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Building blocks of the EU digital health
transformation
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EHDS - Unlocking the future of health data in Europe

Individuals have difficulty
accessing and controlling
their health data
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Figure 2 - Problems in controlling, using and sharing health data

Source: https://health.ec.europa.eu/publications/communication-commission-european-health-data-space-
harnessing-power-health-data-people-patients-and en

- European
Commission

EHDS main objectives:

o Give access and control to citizens
over their health data

o Ensure interoperability and access for
HCP

o Lowering market barriers for digital
healthcare solution manufacturers

o Foster single market for digital health
services and products

o Unlock data for secondary use

o Research, inovation, policy &
regulation
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Rights of natural persons in primary use
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Secondary data sources and processing

Data sources — Article 51
(Minimum categories of electronic health data for secondary use

= EHRs

= Determinants of health

= Genomic and genetic data
= (Claims data

= Medical devices data

'?—_@ B9 . =  Wellness apps data

Dataset description
(metadata, no health
data)

o — 0=| — a0 ! = Health professionals
x X O f = registries
Researcher Secure processing Data catalogue = Public Health
environment (includes only metadata, = (Clinical trials

no health data
) Research cohorts

= Biobanks data
Health insurance data,...

(
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Health Data Health Data
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Mandatory components of EHDS compliant EHR systems

Article 25 of the EHDS regulation

EHR systems shall include:

EUROPEAN
INTEROPERABILITY
COMPONENT

EUROPEAN LOGGING
COMPONENT

Ability to issue and
receive data in the
EEHRXF format Ul

Ability to record access




Common exchange format

Article 15 of the EHDS regulation

European Electronic Health Record
Exchange Format

By 26 March 2027, the European Commission shall, by means of
implementing acts, lay down the technical specifications for the priority
categories of personal electronic health data, setting out the European
electronic health record exchange format. Such format shall support
transmission of structured and unstructured health data and shall include the
following elements:

a) Datasets

b) Coding systems and values

c) Technical interoperability specifications for the
exchange of electronic health data
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INTEROPERABILITY

EUROPEAN
ELECTRONIC
HEALTH RECORD
EXCHANGE FORMAT
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GENERAL APPLICATION
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SECONDARY USE
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EHDS — Timeline
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EHDS — Implications for EU laboratories

Interoperability component

LIMs SHALL be compliant with Logging component

FHIR format
, , E H DS tl ll M a I’Ch 2031 Support EU coding (LOINC, NPU, SNOMED CT)

Meet EEHRxF Obligations

All lab reports SHALL be registered and accessible for citizens
and other HCP in Europe

L44s

\/ LIMS systems SHALL declare compliance and SHALL be
registered in EU registry



Predpoklady narodni a mezinarodni
iInteroperability v laboratorni medicine

* Jednoznacna identifikace provedeneho mereni

* Presné stanoveni typu provedeného testu

* Okolnosti méreni potfebné pro spravnou interpretaci vysledku
* Porovnatelnost vysledkl vysSetieni

* Sjednoceni formatu a obsahu laboratornich zprav

* Srozumitelnost obsahu takeé v jinych zemich



Zakladni kameny interoperability laboratofri v
CR
* Identifikace laboratornich vysledk(

* |dentifikator instance observation (FHIR)

e Kod klinické udalosti (DASTA)

e Kéd typu testu

e NCLP - analyza kédovani laboratornich testd (2025) potvrdila NCLP jako narodni katalog
laboratornich testu

* Elektronické zadanky
e Standard HL7 FHIR
 DASTA, postupny prechod na standard HL7 FHIR
 Narodni systém eZadanka

e Laboratorni nalez

» Standard HL7 FHIR, povinné zavedeniv ramci dotacnich projektt IROP a NPO, povinny
nejpozdéji od 2031 pro vSechny laboratore



Datovy model laboratorni vysledkove zpravy
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Datovy model laboratorniho vysledku

> Observation

0...
0.*
DateTime

0.*

Code
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Name
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Method

0.1
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Order
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Device

Description

Accreditation status
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Reporter




Evropské kodové systémy laboratorni nalez

Test codes LOINC, NPU, SNOMED CT NCLP
Result units UCUM

Coded results SNOMED CT

Anatomic location and morphology SNOMED CT specimen
Collection method SNOMED CT specimen
Specimen Type SNOMED CT specimen
Order Reason ICD-10*, SNOMED CT, Orphacode

Type of species SNOMED CT specimen

Test method

SNOMED CT

16



Problematika kddovani typu lab. testu

* |dealni kddovy systém by meél mit nasledujici vlastnosti
* jednoznacnost a srozumitelnost vyznamu testu
* odborna kvalita a granularita obsahu
e transparentnost, spolehlivost, kvalita procesu spravy

e existence autoritativniho zdroje zarucujiciho dostupnost pro vSechny
uzivatele a informacni systémy

* akceptace odbornou verejnosti

* vhodné licencni podminky a dalsi podminky pouziti
» dostupnost rlznych jazykovych verzi

* mezinarodni pouziti



NCLP

* Splnujetémeér vsechny vyse uvedené pozadavky
* Je vyuzivan vétSinou laboratofi
Sprava je transparentni, zajistuje NCEZ
Garantem jsou odborné spoleénosti CLS JEP
Bezplatna licence
Existuje autoritativni zdroj — NTS
* Existuje anglicka jazykova verze
* Je pouZivan pouze v CR
 Mapovani na NPU
e Zakladnim problémem vsak neni volba narodniho kédového systému,

ale spravné mapovani lokalnich ¢iselnikl laboratofi na narodni kédovy
systéem.



Kde se dozvedet vice o standardech v oblasti
laboratorni mediciny?

* Evropska specifikace lab nalezu FHIR: https://hl7.eu/fhir/laboratory/

* Narodni specifikace FHIR: https://ncez.mzcr.cz, pripadné
https://hl7.cz/fhir

 On-line browser NCLP: https://www.nclp.cz (poskytovano vefejné
firmou Mild Blue)

* VVzdélavaci aktivity NCEZ k laboratorni mediciné:
* Pravidelné on-line seminare NCEZ

 Seminare pro implementatory
 Seminare IPVZ, NASKL

* Kontakt: MUDr. Petra Lavrikova (petra.lavrikova@mzd.gov.cz)



https://hl7.eu/fhir/laboratory/
https://ncez.mzcr.cz/
https://hl7.cz/fhir
https://www.nclp.cz/
mailto:petra.lavriková@mzd.gov.cz

Dekuji vam za pozornost

Hynek Kruzik
NCEZ
kruzik@gnomon.cz
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