2027
2027

2029

2031
2029/31

vyhladeni nafizeni EHDS v Ufednim véstniku EU
priprava Clenskych statu i EK na plnou ucinnost

plna ucinnost nafizeni, vydani implementacnich aktu
povinné predavani PS, eP/eD

povinné predavani laboratornich zprav, propoustecich
zprav, snimku a doprovodnych zprav

povinnost pouzivat pouze certifikované EHR systemy,
povinnost predavat data v EU vyménném formatu



EHDS se tyka je nékterych zdravotnich udaju vedenych v
elektronické podobe — tzv. prioritni kategorie pro primarni
vyuziti

Prioritni kategorie Od kdy povinneé

PACIENTSKY SOUHRN 26. brezna 2029

ELEKTRONICKY LEKARSKY PREDPIS APOTVRZENI O 26. bfezna 2029
VYDEJI LECIVA

LEKARSKE SNIMKY A DOPROVODNE ZPRAVY KE 26. brezna 2031
SNIMKUM
VYSLEDKY LEKARSKYCH TESTU, VCETNE 26. brezna 2031

LABORATORNICH A JINYCH VYSLEDKU A
DOPROVODNYCH ZPRAV

PROPOUSTECI ZPRAVY 26. bfezna 2031

-



MyHealth@EU Infrastructure

CENTRAL services
provided by the Commission

Mational services
provided by the Member States

Connections to third countries
or other infrastructures

Member State
Mational contact
point for digital

Data categories health

Priority group 1: N

+  Patient summaries

+  ePrescriptions and \
eDispensations

Priority group 2:

+  Medical test results:
laboratory, other R
diagnostics, related reports

+  Medical imaging: studies Mational contact
and reports point for digital

*»  Discharge reports health

Additional data categories:
May be exchanged where
supported

11
Data suppliers:
all healthcare providers.

National contact
point for digital
health

Member State (data source)

Member State (data receiver)

All healthcare
providers (including
pharmacies)




CZ NCPeH

My Health @ EU
eHealth Digital Service Infrastructure
A service provided by the European Union

Transakce NCPeH mezinarodni
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MyHealth@EU KPI Monitoring



https://app.powerbi.com/view?r=eyJrIjoiYTQ0ODIxNWEtNzEwYS00NDNkLWFmN2ItNjczNmY2YjJhZDg3IiwidCI6ImQ1Y2I4YTVkLTVlNmYtNDNjMi1iNjQxLWM3ZDcyMDgzOTRhMCIsImMiOjl9
https://experience.arcgis.com/experience/77f459be23e545b48f46a79cfaf19423/page/1_3
https://app.powerbi.com/view?r=eyJrIjoiNTM4YjZmZjEtYzUxNy00OWMzLWJlZmYtMDUzMTJmNzMxZWZiIiwidCI6IjNkZTg4OTUyLTgxOTItNDg1Yi1iZTQ5LWRkY2JlOTc4ZDA5MCIsImMiOjh9
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A jak jsme na tom nyni v CR?

1.

Mame v rutinnim provozu NCPeH - plna podpora PS a eP/eD; dalSi usecasy v roce
2025-2026, vCetne podpory FHIR:

1. Originalni klinické dokumenty (HL7 CDA L1) — 12/2024
2. Laboratorni zpravy (FHIR) — 08/2025
3. Propoustéci zpravy (FHIR) — 03/2026

Pfipravované narodni standardy budou odpovidat EU standardim (byt s nimi kompatibilni).

Pripravované akreditované afinitni domény (AAfD) by mély byt provozovany v souladu s pozadavky
nafizeni a tudiz mohou byt vyuZity i pro naplnéni povinnosti dle EHDS pro jednotlivé poskytovatele.

Centralni sluzby eHealth by mély naplnovat myslenku EHDS — zdravotnické registry, Portal
pacienta/EZ karta, testovaci ramec, zurnal Cinnosti, registr opravnéni k zastupovani, atd.

Mame (jako jedni z mala v EU) k dispozici finance vyuzitelné pro pfipravu na EHDS — IROP, NPO.



Co z toho vyplyva pro poskytovatele ZS v CR

OD 29. 3. 2029:

1. Povinné vést pacientsky souhrn ve stanoveném formatu (HL7 CDA/FHIR) a ve strukture
stanovené nafizenim/implementacnim aktem ve svém informacnim systému.

2. Povinné pfedavat pacientsky souhrn v ramci EU prostiednictvim NCPeH.

3. Povinné poskytovat sluzby pro pacienty — online pfistup k PS, pravo zpfistupnit PS jiné
osobe, pravo omezit pristup, pravo na prehled o nahlizeni na data, pravo pozadat o
zaznamenani vlastnich udaju, pravo omezeni pfedavani...

.....a 0d 29. 3. 2031 bude toto povinné i pro vSechny ostatni kategorie tzv. elektronického
zdravotniho zaznamu (EHR ) — tedy laboratorni zpravy, propoustéci/ambulantni zpravy,
snimky a doprovodné zpravy k nim.

14
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Co z toho vyplyva pro dodavatele IS ve
zdravotnictvi

Povinnosti pro IS zpracovavajici zdravotnicka data v ramci prioritnich kategorii EHR —
,Systemy EHR"

1. Systemy EHR musi obsahovat dva harmonizované EU komponenty
« Softwarovy komponent pro interoperabilitu (interoperability component) — .
schopnost poskytnout (pfes standardizované APIl) i ziskat (z jiného standardizovaného
API) z jiného EHR a NCPeH a zobrazit zdravotnicka data v evropském formatu pro
vymenu EHR
- Softwarovy komponent pro evidenci pfistupu k udajum v ramci systému EHR (logging
component)

Povinnost absolvovat automatizované testovani.

Povinna technicka dokumentace, véetné informacniho listu.
Povinnost pripojit CE oznaceni.

Povinna registrace v EU databazi EHR systému.

ok whd



Projekty NPO/IROP

Informace k vyzvam IROP 78/79/80 a NPO 22: https://ncez.mzcr.cz/cs/irop/informace-k-
vyzvam-irop-787980-npo22

Popisy systému a sluzeb EZ: https://ncez.mzcr.cz/cs/node/5516

Pripojeni na narodni registry NZIS: https://ncez.mzcr.cz/cs/node/5518

Pripojeni na NCPeH: https://ncez.mzcr.cz/cs/node/5517

Harmonogram a stav komponent sluzeb EZ - https://ncez.mzcr.cz/cs/node/5521

Ovérovani a testovani vystupu projektu NPO/IROP: https://ncez.mzcr.cz/cs/node/5519

Seminar hSOC — Verejné zakazky systemové integrace v oblasti zdravotnictvi

Termin: stfeda 25. 6. 2025, od 13 hod.

Misto: https://kr-vysocina.webex.com/join/Kraj_Vysocina (verejné)



https://ncez.mzcr.cz/cs/irop/informace-k-vyzvam-irop-787980-npo22
https://ncez.mzcr.cz/cs/irop/informace-k-vyzvam-irop-787980-npo22
https://ncez.mzcr.cz/cs/node/5516
https://ncez.mzcr.cz/cs/node/5518
https://ncez.mzcr.cz/cs/node/5517
https://ncez.mzcr.cz/cs/node/5521
https://ncez.mzcr.cz/cs/node/5519
https://kr-vysocina.webex.com/join/Kraj_Vysocina
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