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%) Health data rights: EHDS, format, and xShare

FA year of xShare: paving the way for the format and the EHDS
Helicopter view of our achievements

Plans for the year ahead

%) Health data rights in the EHDS and the “yellow button”:

Trust and Flow
FAIRness and Quality
Digital Services and Literacy

%) An xShare button showcase from 6 EU states, regions, and hospitals
An emerging policy proposal to include QR code in medical documents
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® EHR =

Rights of natural persons in primary use

Access health data

> European Electronic
health record exchange

Download a copy of data

View who accessed their data

Health Data
Access Service
(Portal or app)

Registration
of data

>

Set access restrictions
< Provide a copy

Opt-out from data sharing of data
‘(where enabled by MS)

W

Another portal
or app

>

Insert information into EHR
<

Appoint an authorised
person to access data

Natural person

<

Access to data

-

Request rectification
-<

N

Access by treating health professionals J
through the health professional access

Ref: Fluvia Raffaeli, EC
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EHDS, the format, and xShare
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Vision Mission Goals Priorities

Our xShare Vision: Everyone can share their health data in EEHRXF (the
format) with a click-of-a-button in the European Health Data Space
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EHDS, the format, and xShare

Vision Mission Goals Priorities

xShare Mission: To experiment with evolving format specifications and
identify future priority data categories, collaboratively preparing the digital

health community for accelerated EHDS adoption.
N I
—

Funded by
the European Union

Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do
not necessarily reflect those of the European Union or European Health and Digital Executive Agency
(HADEA). Neither the European Union nor the granting authority can be held responsible for them.




T
g>XpanDH (B EHR (%/Share g o
s @ [ EHR Xchange Format ommission

nasd Ecosys

EHDS, the format, and xShare

Vision Mission Goals Priorities

% The Button and API (the yellow button):
featured in apps and websites

% The HUB (the standards and policy HUB): = . Rl A ©21  industry driven
brings global standards with industry and e N, %\3 ®
government to steward specifications and  |He ¢IEEE cdisc oty

STANDARDS & POLICY L&) Med'{l’s\s:“rlgl\iogsrg?g

accelerate adoption HUB X

The Label (the industry label): demonstrates

the commitment and capability of the industry & GDHP
tO Implement the format Global Digital Health Partnership
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EHDS, the format, and xShare

Vision Mission Goals Priorities

Demonstrate the xShare impact across continuity of care, clinical research, and population health. “@

P\
P\
P\

Start with 9 adoption sites — select 25+ ecosystem partners to accelerate adoption across Europe.

Demonstrate safe, trusted, low-cost sharing of high-quality structured coded health data.
h

Facilitate movement of digital health services across Europe and globally through standards.

/
% Drive Europe’s competitive advantage for R&I in EHDS in the era of Al and big data. STANDARSS s PoLc
% Hub as an accelerator contributing to adoption of global standards with the EEHRXF format. & 00 E@]
(R \%
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A year in the lite of xShare

Minimum data set towards IPS-R
EHRXF in a nutshell and xShare campaign

Industry forum and Regulators forum
European EHRXF website to serve the Hub

Organized 4 X-Bundle retreats,
4" Thessaloniki 21-24 Oct 2024

xShare Button showcase Q% 00 N I
A L
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Morten Bmun-Rasmussen (MEDIQ); Nathan da

Silva Carvalho (DIGITALEUROPE); Nenad

Zivkovié, Argiris Gkogkidis, (GNOMON &3
INFORMATICS SA) Par\agnotls Savva, (NEHA);

&

X-Bundle Retreat for the xShare Button, 2
Thesaloniki 21-24 October, 2024 @_SQare

X-Bundle for the xShare Button review
Collaborative work with xt-EHR, XpanDH
xShare Button |G development with HL7 FHIR

o HL7 FHIR v1.0.0 as working version for IPS

o SmartHealthLinks or Qrcode (paper+)
Working with the xShare Button

o European Infrastructures: e.g. myHealth@EU

o Hospitals, Regions, Countries infrastructures

o  Consumer apps (Andaman?)
Review toolbox for xShare Button

o Need for CDA2FHIR convertion, recommend

interoperability in the source

o  Synthetic data and visualization https://vi7eti.net

o 200 synthetic lab reports: https://vi7eti.net/?focus=eulab
Preparing future retreats for IPS+R and Care Plans
xShare, XpanDH, xt-EHR, Potential
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Status of EEHRxF (format) specifications DSha re

HL7 FHIR IGs overview

Global
Standard

European
Standard

European
Specialized

European
X-border
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Towards xShare Button X-Bundle @Share
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[xshare X-Bundles Registry <’ XpanDH

X-BUNDLES ABOUT LEGEND CREDITS

xShare Yellow Button

The xShare button functionality enables the patient to download and share their health data with a click of a button.

Business Specifications - ﬁ" *

Application Specifications ;:

IL . 0

N ATM

i
. 1

Content Specifications

o4 &0 @ BD &

Technical Specifications B

Tools
ane -
IA Supporting material +

Q)

Labeling Specifications S Co-funded by
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xShare Button specs based onHL7 FHIR @Share

@Share

BEHR Xchange Format

X-BUNDLES

X-Bundles Registry

B EHR Xchange Format

< XpanDH

LEGEND CREDITS

Status: draft

Used By QLGNS
[SETT  Show/Hide

g

)

Content specification

xShare Yellow Button - content
xShare Yellow Button: content

Date: 2024-10-30

Laboratory Report
Patient Summary
Digital Imaging Report
Hospital Discharge Report
Medicine Prescription and Dispense

MyHealh@EU Laboratory Report

Version: 0.0.1
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® EHR =

Rights of natural persons in primary use

Access health data

> European Electronic
health record exchange

Download a copy of data

View who accessed their data

Health Data
Access Service
(Portal or app)

Registration
of data

>

Set access restrictions
< Provide a copy

Opt-out from data sharing of data
‘(where enabled by MS)

W

Another portal
or app

>

Insert information into EHR
<

Appoint an authorised
person to access data

Natural person

<

Access to data

-

Request rectification
-<

N

Access by treating health professionals J
through the health professional access

Ref: Fluvia Raffaeli, EC
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xShare Button Showcase

% Yellow Button: the format in action.

% Showcase digital health service focused on natural persons

% Get my data in the format: Data portability - myHealth@EU infrastructure
® Download / upload my data with the format: 3 primary data categories: IPS,HRD, Lab

® Insert / rectify via health profession in televisit
% Access and Receive my IPS data in a safe and trusted way:

® find a clinical trial: Pre-eligibility test for Clinical Trials

® use the IPS to receive tailored ePl on Medicines | take (collaboration Gravitate-Health)
% Access, Receive and Use my health data in transitions of care:

® Translation of my health data (ANS in France)

® Transitions of care using IPS, HDR, LAB in HL7 FHIR and SHL

® in and across border
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xShare Toolbox:
experimenting with

synthetic data and N

open source tools et

(implementation guides) as a base
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Welcome to Visualize HL7 Example and Test Instances (vi7eti)

Realistic synthetic data in the
evolving format

+ @ Electronic Medicinal Product Information (ePl)

CDA to FHIR conversion
Stylesheets and visualization

tools
[m] 345
I

+ B European Laboratory Report

+ %2 International Patient Summary (IPS)

+ |m European Hospital Discharge Letter (HDR)

dr Kai Heitmann, HL7 Europe « LG 0 lice ackgr C
Powered by Synthea Copyright © 2024 The MITRE Corporation « MIT License Copyr
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Fondazione
Monasterio

X S h a re la ricerca che cura

ACCEDI CON COO‘[ FISCALE

Button

Download
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pan-Eurcpean EHRxF-based Ecosystem

c3>XpanDH @@ EHR [ZiShare g@ s

Updating IPS in myhealth@EU 74 Share
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myHealth@EU and teleconsultation E Cj

Meet Yiannis Actors: GNOMON

' L
| had an allergy @ Download IPS ﬁ i

Kostis Kaggelides Kostas Karkaletsis

- i, CEO @3 CTO @@
Remote Visit _ o Y g ;

: @HAIKA
An Athens resident who uses the =

eHealthPass mobile app to manage his

personal health records seamlessly. b NCPeH Alexander Berler Argiris Gkogkidis

infrastructure Director Consulting Project Manager
Services O] (s
NnoImon

CDA 2 FHIR - | |
conversion 5

|
Dr. George ell-bein are Plan Antiopi Panou  George Dafoulas
@ HAIKA @ HAIKA

There is missing information A o £ o £ 228 2 b George: | have it - Co-funded by
i ; the E Uni
in your IPS added: download again SEEEpREERREE
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MyHealth@EU and teleconsultation

Greek adoption site
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Enhancing patient care enabling preeligibility check for clinical trials

Creates Paul’s IPS

Paul’s GP

o4 NATIONAL
eHEALTH
| AUTHORTTY

o 2

Norman Sabbah, COO Gregoire Michel, Product Yoanni Matsakis, CEO

Owner
(rscour (T-sCouT (T-scour
) hansons e y i b LD

Gets IPS

( f Cyprus X o Cyprus

Shares his IPS IS @Share

I EHR Xchange Format

.

Reviews data and

Paul
A

Contacts Paul

Analyzes Paul’s IPS (T—SCOUTW

Displays compatible studies
and recruiting hospitals

With Paul’s consent, Paul’s data is sent to recruiting site



Enhancing patient care enabling preeligibility check for clinical trials

Let’s go for a demo !
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ts al teu espai de salut digital.

A 2B

Vacunes |
Certificat Medicacié
COVID UE

informes
iresultats

Agenda
%
lagnostics  Altres serveis|

4:) Targeta sanitaria digital

P

“’

ndaman@

Dades de salut per
compartir - Blue Button

Descarrega les teves dades de salut codificades

llecting my data: TicSalut Social to Andaman?

B  Scenario:

edication Summary

he
rakoeset for the domain,

Allergies and Other Adverse Reactions
lo known alergies.

mmunizations

Vaccination
o Vaccination date

VAC12 2021-05-10
Disponible

VAC22 2011-08-28
No Disponble

20210510

ible
2020-11-19

o

20211112

ble
2022-12-01

ible
2011-08-28

e
2021-05-10

e
2021-05-10

Disponible
2021-08-14

o
2021-09-06

o
2022-02-07

o

2022-12-01
e

istory of Past lliness

o HL7 FHIR
g'HL7 CDA

™
«2|Share
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o  Access Andaman7 App and Login to "La
Meva Salut"
Download the IPS in CDA Format

o Visualize the IPS within the Andaman?
Patient Record

« Automatic Conversion from CDA to FHIR
* |nclusion of FHIR IPS

Actors : Andaman7

N

~

SEBASTIEN HANNAY TORAM AITRAM

Vincent Keunen Lucie Keunen e
e Softwars Engineer-CTO i
LY N =\ L. =
& Andaman/ & Andamanz)

Actors: Fundacio TIC Salut Social

ALAH8

Carla Carme Sara Alix Shulei
Alvarez Pratdepadua Martinez =~ Gonzalez Huang

ST Co-funded by
UL the European Union




Citizen-centered data collection @Share
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® Demo video outline
o The citizen gathers their health data, in the EEHRxF*, from multiple sources
= Monasterio — Hospitals in Tuscany (Italy)
= La Meva Salut — Health portal for Catalonia (Spain)
= Any other health institution that implemented the Yellow Button
o Data is aggregated in a single record, in Andaman?, the citizen’s mobile PHR
o The citizen enriches the data set
s Wearables / Connected devices
s Medications (OTC, supplements,...) and adherence data
s Problems, symptoms, vital signs,...
o The PHR in the hands of the citizen is the baseline for many use cases
s Care: cross border, national, home setting, tele-care,...
s Research: trials recruitment and participation (DTC, RWE,...)

m Prevention Co-funded by

the European Union
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GoXpanDH (B EHR (X|Share g o

Citizen-centered data collection/aggregation,
powered by the EEHRxF * and the

xShare yellow button

httns'//drive aooale com/file/d/14dH ] HaNGOS hEMck1rg
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Patient Data translation I_Il_' @Share
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= - Actors : Monasterio
fr— Stefano Dalmiani Paolo Marcheschi
s . cTo (]
, /,5 3 Monasterio B Honea
2 = ealing by researc| >
‘ ¥ Andaman/

J Monasterio Actors : Papyrus

healing by research

il L

v

Luc Chiny Wylem Bars
CEO Architect
@2 FYRSTAIN @2 FYRSTAIN

Actors : National Terminology service

: i":"::":

LAl AL TR
- L)
.
'

NS

(.
Thierry Dart Abdelali Boussadi
Interoperability director French national FHIR Terminology
@ AGENCE Service Product manager
AN EESE Py
AN EESE

x °
Scenario ;
K » Monasterio provides a QR code of an italian document Actors : Andaman7

EN SANTE

\ Q& o0 NumMeriouE
AN é /3

» Citizen downloads an image (PDF) of the QR code and stores locally in A7 for further EN
display ﬁ
. @ AGENCE « Citizen shows the picture (from the stored image of the QR code in A7) to ECN SN
' DU NUMERIQUE * Document is read from the QR code in Papyrus Vincent Keunen i Lucie Keunen
[ EN SANTE = o

. ) ) o Terminology server in France translates the document in french . = A =
La transformation commence ici P & Andaman?) &P Andamanz)
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Patient Data translation

Share
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Patient Data exchange in France u
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Y/ |MSSanté Sininle

CENTRE HOSPITALIER
l..--===J-— &Hlﬁ:w?rl“oszguun SAone

.l MedData >

Scenario:

e Chalon shows the patient in their Hospiia platform

¢ Chalon generates the patient IPS (hidden)

e Document is displayed in Chalon‘s Papyrus Application

e Document is downloaded and sent to the patient through MSS santé
* Document is sent to the Mayenne practitioner through MSS santé

e Doctor in Mayenne connects to Healthshare, no patient info

CENTRE ® ) : ; :
I HOSPITALIER InterSystems » Doctor in Mayenne connects to Papyrus in Healthshare, import file
LAVAL Creative datatechnology « Doctor in Mayenne imports the data => it’s visible in Healthshare

@Share

B EHR Xchange Format

Actors : Hopital de Chalon sur Saone

\ > £ W
Stéphane Kirche Frédéric André Luc Chatty Wylem Bars
o cro.,, CE0 Architect
g ST MOPSIIA (@ FYRSTAIN C@ FYRSTAIN
Actors : GHT Mayenne

\ﬁnceni Errera Florence Cureau Erion Dasho

Vice Director Sales Engineer Clinical Advisor
u oL InterSystems InterSystems-
LAVAL Creative dsta technology Creative data technology

Actors : National registry

Thierry Dart Pierre Dubreuil
Interoperability director Mon Espace Santé Project Manager

\ Q@ 25 Nimeriaue
N\

EN SANTE

S Co-funded by
UL the European Union
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Patient Data exchange in one country

Share
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Patient Data hospltal exchange across borders

CENTRE
I HOSPITALIER
LAVAL

m Qg Andaman/)

v

Bf

-/

InterSystems-

Creative data technology

(O)
— O
Scenario : (5]

¢ Charleroi provides the QR code

e Citizen downloads the QR code image into Andaman?7

e Citizen shows the picture to ECN (from his mobile app)
¢ Data is imported in Mayenne through QR code reading

DEMO I I I_l Actors:Hopital de Charleroi

@Share

B EHR Xchange Format

=

- K A
Marie Detralt Luc Chattv Wylem Bars
CMIo " CEO Architect
I :DECHARLEROI \".)/ FYRSTAIN \NJ FYRSTAIN

Actors : Andaman7

Vincent Keunen Lucie Keunen

piia e s
& Andaman?) QQ Andaman?)

Actors : GHT Mayenne

Vincent Errera

Florence Cureau Erion Dasho
Vice Director Sales Engineer Clinical Advisor
! bl SRR l] lnterSystems InterSystems’
LAVAL Ml crestivecatatechnoiogy ¥ Creative datatechnology
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Patient Data exchange crossborder

q K
2|Share
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\@ FYRSTAIN ...

-

Use my IPS to receive tailored
Information on Medicines | take.

4 ) ;
information in
>app:j the Gravitate-
reads Health App
IPS QR
Code
>IFI)DOSrtal nas »Reportin and uses i
. _ it as loaded as
information PDF and profile patient profile
QR Code and its ready
Upload IPS W to be used
\_

/Is
2 |Share
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»>epi summary :
leaflet Product Owner,

> personalization of Gravitate Health

content
to showcase H L7
Gravitate- HEl Europe
health
feat .
CALTES Datawizard

Co-funded by
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| essons learned from the showcase

%) SmartHealthLinks work: a bridge to EUDDI

%OR codes on clinical documents (pdf) giving patients access to
their data in computable form (paper+)

%'Work on merging IPS or Diagn. Results, Disch. Reports.
Provenance in key.

%/Need to invest on Innovating with the format (EEHRXF)
Digital health services that make sense and empower
Trust and Flow of health data under citizen control
FAIRness and Quality to advance clinical research

Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do Funded by

not necessarily reflect those of the European Union or European Health and Digital Executive Agency - the European Union
(HADEA). Neither the European Union nor the granting authority can be held responsible for them.
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Looking forward to xShare year 2

% Establish the EHRXF Standards and Policy Hub as a legal entity
EEHRXF Website launch
Scaleup partnership with xt-EHR, TEHDASZ2, and others
Grow the community of practice and product/service registry

Explore feasibility xShare Industry Label as add on

% Launch the calls for 25+ business actors in the EU ecosystem HUB
adopting EEHRXF

% Release xShare Button |G 1.0 1‘
# Organize xShare retreat on EEHRXF for IPS+R and care plajs M 00 (/0‘\‘:

Launch EEHRXF adoption monitor dashboard and second “yellow
button” campaign

Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do Funded by

not necessarily reflect those of the European Union or European Health and Digital Executive Agency - the European Union
(HADEA). Neither the European Union nor the granting authority can be held responsible for them.
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Expanding Digital Health through o ® EHR ¥change Format CDIT'IIT'IISSII‘}H

pan- Eumpun EHRxF-based Ecosystem

Sh are

B EHR Xchange Format

xShare: Expanding the European EHRxF to share and
effectively use health data within the EHDS

Project page LinkedIn group
https://www.linkedin.com/ https://www.linkedin.com/groups/
STANDARDS & POLICY company/xshare-project 14353596/
HUB

Project account Interested to be involved?

https://twitter.com/ Contact us!
xShare_project Info@xshare-project.eu

Co-funded by
the European Union
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ﬁj“n'n the commum'ty ?f excellence!

~“IShare
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Are you ready for the Button?

xShare envisions everyone sharing their health data in European
Electronic Health Record Exchange Format (EEHRxF) with a
click-of-a-button — the xShare Yellow Button!

#xShareYellowButton .+, | Co-funded by
“...* | the European Union
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