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B EROEFREHNTIEIERU DI T EEFDILT TRINERDDH ?
o [FIRODHEBET —IR—ADIEENBTEI(C
0 AEL1IXRFA> (CHRWTCHATERBERTIENIEDEEBIC. BERAZA - AT - EERRBBARSE AOEA <

2 RFAB> NEIEE(C, =BI(C. EEEROMIEMNED . EREDMENZ L,

m IBEENCE. BE (KDIEECIEEFEOIR) BHNSEETE TCOLERICDWVWTOEET —4 (B2, RO FH
TEFBH. 2. 28 - /K - BHWG, ZWE. 2EEMEDT— %) 2B8EBITDICENRE

B ZOEHIC. ENEDOT—AIHRE T DT —HINR—ABLIWNILIE T BIRY RND—DDE g, —FDHEAIDIZ
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I Building data-driven and personalised health care in Estonia 2016 <3d

Research
IS clinical practice
IS research

IS ...
But what does it take to deliver?

Every encounter
creates data
creates (potential) value
for knOWIEdge generation * lot of information from various sources

 powerful information systems to process the data

C o - : . * smart people to find the meaning from noise or
Every individual (patlent) IS random (though sometimes beautiful) patterns

a potential research subject and ...

It takes ...

*... alot of trust (from data subjects)
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I EHDS (European Health Data Space) 188 oo JNTH

¢ 55 - EUTF—YHEBRICH T B AEMT
« EHDS Proposal

1. CoORBIDBMI(E. European Health Data Space ( [EHDS] ) Z#iZ LT, BAAICLKDN
W7 (1LRFIA) OXIRKICHITDIEADEBFAIARAT—HINDFP IR EBEZNET S
EEBIC AR, 71 /R—>23>2, BEBRRE. BBDEZE. EMbERE. 2BIFET. ARbIESE
IhE, fIRlCHRZEZEEST & (2RFIAH) . =5(C. 20OBEE. FICEUDMES CE
BURBFIONFTSATL ( [EHRZAFT AL ) OFFE. R, SRIMERDIZHDHHE—=N
JOERNSEAHZTESD D EICKD . BAMIZOEEZNEIT D &,

2. COVID-19 )\ =wv (. ERADBBADE R EM L, BXUBZERE. BRUHEER
T—SDRMADEDIC. BFRERT —HICIAL)—([CT7IOTERATDIIENFRBRTHD
CEERFEREDICUZ. CTDXRDRIFA LY —IRT7 TR MENRAREEOHRET S EEHR
ZBUC. /DT IDXDMRIRBEIRICEIU. &ERCIERZIDDICRIID I,
2020 . MMNFE=RE. RRMNESRFMRE (EU) 2019/1269 (C LD THEIL SNIZERKRE
HEWSAFLAZRZ(CHEIGTSE, NABENERRHES CNEEDOREZ%E19 5 COVID-19 &
BOBEFRERT—FZE—IURFICHBETEDLDICUIZ. LML, TNIERIORRICTE
9. MEES LU EU L)L TOEEN 7 TO—FOREEZRLTULD,
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I

'-J\\Q_.,? '{§}' = Q@) Personal
Industrial & Public data spaces

Health Manufacturing Agriculture Finance Mobility Green Deal Energy Administration Skills

. High Value

= Driven by stakeholders * Sectoral data governance (contracts, Datasets
* Rich pool of data of varying degree of licenses, access rights, usage rights) from public

openness * Technical tools for data pooling and sharing sector

Technical infrastructure for data spaces

Edge
Infrastructure &
Services

Cloud

Infrastructure &
Services

Al Testing and
Experimentation
Facilities

Al on demand
platform

High-Performance
Computing

~NILA3E (EHDS) U
B, T—HFAR—X
DEMIIEZDEHE(SESD
5N TLVD, EHDSDFRK
HIEANILR ST — S DER
A TORBEDHIRST .
EUDRE N4

)L (2L >0
IWNX—Tw b - EHB—h

i) Z—&(CHIERS=E 3.
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B EUICHITIEEERFELEDU>D
® GDPR
® European Health Union (EUM'ALETE. HERA : Health Emergency Preparedness and Response. &
= k%)
Data Governance Act, Data act
EU cybersecurity framework (NIS directive)
Artificial Intelligence Act
Medical Device Regulations

B BRET—SDENIBRLEEF— TFEU ( Treaty on the Functioning of the European Union )

® Z5165& - EHDS (& GDPR [CEDWTHEERNTEHD . BADEERT —5ZRE T Digdasd
EU. ETIIHBEOEVMERSLGELFT —HICEAT DIEUEDAIGEEEICE DTS,

® =51142% - EHDS MBI, BAMIS(CH T DR BIRILES KU EUBACH T S ERDARA!
CBITZENE T B, WAMIBOHKE EEmE LU —EXRDBRHBEHZREIT DL
THD,

® S5168MDTE/LEE - EHDS (&, MEBEDERY —EXS KUEREDRS (Organisation)
HKOREHZ LT IR0,
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2014-2019 2019-
Digital Single Market (DSM) Strategy | A Europe fit for the digital age
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e EUIBINOECTEIERERICXHTUCKNDEDSI\EEDIRE<ARMEB> CEEEEZBACEERET —H
RNV CEBIER. EFEMHR. BIRFOHE 2RAA> DEIR
® EHR. 72 v D #—/A (MyHealth@EU, HealthData@EU)
o HIBERIADIZHDHIE : National Contact Point. Health Data Access Bodies
M European Health Data Space ERDIEM
WAl B - EE
EHR (Electronic Health Record) @ 1 X#|FH—— MyHealth@EU
EHR = X7 /& Wellness Applications

EHR @ 2 X#|FH—— HealthData@EU

(T o=

2 RFMABDHINF > X 4P ——— Health Data Access Bodies
> —A DEREFT]

IR O

S—SFDmEBEEBRAM

98 Al BMAICHIFTDH/INF>2RADFE ( EHDS Board )
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20243 DEVEER., ER. TERICKLDEHDSORMELEETRDTF A MME. https://www.consilium.europa.eu/media/70909/st07553-en24.pdf
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Natural person Health
professional

‘e

EHR system used by
the health professional
(national, regional or
local)

National infrastructure B

Central
services

Terminologies,
configuration, etc

EHDSZ DS U CIERE({L SN adFIFREE =1
BEHRZ I A —Ywv hZEFBAIT B ET.
BRBETERBIEECHHETNTWS
F—ACDWTEBEEZ#X THIATEE.

Y N
N N
National Secure network National_
contact point contact point
for digital Transfer of data in the for digital
health B European electronic health health A
. S record exchange format N— ——

Translation between
English and Country B
language, based on code
systems

national border

Translation between
Country A language and
English, based on code
systems

Transcoding and mapping
to the European electronic
health record exchange
format (if necessary)
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Priority categories of personal electronic health data for primary use c)

NFI

B Article 5
Priority categories of personal electronic
health data for primary use

1. Where data is processed in electronic
format, Member States shall implement
access to and exchange of personal
electronic health data for primary use fully
or partially falling under the following
categories:

(a) patient summaries HBEEE
(b)electronic prescriptions EFUNHE
(c) electronic dispensations &EFRAHI

(d)medical images anod image reports
ERES - B L KR—b

(e) medical test results, including laboratory
and other diagnostic results and related

reports REFER
(f) discharge reports iBEELR— b

ANNEX |
MAIN CHARACTERISTICS OF ELECTRONIC HEALTH DATA CATEGORIES

Electronic health data category Main characteristics of electronic health data included under the category

Patient summary Electronic health data that includes important clinical facts related to an identified person and that is
essential for the provision of safe and efficient healthcare to that person. The following information is
part of a patient summary:

Personal details

Contact information

Information on insurance

Allergies

Medical alerts

Vaccination/prophylaxis information, possibly in the form of a vaccination
card

7. Current, resolved, closed or inactive problems

8. Textual information related to medical history

9. Medical devices and implants

10. Procedures

11. Functional status

12. Current and relevant past medicines

13. Social history observations related to health

14. Pregnancy history

15. Patient provided data

16. Observation results pertaining to the health condition

17. Plan of care

18. Information on a rare disease such as details about the impact or
characteristics of the disease

b. Electronic prescription Electronic health data constituting a prescription for a medicinal product as defined in Article 3(k) of
Directive 2011/24/EU.
e

En @1 5 @ =

Information on the supply of a medicinal product to a natural person by a pharmacy based on an
electronic prescription.
d Vel Tnte s 2lgleTn=te =0 Electronic health data related to the use of or produced by technologies that are used to view the
report human body in order to prevent, diagnose, monitor, or treat medical conditions.

Laboratory result Electronic health data representing results of studies performed notably through in vitro diagnostics

such as clinical biochemistry, haematology, transfusion medicine, microbiology, immunology, and
others, and including, where relevant, reports supporting the interpretation of the results.

f. Discharge report Electronic health data related to a healthcare encounter or episode of care and including essential
information about admission, treatment and discharge of a natural person.
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I Minimum categories of electronic data for secondary use €39

B Article 33 Minimum categories of electronic data for secondary use
1. Data holders shall make the following categories of electronic data available for secondary use in accordance with the provisions of this
Chapter:
(a) electronic health data from EHRS;

(b) data on factors impacting on health, including socio-economic, environmental and behavioural determinants of health;

(ba) aggregated data on healthcare needs, resources allocated to healthcare, the provision of and access to healthcare, healthcare
expenditure and financing;

(c) pathogen data, impacting on human health;

(d) healthcare-related administrative data, including dispensation, claims and reimbursement data;

(e) human genetic, epigenomic and genomic data;

(ea) other human molecular data such as proteomic transcriptomic, metabolomic, lipidomic and other omic data,;

(f) automatically generated personal electronic health data, through medical devices;

(fa) data from wellness;

(g) data on professional status, specialisation and institution of health professionals involved in the treatment of natural person;
(h) population-based health data registries (public health registries);

(i) data from medical registries and mortality registries;

() Data from clinical trials, clinical studies and clinical investigations subject to Regulation (EU)536/2014,Regulation, [SOHO],
Regulation(EU)2017/745 and Regulation (EU)2017/246, respectively;

(k) other health data from medical devices;

(ka) data from registries for medicinal products and medical devices;

(I) Data from research cohorts, questionnaires and surveys related to health, after the first publication of results;
(m) Health data from biobanks and associated databases.
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B 202258 (CEURES (EU Commission) ENARINTLEE., NMEBEKA. EUNORREEAREN
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