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Real-World Data (RWD) / Real-World Evidence

Aedopéva lNMpayuaTtikou
Kéopuou

Evoeigeig NMpaypaTtikou
Kéopuou

(REAL-WORLD DATA) (REAL-WORLD EVIDENCE)

» AedopEva OXETIKA PE TNV UYEia

TTou AapavovTal EKTO¢ TNG » 'E&0dog Tng avaiuong twv RWD

TUTTIKAG KAIVIKAG €pEuvag (TT.X. » AnuioupyoUvTal Kol EpunVeUOVTal
RCTs) OUPPWVA PE EVO EPEUVNTIKO
. , . TTAQVO
» AnuioupynBnkav Katd Tn ouvrion
KAIVIK) TTPOKTIKA 1} £TTEEEPYQTIa > TMapéxel TANpogopieg TEPA aTrd
ATTAITACEWY 1 avagépBnkav aTré TIC RCT kai utrooTtnpidel Tn Awn
a0BeVEIQ K.ATT, ATTOPATEWY OTTO TOUC

evOIOPEPOPEVOUC POPEIC TNG

» RWD e¢ival rpwToyevr) dedopéva UYEIOVOUIKAC TTEPIBaAYNC.

KOl o116 Pova Toug OV PTTOPOUV
Va UTTOOTNPIEOUV aTTOPACEIC

Ap X. Kapavikag — eHealth



2 KOTTOC XPNonG OedOUEVWYV UYEIQG

MpwToyevic XpAON Agutepoyevig Xprion

Xpron deSopévwy UyEiaC ApPNan Twv GEGOUEVWY
1 T ST UYEIOC YIa OKOTTOUC

g § €PEUVAG, KAIVOTOUIAG,
UYEIOVOUIKWY UTTNPECIWV e o TG

PUONICTIKOUG OKOTTOUC

Ap X. Kapavikog — eHealth



Randomized Controlled Trials (RCTs)

*  Akdéun kai ol Tuxaiotroinuéveg eAeyxoueveg dokipég (Randomized Controlled Trials
RCTs), Ta Tapadoglakd agIoTToTa EpYaAEia TNG Epeuvac, dev gival XwpIc TTEPIOPICHOUC.

*  Kabwcg utropei:
— va £XOUV JEYAAO KOOTOG,
— MEYAAO @OpPTO £pyaaiag,
— QpYEg,

— KOl VO ETTIOTPEWYOUV ATTOTEAECUATA TTOU Eival OTTAVIA YEVIKEUOINA O KABE TTANBUC O
aocBevwy.

Ap X. Kapavikog — eHealth



TiI odnyei oTn dNUIoUpYyia TWV EVOEILEWY TOU TTPAYUATIKOU
KOOMOU;

O1 puBuIOTIKEG apXEG, ONUOOIO0I KAl IBIWTIKOI TTANPWTEG, Ol CUVTAYOYPd@OI Kal N Blopnxavia
£mMOUPOUV VA KATAVONOOUV TTEPICOOTEPO TNV ATTOS00N KAl TOV AVTIKTUTIO TWV (VEWV

OEPATTEIWY OTO TTPOAVUOTIKO TTEPIBAAAOV.

To RWE ptropei va oupfdAel oTnv KAAUWN TOU KEVOU YVWO £1afU Twv RCT Kai T
TTPAYUATIKAG KAIVIKAG TTPAKTIKNG.

* Néeg Texvoloyiegg
— VEEG eUKaIpie¢ oUANOYNC Kal avaAuong OeOOUEVWYV (ETAIPEIEC TTOU EIDIKEUOVTAI O€
UTTOO0UEC OEOOUEVWV KAl avAAUCH, EQAPHOYEG, WNPIOKES UTTNPECIEC K.ATT.)
* Néol T0TTOI SEDdOPEVWV

— TepdoTia augnon Tou dykou, TNG TTNYNGS Kal TG TToAuTTAoKOTNTOC Tou RWD
*  MpokARoeig yia KUBepVAOEIG/ac@AAIOTEG/TTANPWTES YIA UYNARG TTOIOTNTAG Kl
TPOCITEG UTTNPECIEG UYEING
— BeATiwon TN To10TNTAG KAl TWV ATTOTEAEOUATWY TG UYEIOVOUIKAG TTEPIBaAYNC
— 'EAgyxoc Twv augavouevwy daTTavwy UYEiag
— TNapakivnon Twv TTapoOxXwV UYEIOVOUIKWY UTTNPECIWYV YIa KAAUTEPN a1Todoon
—  E@appoyn kaivotépwy AUoewv ocuvayng cuupacewy (T1.X. TTAnpwun Baoel
atrédoong)

Ap X. Kapavikog — eHealth



RWE utropei va Bonbrjoel otn BEATIOTOTTIOINGN TNG TTAPEXOUEVNS UYEIOVOUIKNG
TTEPIBAAYNC KABWGS Kal TOU CUCGTAMOATOC UYEIOVOUIKNG TTEPIBaAYNC

» Input to R&D
» Trial design, patient cohort

» Safety/quality/efficacy
concerns

Target identification, basic

research, clinical research

» Monitoring of quality of care,
performance of providers

» Build incentives for providers
» Patient health assessment

» National databases can help
integrate and coordinate the
treatment across health care
system

» Measure health care resource
utilization

» Analyze patient pathways in the
HC system

Monitoring
and bio
banks Health care

value chain

Providing
care Treatment

choice

*Agnes BrandtmiillerEURAM CORE, MSD, Real-World Evidence: What, Why and How

Prevention
and public

»

Lifestyle, risk behavors

Identification of population
groups with unmet needs,
identify treatment gaps

Identification and quantification
of patients at risk sub-groups

Optimizing cost of prevention
versus the cost to cure/control

Diagnosis

» Early identification of patients

» Assess the timeliness of
diagnosis

» Measuring effectiveness of

» Compare real-life usage with

therapy in the “real life” setting
help select the most suitable
intervention

treatment guidelines

Ap X. Kapavikog — eHealth



RWE cival amrapaitnto o€ OAa 1a oT1adIA TOU KUKAOU (WG TOU
TTPOIOVTOG

EMA approval LOE

Development/pre-launch 1 Reimbursement

-5 JDDD

Use RWE to shape Safety  Support market
design of clinical trials follow up access

Safety follow up,

AE monitoring

Burden of disease Adherence to guidelines

Unmet

. Assessment of real-
medical need

life effectiveness
Treatment pattern _ o
(current) Real-life utilization

Cost- patterns
effectiveness
Health care Product
resource utilization differentiation

*Agnes BrandtmiillerEURAM CORE, MSD, Real-World Evidence: What, Why and How Ap X. K(Xp(lVl:K(lg — eHealth



[1a va dnuioupynooupe RWE mrpétrel va ouAAégoupue RWD

STRUCTURED DATA UNSTRUCTURED DATA
TYPES OF DATA 1 11 lA
Electronic Medication Medication S
i di Medication taken
pill dispensers F prescribed instructions o
oTC Diaries
Medication medication Medication filled Dose Route Allergies Herbal remedies
I | i ;
2 e Alternative
NDC RxNorm Ougx%fer?gsket thera‘pies
Demographics B HL7 T
] . =2 o
Encounters Employee sick days Visit type and time Chief complaint &
Diagnoses i Death records SNOMED  ICD-9 D(ijfferent.ial =
: : Porsassases — iagnosis a
Procedures CPT ICD-9 =3
: : 7 _HOME — “™TIGINC Pathol g
. . i PERSONAL : { TREATMENTS, Sl -
Diagnostics (ordered) i HEALTH i MONITORS. i histology =
i RECORDS : NTESTS ECG Radiology | | S
Diagnostics (results) B L‘?itt)a\{asliléflss' : E g
Genetics . PATIENTS : 23andMe.com SNPs, arrays , ' 3
e : LIKEME.COM : } 3 CE— ; — |=
Social history i Policerecords Tobacco/alcohol use DIGITAL: - i BLOGS <
— : : FCLINICAL : — |3
Family history : Ancestry.com R - : NOI.ES- : | ; : 3
Symptoms { Indirect from OTC purchases <"PHYSICAL ™. | : TWEETS : 2
Lifestyle ; i Fitness club memberships, Cgﬂgg 3 gEXAMINATION? ; Yy
y grocery store purchases B PURCHASES.: I Z
Socioeconomic Census records, Zillow, LinkedIn = i PAPER™ T FACEBOOK
R ' z sl 3 I CLINICAL: | : POSTINGS :
Social network Facebook friends, Twitter hashtags v NOIEs |
] Climate, weather, public health databases, Freeee” e ]
Environment HealthMap.org, GIS maps, EPA, phone GPS News feeds
<<€ — - — — )V
Probabilistic linkage to validate existing data or fill in missing data
Examples of biomedical data Ability to link data to an individual Data quantity
[T] Health care center (electronic : ; el s
Pharmacy data I health record) data " [:‘S'jr to llrk]to |r?d;\{|q:alsl | ____________________________ '
I:I Claims data Registry or clinical trial data = Harder to link to indivi ) YA
m Only aggregate data exists I ............................ I
Data outside of health care system More Less

Griffin et al (2014): JAMA, Vol. 311, No 24 Ap X. Kapavikog — eHealth



TEPAOTIEC EUKAIPIEC UE PHEYAAEC TTPOKANCEIC YIATI...

Agev utTdpxOoUV apKeTA dlaBEoipa dedouéva yia eTTavaxpnolpgoTToinon.

v
v

Ta dedopéva OXETIKA PE TNV UYEia gival dIAOTTAPTa O€ OPYAVIOUOUG.

Ta dedopéva TTou cUAAEYovTal €ival TTOAU BIa@OopPETIKG avaAoya Pe TO BABOG Twv TTANPOPOPIWV
Kl TOV XPOVIKO opidovTa.

V' Aedopéva cuAéyovTal yia SIaQopETIKOUG OKOTTOUG, O€ DIGQPOPETIKEG HOPPEG, TUHPWVA E DIGPOPETIKA TTPOTUTTA
v' 01 diodikaoieg oUAoyg dedopévwy, N atToBrkeuon dedopévwy TTOIKIAAOUV TTapa TTOAU

[MOAAEG OpPEC T OUVOAQ DEOOUEVWY ATTOUOVWVOVTAI VIO TNV TTPOCTACIA TOU ATTOPPATOU Kal TNG
A0 @AAEIOG TWV AOBEVWV.
V' ATraitoUvTal KOIVWVIKA, VOUOBETIKA Kal NOIKA TTPATUTTA YIa va SI0CQAAIOTET OTI TO 0QEAN UTTEPTEPOUV TWV KIVOUVWV

XaunAni aglotroinon NG €6€AOVTIKAG KOIVAC XPriong OeB0UEVWV METALU TWV ETAIPEIWV.

Kapia ocagrivela kail dla@Aveia OXETIKA PE TN XPron Twv 0O0NEVWY TOU I0IWTIKOU TOPEA VIO TO
KOIVO KOAQ.

ATtroucia oAoKANPpwWPEVWVY AUCEWYV BIaKUBEPVNONG OEDOUEVWV.

Kapia Trpayparik evouvauwon XpnoTn.

v
v

ATeAgic unxaviouoi opnToTNTAC OEQOPEVWV.

‘EANEIYN OeCIOTATWY KAl XAUNAOC EYYPAMUOTIOHNOC BEDOUEVWV.

Ap X. Kapavikog — eHealth



EupwTraikn 2Tpatnyikn yia 1a 0edouEva

‘Evag KoIvog eupwTtraikog Xwpog 0edoUEVWY, HIa evidia ayopd
dedopEVWV

— AlaBeoiudTnTa dedOUEVWY UWNARC TTOIOTATAC Yia dnuioupyia
KAIVOTOUWY UTTNPECIWV.

— Ta dedopéva va Ptropouv va péouv eviog TnG EE kal og 6Aoug
TOUG TOWEIG

— EupwTraikoi kavéveg kal agieg va gival TTAfpw¢ oeBacTtd

—  Kavéveg Tpdopaong kal xpriong dedopévwy va gival dikaiol,

TTPAKTIKOI KaI va UTTAPXOUV oa@r} Kal EEKABapOoI unXaviouoi
dlaKkuBEpvnong 0edouEVWIV

Common European data spaces

Rich pool of data
(varying degree of
accessibility)

Free flow of data
across sectors and
countries

Full respect of GDPR

Horizontal
framework for data
governance and data
access

& £ B O @ 4 m S

Industrial & Public
Health Manufacturing Agriculture Finance Mobility Green Deal Energy Administration Skills

—Technical tools for data pooling and sharing — Sectoral Data Governance (contracts,
—Standards & interoperability (technical, licenses, access rights, usage rights)
semantic) — IT capacity, including cloud storage,

processing and services

B European
Commission
Ap X. Kapavikag — eHealth




O1 TPEXOUOEC EUPWTTAIKE

G TTONITIKEG yIa TN dIACUVOPIOKN UYEia Kal TOV

EupwTraiko xwpo dedoucvwy otnv Yyeia

H wnoeiakn eviaia ayopd uyeiag otnv EupwTrn BacileTal o€ TPEIC TTUAWVEG:

Acdalng npoocpacn Twv
noAutwv ota dedopéva vyeiag
TOUG KalL KOLVH) Xpron Twv
bebopévwv

> /Kai\dtspa Sedopéva yla tnv Wnelakd gpyaAegia yia Tnv
ipoaywyn tng €peuvag, TV €V6UVdUwOT] TWV TTOAITWV
nMpoAnYn acBevelwy Kat TNV KQI TNV TTAPOXN
€EOTOULKEVEVN LYELQ KL Q0BEVOKEVTPIKAG
\ neplBaAn TTEPIBaAYNG

EYPQMAIKH
ENITPOMH

Bpuééhheg, 25.4.2018
COM(2018) 233 final

ANAKOINQEH THE ENITPOITHE MIPOX TO EYPQIIATIKO KOINOBOYAIO, TO
LYMBOYAIO, THN EYPQITAIKH OIKONOMIKH KAI KOINONIKH ENITPOITH
KAI THN EIIITPOITH TQN IEPI®EPEIQN

GYETIKA PIE T1) HI1EVKOAVVOT TOV Y PLEKOD PETAGYILATIGROD TOV TOPER TIG VYEiag KoL
™G mePifalyng 6TV YNQLOKY eViaia ayopd, TNV I6LVPOTOINGT] TOV TOMTAV KUl TNV
avantuén pog VYIEGTEPNS KOVOViag

{SWD(2018) 126 final}

EupwTtraikog xwpog dedouévwy yia Tnv vyeia -EHDS
eHDSI - uttodourn Yn@Iakwy UTTNPECIWY NAEKTPOVIKAG UYEIAg

EupwTraik6g pop@OTUTTOG AVTAAAAYG NAEKTPOVIKWYV PAKEAWV
uyeiag

MpoTaon Kavoviopou yia Tnv diakuBEpvnon Twyv dedouevwy (DGA)

Kaivotépa povtéla repiBaAyng (1mx. telehealth, mhealth),
integrated and personalized care.

Ap X. Kapavikag — eHealth



H uyeia otnv EE: Eupwnaikoc xwpog dedoPEVWY YIa TNV UYEIa
(EHDS)

Kabe deuTepOAENTO, YIATPOI, VOOOKOUO!, o H navdnuia COVID-19 kaTédeiEe n6go

(pappakoriolol, epeuvnTeG KAl oNnPavTika ival Ta enikaipa dedouEva UyEiag
PUBHICTIKEG apXeG UYEIag 0€ OAOKANPN OTav NPOKEITAl va AnPBoUV KaAd TEKUNPIWHEVA
TNV EE napayouv kKdl Xpnolpgonoiouv IJéTpG yia Tn 6n”60|a UYEiG Kal va

MEVAAEG nooéTnng 6869uévwv O'XETIK(fI' aVTINETOMIOTOUV Kpioeic. H navdnpia eixe

LE TNV UYEIOVOUIKN NEPIBAAWN, Ta onoia £Niong wG anoTEAEOHa va eniTaxuvBsi n

£XOUV Kaipid onpaocia yia To €pyo nou UI0B£TNON TWV WNQIGK®V EQYAAEiwV.

enmnTeAouv owlovTag (wEC.

AUCTUXWC, UNAPXOUV akoua nepinAoka eunodia nou duoxepaivouv Tnv nAnpn a&ionoinon
Tou duvapikoU TwV YnPlakwyv dedoPevwY Kal Twv OeOOUEVWY YIa TNV UYEIQ.

Ap X. Kapavikag — eHealth



KUpiec npokAnoeic atnv a&ionoinon TnG duvapung Twv OedOPEVWV
Uyeiag

o o

*  O1 TTOAiITEG BUOKOAEUOVTAI VA £XOUV -
TTPOCRACN Kal va eEAEyXOuV Ta dedouEVa {‘_;\
UYEiag Toug.

» O emmrayyeAparieg uyeiag duokoAeuovTal va
éxouv TTpooRacn oc dedouéva UyEiag.

* O Tépoxol YnPIaKwyV UTTNPECIWY Kal
TIPOIOVTWY UYEIAG, avTIMETWTTICOUV
EUTTOOIA.

PUBNIOTIKEG apXEG OEV NTTOPOUV EUKOAQ va
éxouv TTpooRacn oe dedouéva UyEiag.

J
«  O1 utreuBuvol xapagng TTONITIKAG Kal Ol A
———

« T[leplopiopévn €peuva Kal KAIVOTOMIO
TTpayuaToTTolEiTal uE BAon dedouéva
uyeiag.

Ap X. Kapavikag — eHealth



H uyeia otnv EE: Eupwnaiko¢ xwpocg dedoPeEVWY YIa TNV UYEIa
(EHDS)

e O gupwnaikoc xwpoc 0edoUEVWY YIa TNV uyeia npoonabei va unepBei Ta epnodia auTd.
o [lpokeiTal

— via eva nAaioio avrtaAAayng 0edoHévwV anokKAEIOTIKA yia TV UYEia, To onoio
KaBopilel oca@eic kKavoveg, Kolva NpoTUNA Kal NPAkKTIKEG, KABWC KAl UNOJOHEG

— €niong yia eva nAaioio diIakuBEpvnNong Nou agpopd TN XPNon NAEKTPOVIK®OV
0eBOHEVMYV UYEIag TOoOo and Toug aocBeveic 000 Kal yia okonoucg £peuvag,

KalvoTodiag, xapa&ncg noAITIkAG, aocPaAslag Twv acBevwyv, aAAd kal yia oTaTIoTIKOUG
KAl KavovioTikoUug okonoug.

Exchange of health data for healthcare
= aNd better control by individuals over their
health data

Fostering a single market for digital health

EHDS main pillars g services and products, including Al

For a European

Health Data Space

#HealthUnion

Facilitating access to and re-use of health
amdata for research, innovation, public health
policy making and regulatory decision

Ap X. Kapavikog — eHealth



Eupwnaikoc xwpoc dedopevwy yia Tnv uyeia (EHDS)

European Health Data Space (EHDS)

} OBJECTIVES

Effective use of health data

} SCOPE & EXPECTED IMPACT

Use of health data

(primary,
MyHealth@EU)

Re-use of health
data
(secondary,
HealthData@EU)

} MEANS

Legal / Governance

Empower individuals to control their data

Standardization and mandatory certification of EHR systems
Voluntary labelling of wellness apps

European Electronic Health Record Exchange Format

Health data access bodies
Purposes for use and forbidden use
Data permits, secure environments, no identification

Single market for health
data, data protection,
free movement of
people, digital goods
and services

Facilitated Research &
Innovation

Better Policy Making

Quality of data I I Infrastructure I ‘

Capacity
building/digitalisation

European |
Commission

Ap X. Kapavikag — eHealth



eHealth Digital Service Infrastructure — eHDSI
MyHealth@EU (H uyeia pou @ EE)

H utrodopn yn@lokwv utrnPeoiwV NAEKTpoVvIKAG uyeiag (eHDSI) diaocgaAilel 611 oI Eupwrtraiol
TTONITEC UTTOPOUV VA ouveXioouv TNV TTEPIBaAWn Toug evoow Tagideuouv oe AAAN xwpa TN EE, péow
TNG aoPAAOUG dlacuUVOPIaKNS avTaAAayrng OEDONEVWYV UYEIQG.

Méow Baoikwy utTnpeoiIwy (core services), N EupwTtraiki EmTpotth mapéxel koivr) utrodour TME kai
0opIOVTIEC UTINPETiEC (OopoAayia, DIaAEIToupYIKOTNTA K.ATT.) 0 XWpPEeS TNG EE. ZTn ouvéxeia, ummopoulv va
onuioupynBoulv YeVIKEG UTTNPETiES (generic services) yia T oUvdeon TwWV €OBVIKWY cuoTNUATWY Kal
TNV avtaAAayr 0edopévwy, HECW TNG EYKATAOTAONG KAl AEITOUPYIOG EOVIKWY ONMUEIWY ETTAPNG YIA TV
nAekTpovikn vyegia (NCPeH).

ApPXIKEC BIOOUVOPIOKES UTTNPECIES: OUVOTITIKO 10TOPIKO aoBevi (Patient Summary), nAekTpoviki
ouvTayoypa@non (ePrescription).

H EANGOa cuppueTéxel oto eHDSI, 6oov agopd 1o PS kai 1o eP (kal eD) kal wg xwpa A éco kai B,
onAadn xwpa ac@dAiong kai xwpa Bepatreiag (HAIKA AE — NCPeH).

MoaxponpoOecpia, o1 leTPIKES
OTTELKOVIGELS, TO ATTOTELEGLOTO, TV

EPYOOTNPLOV KO TO VOGOKOLELOKA
egirmpra Ba yivoov dtabécipa otnv EE. o

2
K-

Core services
Horizontal Building Blocks

H uyeia pou @ EE eHealth Building Blocks

HAEKTPOVIKEG SLAGUVOPLAKE e — - terminology semver,.... = :
unnpeoieg vyetag otnv EE > < =
. /

vk NCP: National Contact
Points is Member

L9 - State's connection to

the EU network

Ap X. Kapavikog — eHealth



eHealth Digital Service Infrastructure — eHDSI

|
_ Country of affiliation mmmmm  COUNtry of treatment

CDA Display Tool

Translations+Mapping

/ FRIENDLN f PIVON / FRIENDLY\

x <value xsi:type="CE" <valtz;::%g%f i
code="G20" _w -
® ovenio Parkinson's v 2 || IS codeSystem="2.16.840.1.113883.6.90" 2o a3 L LIC0S, 0,90
slcs::s:u:z;mov i code="230291001" odesystemNames 1CD10° dlspla:Name='Priméres Parkinson-Syndrom">
codeSystem="2.16.840.1.113883.6.96" displayName="Parkinson’s disease"> <translation displayName="Parkinson’s disease">
mzemmuv-;a;la Parkinson's codeSystemName="SNOMED CT" <translation code="230291001" <translation code="230291001"
displayName= "juvenilna Parkinsonova choroba"> codeSystem="2.16.840.1.113883.6.96" codeSystem= "2.16.840.1.1138 83.6.96"
</value> gtlzde'Syrs‘temN_ar;ne='S_?l(:h;Er?(f.'T“ forobal codeSystemName= "SNOMED CT"
</value> SEtiame= HeniindPuck s displayName=" juvenilna Parkinsonova choroba"/>

</translation>
</value>

/5 AN A AN

|, o
=l
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MyHealth@EU

The new electronic cross-border health
services are being established progressively in
25 EU countries until the end of 2025.

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

e Currently 10 Member States live

&

. Live now: CZEE ES FIFRHR
LU MT NL PT

. s0-live pla Y
HU ITLT PL SE SI SK
U

. Application under review: AT
DE DK IS NO RO

« Rapid growth of Member States connected

« All Member States expected to join by 2025

» Current services: patient summaries and
ePrescriptions

« Expansion to medical images, laboratory
results, discharge letters, vaccination data,
rare disease data and other health
information categories

* Platform for patient access to their health
data

e P
b3 ° LI T
8 S8,
]
e
L4 B European
Commission
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EHDS2: Acutepoyevn xpnon oto EHDS

« [lpéoBaon oc dedopéva yia EpeUva, KAIVOTOMIO Kal Xapagn TTOAITIKAG

*  2UVOAIKA, uTTopouV va dlakplBouv Tpia €idn TTPwTOBOUAIWY UTTOOOUNG, ME OPKETEC
TTEPITITWOEIC va gival AdN AEITOUPYIKEC ) UTTO AVATTITUEN:

*  AlaoUVOPIOKES EUPWTTAIKES TTPWTOPBOUAIEG VIO OUYKEKPIMEVOUG TOUEIG, KABWG Kal yia
OUYKEKPINEVOUC OKOTTOUC, TTOAAEC OTTO TIC OTTOIEC XPNMATOSOTOUVTAI OTTO TO
TTpoypapua ‘Epeuvacg kal Kairvotopiag TnG EE, 11.X., T0 diKTUO uNTPWWYV KAPKivou,
PHIRI, ELIXIR, BBMRI-ERIC, EHDEN, n €ikovikij TTAatgoppa EJP-RD.

* [NpwTtofoulicc atrd TIC apxEC TWV KpaTwV JEAWV yia Tn ocuoTaon Health Data
Access Bodies (HDABSs) yia Tnv 1Tapoxr mTpooaong o dedouéva uyeiag BAoel
agIOTTIoOTNG dIaKUBEPVNONG Kal IOXUPWYV OIACPAAICEWY ATTOPPATOU, TT.X. TO YAAAIKO
Health Data Hub, To ®ivAavoiké Findata, Tov yepuaviké Forschungsdatenzentren,
Kal GAAOUG.

* [MpwToBOUAIEC EUPWTTATKWY QOPEWV UE BACN TIC CUYKEKPIUEVEC APUOOIOTNTEC TOUC,

11.X. DARWIN EU yia Tov EupwTtraikd Opyaviopo apudkwyv (EMA), TESSy yia 10
EupwTraikdé Kévrpo MNMpdAnwng kal EAEyxou Noonuatwyv (ECDC).

Ap X. Kapavikag — eHealth



EHDS2: Acutepoyevn xpnon oto EHDS

H vopoBeTIKA TTpdTac Ba TTIKEVTPWOEI 0€ DIAPOPOUC TOUEIC:

EtrékTaon Tng uttdpxoucag uttodour S ota KpdTtn uEAN (Health Data Authorisation
Bodies).

Eicaywyn piag eviaiag Eupwtraikig utrodoung.
MpowBnon TNS JIAAEITOUPYIKOTNTAC KAl TNG TTOIOTNTASG TwV OEOOUEVWV.
Evioxuon Tn¢ vopikAc BAoNC yia TAv eTTavayxpnoipoTroinon 0€00UEVWY UYEIg

Data Governance Act-EHDS

DGA: EHDS:

minimum rules for access to data applicable to all sectors Health specific

a single information point

data permit authority/support function

body with support function
sectoral bodies for interoperability
national authority for providers of data sharing services

) __ sectoral bodies on data altruism/data permit authorities
data altruism organisations

EU level body on secondary use of health data

European Data Innovation Board
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EHDS2: Access to data for research and policy making
(secondary use of health data)

Anpoupyia diktuou kKOpBwV w¢ onpeia etoodou oto EHDS.

Ot kOopPot pumopouv va eival EBvikol Qopeic E€éouolodotnong Asdopevwy (National Data
Authorisation Bodies) n Eupwmnaikol Opyaviopot (EMA, ECDC, Epeuvntikéc YITOSOUEC).

YTdpxouv Kovoveg mou SLEmouv tnv npocfacn os Sedopéva vyeiag (SLadettovpylkotnra,
nolotnta dedopevwy, LOLWTIKOTNTA, aohAAELQ).

EHDS2 . EHDS2 NODEs are the entry point for
Nf{fje stakeholders into the EHDS
, \ EHDS2 NODEs can be established by National or
EHDS2 |eoooooooem- A ‘oo EHDS2 Trans-national stakeholders
Node Node

EHDS2 NODEs follow common policies and
interoperability specifications

N Emps2 L] EHDS2 | DATA Holders make health data available for
Node Node research and policy making

DATA Consumers use data for research or policy

making
DATA DATA
older Consumers

m European
Commission
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Pilot architecture - 2021

Anuioupyouvtal TTapadeiypata o€ €0vikd etitredo otn PivAavdia, Tn Aavia, Tn FaAlia

kal TN NopBnyia.

i EHDS nodes
' DARWIN g i B
i Third-party EMA
' coordination = ——— k3 i
: centre ! node |t
' TESSY i i P
| | ECDC ;
| ! node el

"~ EHDS Supporting -

Services

| DK

_4-=~"|  node

m European
Commission

Ap X. Kapavikog — eHealth



> UYKEKPIMEVA napadeiypaTa yia To Nwc 6a AEITOUpYEI
o EHDS

MNapadeiypa 1: Mia yuvaika nou (el oTtnv MNopToyaAia nnyaivel yia diakonecg otn FaAAia.
AuoTuxwg, oTn dIdpKela TwV dIAKONWY TNG ApPWATAIVEl KAl, ENOPEVWG, XPelaleTal va del
gvav naboAoyo otn FaAAia. Xapn otov eupwnaiko Xwpo OedONEVWY YIA TNV UYEIa Kal
HEOW TNC WYn@laknc unodopnc MyHealth@EU, o yiatpog otn FaAAia 6a ynopéoel va S«
OTOV UMNOAOYIOTH TOU TO 1ATPIKO 10TOPIKO AUTNG TNG agBevoug oTa yaAAika. 'ETol Ba
MMOPECEl VA oUVTAYOYPAPNOEl TO dNdpaiTNTO PApUAKo PE BAON TO 1ATPIKO 10TOPIKO TNG
aoBevouc, ano@euyovTagc, yia napadsiypya, npoiovra ota onoia €ival aAAEpYIKN.

Mapadeiypa 2: Mid €TdIpEia 1IATPOTEXVOAOYIAC avanTUOooEl £va VEO £pydAgio unooTnpiénc
IATPIKWV YVWUATEUOEWV Nou BacileTal oTNV TEXVNTH vonuoaouvn, To onoio Bondd Toug
yiaTtpoug va AaupBavouv ano@aceig yia d1ayvwoelg kal Bepaneieq UOTEPA and avaokonnon
TWV EPYACTNPIAKWY AMNEIKOVIOEWV TOU doBevoug. H TexvnTA vonuoouvn GUYKPIVEI TIG
IATPIKEC AMNEIKOVIOEIC TOU agOevoUG PE TIC ANEIKOVIOEIG MOAAWY AAAWV NPONYOUHEVWY
aoBevwv. MEow Tou eupwnaikoU Xwpou dedOPEVWY YIA TNV UYEId, n €Taipeid Ba Ynopei
va €XEl ANOTEAEOUATIKA KAl do@aAn npdoBaon o Yeyalo apiBuod 1aTpIKWV ANEIKOVIOEWY
wOoTE va oxedIdoel TOV dAyOpIBUo TNG TEXVNTNG VONUOOUVNG BEATIOTONOIWVTAG TNV
akpiBela KAl TNV anoTeAEOUATIKOTNTA TOU, NpoTou {NTAOEI EYKPION EUNOPIAc.
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(EHDS1) X-eHealth: Exchanging EHR in a Common
Framework

v/ X-eHealth
A

BE e
Framework for Cross-border Exchange of EHR

C(2019) 800 final

COMMISSION RECOMMENDATION (11) Baseline for a European electronic health record exchange format

of 6.2.2019

on a European Electronic Health Record exchange format

(Text with EEA relevance)

(a) Patient Summary (including rare diseases)
(b) ePrescription/eDispensation

(c) Laboratory requests and results

(d) Medical imaging and imaging reports

(e) Hospital discharge reports

These health information domains have been prioritised in alignment with the eHealth

Support Members States in their efforts

to build interoperable electronic health Network established priorities, on the basis of current work under the eHealth Digital
records, ensuring adequate protection Services Infrastructure and clinical relevance for cross-border healthcare.

and security of health data
2019 Feb 06

Proposes an EHRxF —i.e. a common
set of technical specifications to be
used across the EU for different kinds of
health data that do or will form part of
the EHR
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X-eHealth | Methodology

« Use case

— process flow, process steps
— exchange of information

» Logical specification
— breakdown of the information into reusable
information building blocks

— understandable by end users
— stable basis for technical specification

» Technical specification

— based on the logical information model

—  future proof - new versions of standards can
be implemented from the logical model

— Includes implementation specification

N

X-eHealth

Security, Privacy, Governance

Standards and Profiles, Certification

A\

Business need

s \V N
Use case

) U
Logical specification

) v
Technical specification

) v
Implementation

) v
Testing and qualification

) V
Deployment and use

\/

Evaluation, change proposals
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Wnolakn vyeia (TnAE-uyeia kalr m-uyeia)

*  O1 KUpIEC TTPOKAROEIC OXETICOVTAI E TNV UIOBETNOTN, TNV AVATITUEN KAl TAV EVOWUATWON
TNG WYNPIaKNG TEXVoAoyiag uyeia (101aiTepa o€ dIAOUVOPIAKESC PUBUITEIC).

Data privacy and

Rembursement | | Interoperabilty | | Labellinglcertfication il

*  2ZNMAVTIKA oTOIXEiQ:

Etrékraon tng utrapxoucag dIa0UVOPIOKNG UTTOOOUNG YIa aVTOAAQYEC OEQOUEVWIV
uyeioc My@HealthEU.

O £€0pBOAOYICUOC TV AEIOANOYACEWY Kal N KABOdryNon OXETIKA PE TO KPITAPIA
agloAdynong (1T.x. atrodEIKTIKA OToIXEIa, OIAAEITOUPYIKOTNTA).

Evioxuon Tou eAéyxou kal TS TTPOGBAcnS TTOMTWY Kal aoOeVWV 0Ta SIKA TOUC
dedopéva uyeiag.
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