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Housekeeping

 To help ensure a successful webinar please:
— Use the chat (for comments, questions...)
— Use reactions/emoijis during the presentations
— Raise your hand if you'd like to speak

— If you are invited to speak, please turn on your video
and say who you are

 The webinar will be recorded.

* Link to recording and slides (in pdf) on www.hI7.tv will be
emailed to all registered participants.
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http://www.hl7.tv/

The HL7 Europe Imaging Study FHIR IG

and how to contribute
Agenda

» Welcome, introductions, housekeeping

« The EHDS policy context
Line Andreassen Seele, HL7 Norway

 The EHDS FHIR |G ecosystem
Giorgio Cangioli, HL7 Europe

» HL7 Europe Imaging Study Report FHIR IG
Bas van den Heuvel, Philips

» Our collaborative platforms and how to contribute
Giorgio Cangioli, HL7 Europe

e Discussion and Q&A
* Next steps

HL7 End

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office.
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About me

= Enterprise Architect at the
Norwegian Institute of Public
Health

= Background — Master of
Cybernetics from NTNU

= Representative from Norway at
the eHN Technical subgroup

= Chair HL7 Norway

= Affiliate Director HL7
International

H L; ® Health Level Seven and HL7 are registered trademarks of Health Level Seven

International International, registered with the United States Patent and Trademark Office.
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HL7 EUROPE

= Not just EU

Collaboration of all the
Europe Affiliates

Together we bring HL7 FHIR
into the EHDS

® Health Level Seven and HL7 are registered trademarks of Health Level Seven
International, registered with the United States Patent and Trademark Office.



The Electronic Health Data Space regulation

= EHDS regulation went into
effect on 25 March 2025

= Formal processing in the EEA
can start now after decision in
the EU

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office



EHDS in a nutshell — what is it about?

1. Primary use = use of data for the delivery of healthcare
- Improving patients’ access to their health data;

- Ensuring seamless exchanges for continuity of healthcare.

2. Secondary use = use of data for research and public interest

purposes
- Making data available for research, policy-making etc. in a safe and
secure way.

3. Requirements for electronic health record (EHR) systems
- Creating a single market for electronic health records systems




EHDS — Overall timeline for application

Deadline for certain . -
Entry implementing acts Entry into application
2024 into force | 2026 2028 2030 2032 2034 2036

*

GENERAL APPLICATION

Exchange of 1% group of priority categories

PRIMARY USE
1 patient summary, electronic prescriptions and dispensations
I
| Exchange of 2™ group of priority categories
: medical images, medical tests results and discharge reports
I
i Only sell compliant products 1% group of categories
EHR Systems i Y R ; B ' S ; : . ;

SECONDARY USE : ' Secondary use in general

Selected categories

| ! Genomics, -amics, wellness aiﬁl/canans | i

B T L

Third countries

M v
28 Ejntry Deadline for certain Entry into application
into force implementing acts




Article 13 Registration of electronic health data

1. Member States shall ensure that, where electronic health data are processed for the provision of healthcare,
healthcare providers register the relevant personal electronic health data falling fully or partially under at least
the priority categories of personal electronic health data referred to in Article 14 in an electronic format in an
EHR system.

2. When processing data in an electronic format, healthcare providers shall ensure that the personal electronic
health data of the natural persons under their treatment are updated with information related to the healthcare.

3. Where personal electronic health data are registered in a Member State of treatment that differs from the
Member State of affiliation of the natural person concerned, the Member State of treatment shall ensure that the
registration is performed under the identification data of the natural person in the Member State of
affiliation.

4. By 26 March 2027, the Commission shall, by means of implementing acts, determine data quality
requirements, including in relation to semantics, uniformity, consistency, accuracy and completeness,
for the registration of personal electronic health data in an EHR system as relevant. Those implementing
acts shall be adopted in accordance with the examination procedure referred to in Article 98(2).

When personal electronic health data are registered or updated, the electronic health records shall identify the health
professional and healthcare provider that carried out such registration or update, and the time at which such
registration or update was carried out. Member States may require other aspects of data registration to be recorded.

Minimum: uphold the
rights of natural
persons.

Any suggestion would
need the support of a
majority of Member
States
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Comparison to eHealth Network, subgroups,
current MyHealth@EU governance

eHealth Network eHealth

(adopts guidelines) Stakeholders Group
(an expert group)

eHN Semantic SG eHN Technical IOP SG eHN Coordinated
5 TFs launched as Y TFs launched as Actions
needed needed L EFGS and GDHCN +

eHOMB eHMSEG - eHealth Member State Expert Group
(adopts adopts technical specifications and other MyHealth@EU artefacts
Change

X-Border eHDSI Semantic TF eHDSI Technical WG ePrecriptio Legal WG
cHDSI meetings b Coordination group b Steering WG n Cluster

Ly i L i .
Solution Architecture WG Technical WG Service

& Organisational WG - Development Patient Desk
. . - Semantic WG Summary
Operational Requirements - ad
support tcon WG New use cases WG

Monitoring
Framework TF

MyHealth@EU governance structures Communication TF
(including for the Change Proposal process)

International ‘ ® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office




Comparison to eHealth Network, subgroups,
current MyHealth@EU governance

EHDS Board
eHealth Network NB: covering primary and secondary uses eHealth Stakeholders

(adopts guidelines) Group (an expert
group)

Comitology
Committee

eHN Semantic SG eHN Technical IOP SG eHN Coordinated Stakeholder Forum

EHDS Board Subgroups (to be established by Board, likely
mirroring current subgroups + additional ones for secondary)

Steering Groups for MyHealth@EU
and HealthData@EU

eHOMB eHMSEG — eHealth Member State Expert Group
(adopts Change (adopts technical specifications and other MyHealth@EU artefacts)
Proposals)

Wt Subgroups of Steering Groups

COM ” L Semantic WG Cluster
Op e Reiqunements i KPI and
support tcon WG New use cases WG

Monitoring
Framework TF

MyHealth(@EU governance structures
H L; (including for the Change Proposal process)

International | ® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 4



Actions related to the European electronic health
record exchange format (EEHRXF)

Innovation, . XpanDH :
experimentation JAseHN, eHAction actions

» Development of the * Work on lab results, « Further elaboration of the format * Practical implementation of patient-  « |n-service deployment
MyHealth@EU hospital discharge reports, | * Pilots, verification of implementability mediated workflow for data of the EEHRxF
infrastructure medical imaging » Set-up of the ecosystem portability » Patient access to

» Defined use cases, data * Further development of the health data using
sets, data models exchange format (e.g. care plans, MyHealth@EU
 Implementation guides for telemonitoring) » EEHRXF support centre
CDA and FHIR + EUVAC

Work on the eHealth Network Work by MyHealth@EU . . \ Implementing Decisions under
Formalisation Solution Provider el E e the upcoming EHDS

« Use cases, data sets, principles

* Work on the formalisation of the

 Implementable specifications, egally binding requirements and

« Adopted by Member States in other artefacts format specifications for the European health
the eHN * Implementation in OpenNCP fd » Requirements for the certification of ecord exchange format
MyHealth@EU EHR systems Legally binding requirements for the
« Adopted by Member States in | (recommendations for possible certification of EHR systems
eHMSEG uture implementing acts under

Infrastructure, MyHealth@EU current and future _
deployment

Patient Summary and Original Clinical Documents Lab results, hospital Further data categories

ePrescriptions/

discharge reports, medical

imaging

‘ eDispensations



Xt-EHR already referencing HL7 FHIR "all over”

HL7 Europe Medication Prescription and Dispense
0.1.0 - ci-build 150

HL7

W Europe

Home Introdu Functional Imp R51G

Table of Contents  Home bR | |

HL? Europe Medlcaﬂon Prescnpllon and Dispense, pub"shed by HL7 Europe. Th«s gulde is nnt an auth
| build for version 0.1.0 built by the FHIR (HL?® FHIR® Standard) CI Build. This version|is basad on tha :urrent content of
https://github.; com/hl? eu/mpd/” and changts regulany See the Dlrectory of published vedsmnsl | \ |

Home

YAHL7 FHIR

zad publlcallon lt is the contmuous

[ official urL: fittp://h17.eu/fhir/mpd/Inplementatio ; et

| Draft as of 2025-05-19

| Copyright/Legal: Used by permission of HL7 & Creative Commons License

Scope 1 scopel || ‘ ‘
The scope of this ion guide is Prescription and Dispense in the il P‘""”“ I
I |
European Context. It is coherent with the European eHN Guidelines(Z and preparatory EHDS bl Bacquound I
work. i
This i ion guide is to be a flexible basis for national spec as well as cr services,

Additional information can be found in the Scope and Content section,

i 2 Purpose

The goal of this Implementation Guide is to define the European standard for Medication Prescriptions and Dispense data to facilitate the

HL7 ‘ AR | | 1.3 i

International

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office

HL7 Europe

IHE Pharmacy

Xt-EHR

XpanDH A
xShare :
EUVAC

HL7 Pharmacy

EHR vendors and community




HL7 —_

International ® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 7



The HL7 Europe Imaging Study FHIR IG

and how to contribute
Agenda

» Welcome, introductions, housekeeping

« The EHDS policy context
Line Andreassen Seele, HL7 Norway

« The EHDS FHIR IG ecosystem
Giorgio Cangioli, HL7 Europe

» HL7 Europe Imaging Study Report FHIR IG
Bas van den Heuvel, Philips

» Our collaborative platforms and how to contribute
Giorgio Cangioli, HL7 Europe

e Discussion and Q&A
* Next steps

HL7 End

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office.
I Europe



The focus: priority categories for primary use

(art. 14)
EUROPEAN +
ELECTRONIC
HEALTH RECORD
EXCHANGE FORMAT

Member States may provide by virtue of
national law that additional categories of
personal

The Commission is empowered to adopt
delegated acts <...> by adding, modifying or
removing the main characteristics of the
priority categories

HL7

I Europe

Medical test results, including
laboratory and other diagnostic
results and related reports
% Discharge report
|& Patient summary

&+ Medical imaging studies and
related imaging reports;

— ePrescription/
N ( eDispensation

19



| Several actors engaged

q{:BXpanDH

T ‘
2
@éﬂge[mem xShare «

HL7

I Europe

o

x K4
* g l I
) ¢ E R
* * » I

*x ¥ @ﬂé“:'.;_:lij::EE(:E‘:

Innovation & Formalization
Experimentation (proposal)

| ® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office.

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

Implementing Acts

20
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| HL7 (Europe): Consume with Confidence

Open, transparent, and consensus-
driven processes

Continuously maintained and evolved
by a global and European community
of experts

A neutral platform supporting national
and regional health programs

Broad and active stakeholder
engagement across sectors

Fueled by multi-stakeholder
communities turning standards into
practice



| The proposed solution

The EHDS FHIR IG ecosystem @%

used by

&

4

= @ - -0 = &
@ Z . N
HL7 i | Collaborative Development in Motion
Standard --

m
National Guides + The result of a highly

a xi: participatory, multl-slakeholder

& g the EL
health ecosystem

pean

HL7

8 Europe
= Laboratory Report: 113 distinct participants from

e 22 countries (induding USA) and EC Solution
Providers [average ~30 attendees]
- H H - MPD: 114 distinct participants from 26 countries
exiplIil (including USA) and EC Solution Providers (average
~30 attendees]
+ HDR/EPS/Common: 160 distinct participants from

@ EHR
24 countries (including Sri Lanka, United Arab
Emirates, Saudi Arabia and USA) and EC Solution

noucr ' s - h - ; é
Providers [average ~35 attendees] . L Share
-—| Participati =
articipation
HL7

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office.
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The EHDS FHIR IG ecosystem ““"Q@

s “AHLTFHIR
R4/R5 Eﬁé‘h}ﬁé‘é FoRMAT

used by

w7 ‘ RAIR5

HL7  ween i “AHL7 FHIR

used by used by

HL7 e s b s AHLTFHIR

“AHLTFHIR

Hospital ePrescription
Discharge eDispensation
Report
you R4 R5/(R4)
EE ) . «
H L7 Patient Summary Laboratory Medical Imaging —

Results and reports
I Europe



| EU extensions

'.-!LJ T e e LAHL7 FHIR

https://hl7.eu/fhir/extensions

) HL7 FHIR R5

\_

—
Ballot
June 15t — June 30th 2025

Release-specific NPM Package and Definitions

* R4 NPM Package &
+ R5 NPM Package &

Examples

) HL7 FHIR' R4

) HL7 FHIR' RS

HL7

I Europe




| EU Base and Core

Ballot
June 15t — June 30th 2025

HL7 W2 g o Gy LAHL7 FHIR

Table of Contents  Home

HL7FHIR R4 https://hl7.eu/fhir/base/

This page is part of the HL7 Europe Base and Core (v0.1,0-ballot: Release Ballot 1) based on FHIR (HL7® FHIR® Standsrd) R4 (7. This is the current published
wersion. For a full list of available versions, see the Directory of publishied versions<

Home
Official URL: NERpL/ /17, 60/ éhir ase InplementationGutse/ L7 énir. ea. baze Versicn: 8.1.8-sallot
Draft as of 2025-05-05 Computebie Nome: HITEuEasaTg,

Copyright/Legal: Used by permission of HL? Europe, all rights reserved Creative Commens Licanse

Scops « Scope.

This guide collects various types of artefacts (e.q., base and core profiles) designed for use in the Eurcpean context [ * FNrodustion

and intended for reuse by HL7 Europe or derived guides. * Guide Pubiication

Introduction

@ uL7rHiR rRs  https://hl7.eulfhir/base-r5

This wersien of the guide includes European base and core profiles, as well as other artefacts, such as profiles describing the European Health Insurance Card, which
are candidates for reuse by HL7 Europe or HL? EU-derived guides.

Definitions:

HL7 ES)

I Europe



| Laboratory Report

https://build.fhir.org/ig/HL7/uv-lab-rep-ig/

https://hl7.eu/fhir/laboratory/
https://build.fhir.org/ig/hl7-eu/laboratory/

https://fhir.ehdsi.eu/laboratory/
https://build-fhir.ehdsi.eu/laboratory/

) HL7 FHIR R4

Zi

Laboratory
Results

31


https://fhir.ehdsi.eu/laboratory/
https://hl7.eu/fhir/laboratory/

Medication Prescription &
Dispense

0 HL7FHIR R5

) HL7FHIR R5

W virriir Ra

Ballot
June 15 — August 31st 2025

https://profiles.ihe.net/PHARM/MPD/

https://hl7.eu/fhir/mpd

https://hl7.eu/fhir/mpd-r5

@

ePrescription
eDispensation

32




|Hospital Discharge Report

HL7 7 arop tospt) Dscarse evor LAHL7 FHIR

= Europe

Table of Contents  Home

HL7 Europe Hospital Discharge Report - Local Development bulld (v0.0.1-cl) built by the FHIR (HL7® FHIR® Standard) Bulld Tools. See the Directory of published

wersions £
Home
Official URL: Wetp://h17.au/fhir/hdr/InplanentationGuide/h17. fhir.eu. hdr Version: @.e.1-ci
Draft as of 2024-09-26 Computable Name: H17EuHospitalDischargeReportly

Copyright/Legal: Used by permission of HL7 Europe, all rights reserved Creative Commons License

STU Note + Scope
Obligations have been added to this version of the guide only as Informative material to collect feedback about * Purpose
their usage

+ Background

« Design choices

« Dependencies

+ Cross Version Analysis

For more details about obligations please refer to the Obligations page

Scope

Hospital
Discharge
Report

HL7

I Europe

Ballot

June 15% — August 31st 2025

https://hl7.eu/fhir/build/hdr

@) HL7 FHIR R4

33




| Patient Summary

HL7 O AHLTFHIR

https://hi7.org/fhir/uv/ips/
https://build.fhir.org/ig/HL7/fhir-ips

HL?7 e LAHL7 FHIR

https://build.fhir.org/ig/hl7-eu/eps

0 HL7FHIR R4

HL7

I Europe

Jo

Patient Summary

34


https://build.fhir.org/ig/hl7-eu/eps

| Timeline

@ o
=) Summary
& sonm wnrs-sers EEEETITCTENES
N eDispensation
Hospital
S R
= Report

gi Laboratory ° Sep 1-0Oct 13

Results

Medical
T miam " Balot

reports

Apr 25 Jun’25 Aug ’25 Oct '25 Dec ‘25
L] L] L] L] L] [ Y ° ° March
May ‘25 Jul ‘25 Sep ‘25 Nov ‘25 26th ‘27

HL7 | —

I Europe



The HL7 Europe Imaging Study FHIR IG

and how to contribute
Agenda

Welcome, introductions, housekeeping

The EHDS policy context
Line Andreassen Sale, HL7 Norway

The EHDS FHIR |G ecosystem
Giorgio Cangioli, HL7 Europe

» HL7 Europe Imaging Study Report FHIR IG
Bas van den Heuvel, Philips

» Our collaborative platforms and how to contribute
Giorgio Cangioli, HL7 Europe

e Discussion and Q&A
* Next steps

HL7 End

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office.
I Europe
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Who am |I?

e Bas van den Heuvel
« Standardization Architect @ Philips

« Background:
— Active in HL7 since 2017
— Co-chair of HL7-EU imaging

I I 7 ® »
L : © 2024 Health Level Seven ® International. All Rights Reserved. Published under the Creative Commons 3.0 Attribution Unported license 38 /d‘ H I 7 F I_l | R
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HL7 17 Europe Inaging sudy Repor AHLZFHIR|  Joint activity between

Il Europe

Home ~  Actors and Transactions ~ XtEHR model ~  Imaging Manifest  Imay eport  Arifacts +  Design Considerations I H E_e u a n d H L7_e u

Table of Contents  Home

HL7 Europe Imaging Study Report, published by HL7 Europe. This guide is not an autherized publication; it is the continuous build for version 0.1.0-ballot built by T' I' -
the FHIR (HL7® FHIR® Standard) CI Build. This version is based on the current content of https://github.com/hl7-eu/imaging/ and changes regularly. See the Ime Ine Ll
Directory of published versions

Jan - initial version
H . .
o based on eHN guidelines
Official URL: http: //h17.eu/fhir/imaging-r5/InplementationGuide/h17. fhir.eu.inaging-r5 Version: ©.1.8-ballot
Draft as of 2025-05-19 Computable Name: HL7EuImagingStudyReport and | H E_l D R
Copyright/Legal: Used by permission of HL7 Europe, all rights reserved Creative Commons License Feb kiCk_off @ H L7_eu WG M
pr— Feb-May refine during weekly telco’

Purpose

References May tested @ HL7 Connecthaton

Dependencies

STU Note
This is the 0.1.0-ballot version of the specification.

The source of this IG is stored on github (https://github.com/hl7-eu/imaging ).

The content of this implementation guide is discussed HL7 EU calls (HL7-eu imaging on Confluence ).

Cross Version Analysis

This version is based on FHIR RS5. A FHIR R4 version will be derived from this ballot version and is expected to be Global Profiles
published in the near future. May 26 — J u ne 26 _O 1 O-ba”Ot

1P statements

Authors and Contributors

Scope
This implementation guide specifies imaging study data in the European context, as defined in eHN Imaging Studies and Reports and refined by XtEHR Imaging
Logical Model, as a FHIR model. It defines: \J U ne 23_25 - I H E PI Ugathon teStS
s The structure and contents of 2 FHIR imaging studies and reports. J u Iy & Aug ust

» Different options for publishing and searching for such studies and reports.

» Discovery of available mechanisms to access the imaging data. Process bal Iot Com ments

The specification is to be used in a variety of deployment models, which includes the EHDS use cases: exchange data within healthcare organizations, across
nations/regions and cress border information exchange. In all of these use cases it is important that it is compatible with the existing ecosystem.

Current approaches within Europe use different approaches to information exchange: . . .
August — first publication

» Document based exchange, the document is represented as a FHIR Document Bundle.

REST API based access to documents, a Composition and DiagnosticReport for each document including instances of the referred resources

REST API based access to resources, as the previous but the (important) resources are harmonized, meaning that all documents point to the same Patient ,
Organization and other resources.

I I L J, © 2024 Health Level Seven ® International. All Rights Reserved. Published under the Creative Commons 3.0 Attribution Unported license 39 A H I 7 F I—l | R

B8 Eurcpe



H L7 HL7 Europe Imaging Study Report /AA H L7 F H | R

0.1.0-ballot - ci-build 150
Il Europe

Home ~  Actors and Transactions  XtEHR model ~  Imaging Manifest  Imaging Report  Arifacts ~ Design Considerations

Table of Contents Home

HL7 Europe Imaging Study Report, published by HL? Europe. This guide is not an authorized publication; it is the continuous build for version 0.1.0-ballot built by
the FHIR. (HL7@® FHIR® Standard) CI Build. This version is based on the current content of https://github.com/hl7-eufimaging/ and changes regularly. See the
Directory of published versions

Home
Official URL: http://h17.eu/fhir/imaging-r5/InplementationGuide/h17.fhir.eu.imaging-r5 Version: @.1.8-ballot
Draft as of 2025-05-19 Computahle Name: HL7EuImagingStudyReport

Copyright/Legal: Used by permission of HL7 Europe, all rights reserved Creative Commons License

5TU Note = Scope
This is the 0.1.0-ballot version of the specification. « Purpose
The source of this IG is stored on github (https://qgithub.com/hl7-eu/fimaging ). * References

» Dependencies

The content of this implementation guide is discussed HL7 EU calls (HL7-eu imaging on Confluence ).
» Cross Version Analysis

This version is based on FHIR RS. A FHIR R4 version will be derived from this ballot version and is expected to be « Global Profiles

published in the near future.
= IP statements

» Authors and Contributors

Scope

I I 7 ® »
L A © 2024 Health Level Seven ® International. All Rights Reserved. Published under the Creative Commons 3.0 Attribution Unported license 40 /d) H I 7 | | | | | ;

B Europe


https://build.fhir.org/ig/hl7-eu/imaging/index.html

H L7 HL7 Europe Imaging Study Report M‘ ' '
0.1.0-ballot - ci-build 150

I Eurcpe

Home ~  Actors and Transactions  XtEHR model ~  Imaging Manifest  Imaging Report  Arifacts Design Considerations

Table of Contents Home

HL7 Europe Imaging Study Report, published by HL7 Europe. This guide is not an authorized publication; it is the continuous build for version 0.1.0-ballot built by
the FHIR (HL7® FHIR{® Standard) CI Build. This version is based on the current content of https://github.com/hl7-eufimaging/ and changes regularly. See the

Directory of published versions

Home

COfficial URL: http://hl7.eu/fhir/imaging-r5/ImplementationGuide/hl7.fhir.eu.imaging-r5 Version: @.1.0-ballot

Computable Name: HL7EuImagingStudyReport

Draft as of 2025-05-19

Copyright/Legal: Used by permission of HL7 Europe, all rights reserved Creative Commons License

H ? ® ®
L a © 2024 Health Level Seven ® International. All Rights Reserved. Published under the Creative Commons 3.0 Attribution Unported license 41 /d) H I 7 F I_l | R

B Europe



HL7 HL7 Europe Imaging Study Report LAHLZ FHIR

Il Europe

Home ~  Actors and Transactions  XtEHR model ~ Arifacts ~

Imaging Manifest  Imaging Report Design Considerations

Table of Contents

HL? Europe Imaging Study Report, published by HL7 Europe. This guide is not an authorized publication; it is the continuous build for version 0.1.0-ballot built by
the FHIR (HL7® FHIR® Standard) CI Build. This version is based on the current content of https://github.com/hl7-eu/imaging/ ¥ and changes regularly. See the
Directory of published versionsrf

Table of Contents

[[] 0 Table of Contents

E‘IJ 1 Home

ﬂ 1.1 Changes

ﬂ 1.2 Adapting Guidelines for Country use
] 1.3 Contributors

-] 2 Actors and Transactions

BH ) 3 XtEHR

] 3.1 XtEHR Logical Model

L[] 3.2 Mapping to XtEHR Logical Model

CH 4 Deployment profiles
ﬂ 4.1 Imaging Manifest
ﬂ 4.2 Imaging Report
] 5 Design Considerations
] 6 Artifacts
-] &.1 Structural artifacts
E'IJ 7 Artifacts Summary
ﬂ 7.1 Imaging Manifest Reports Provider/Creator
] 7.2 Imaging Study Report Provider/Creator
[17.3 Address model
[ 7.4 alert flag model

: ] 7.5 allergy intolerance model

I I 7 ® »
L : © 2024 Health Level Seven ® International. All Rights Reserved. Published under the Creative Commons 3.0 Attribution Unported license 42 /d) H I 7 | | | | | ;

B Europe


https://build.fhir.org/ig/hl7-eu/imaging/toc.html

HL?7

B Europe

HL7 Europe Imaging Study Report
0.1.0-ballet - ci-build 150

LAHL7FHIR

Imaging Manifest  Imay port Adtifacts

Table of Contents ~ XtEHR ~ Mapping to XtEHR Logical Model

HL? Europe Imaging Study Report, published by HL7 Eurcpe. This guide is not an i ion; it is the conti build fer version 0.1.0-ballot built by
the FHIR (HL7® FHIR® Standard) CI Build. This version is based on the current content of https:, Nguhub com/hl7-eu/imaging/ £ and changes regularly. See the
Directory of published versions 2

Wapping to XtEHR Logical Model

Logical model mapping onto HL7 FHIR
The following FHIR describe the way the logical medel has been mapped onto the FHIR profiles defined in this specification.

Narne

EHDSAddressMap

EHDSAllergy

EHDSAttach

tMap
EHDSCarePlanMap
EHDSConditionMap

EHDSCoverageMap

HL?7

B Europe

ioleranceMap

Title
EHDSAddress Mapping

EHDSAllergylntolerance Mapping
EHDSAmachment Mapping
EHDSCarePlan Mapping
EHDSCandition Mapping

EHDSCoversgs Mapping

Description
Map for EHDSAddress

Map for EHDSAllergyIntalerance
Map for EHDSAmtachment

Map for EHDSCarePlan

Map for EHDSCondition

Map for EHDSCavarsge

© 2024 Health Level Seven ® International. All Rights Reserved. Published under the Creative Commons 3.0 Attribution Unported license
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Imaging workflow

* Imaging is generated by imaging modalities
* The result is a DICOM Imaging Study
* The Imaging Study is stored in a PACS

» The Radiologist reads the Imaging Study from ==
the PACS and writes an Imaging Report. Y

* This is typically stored in the RIS/EHR.

I I L J, | © 2024 Health Level Seven ® International. All Rights Reserved . Published under the Creative Commons 3 .0 Attribution Unported license 44 A H I 7 F I_l | R
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| EHDS and Imaging Documents

* FHIR Imaging Manifest that holds the
information required to access the imaging
data (data from the PACS).

* FHIR Imaging Report that holds the
Imaging Report (data from RIS).

HL7 HL7 Europe Tmaging Study Report LAHL7 FHIR

Il Europe

It ons XtEHR model +  Imaging Manifest  Imaging Report  Artifacts ~  Design Considerations

Table of Contents Deployment profiles Imaging Manifest

HL7 Europe Imaging Study Report, published by HL7 Europe. This guide is not an authorized publication; it is the continuous build for version 0.1.0-ballot built by
the FHIR (HL7® FHIR® Standard) CI Build. This version is based on the current content of https://github.com/hl7-eu/imaging/ £ and changes regularly. See the
Directory of published versionsr
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https://build.fhir.org/ig/hl7-eu/imaging/imaging-manifest.html

Manifest holds data as
Imaging Manifest stored in the PACS

including endpoints.

WADO access to DICOM
Patient and rendered

ImagingStudy i
(Study Instance UID) Images

Bundle

ImOrder

. (accession number) 1D launch viewer on
(serie UID) images

ImProcedure

Instance _
(SOP Class Instance UID mDevice

series

WADO Endpoint

IID Viewer Endpoint

Imaging Manifest - HL7 Europe Imaging Study Report v0.1.0-ballot

I I 7 ® -
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https://build.fhir.org/ig/hl7-eu/imaging/imaging-manifest.html

Imaging Report

Bundle

ImagingStudy

ImDevice

ImComposition ImOrder
* Header

ImDiagnosticReport

ImProcedure ImAdverseEvent

Imaging study

Order ImagingStudy
History
Procedure
Comparison
Findings
Impressions
Recommendation

ImMedication

Adminstration

Rendered composition
Report

ImFinding

ImKeylmage

ImFinding

Patient

Imaging Report - HL7 Europe Imaging Study Report v0.1.0-ballot

® »
I I L 7) | © 2024 Health Level Seven ® International. All Rights Reserved. Published under the Creative Commons 3.0 Attribution Unported license 48 /&A H I 7 | | | | | ;

B Europe

ImImpression



https://build.fhir.org/ig/hl7-eu/imaging/imaging-report.html

| Modelling

HL?7

B Europe

HL7

Il Europe

Home ~  Actors a ransactions

Table of Contents

Deployment profiles

HL7 Furope Imaging Study Report
0.1.0-ballot - ci-build 150

XIEHR model ~

Imaging Report

iderations

LAOHL7 FHIR

Directory of published versions &

HL7 Europe Imaging Study Report, published by HL? Europe. This guide is not an authorized publication; it is the continuous build for version 0.1.0-ballot built by
the FHIR (HL7® FHIR® Standard) CI Build. This version is based on the current content of https://github.com/hl7-eu/imaging/ and changes regularly. See the

Imaging Report

Report Profiles

These define obligations on FHIR resources for systems conforming to this implementation guide.

The imaging specific obligations are specified in:

Name

Report_ImReport

Report_ImAdverseEvent

Report_ImComposition

Report_ImDiagnosticReport

Report_ImFinding

Report_ImGestationalAgeObservation

Report_ImImagingStudy

Report_ImOrder

Report_ImPatient

Report_ImProcedure

Report_ImRadiationDoseObservation

Title
Report obligations for ImReport

Report obligations for ImAdverseEvent

Report obligations for ImComposition

Report obligations for ImDiagnosticReport

Report obligations for ImFinding

Report obligations for ImGestationalageObservation
Report obligations for ImImagingStudy

Report obligations for ImOrder

Report obligations for ImPatient

Report obligations for ImProcedure

Report obligations for ImRadiationDose0Observation

Description

Report obligations for ImReport

Report obligations for ImAdverseEvent

Report obligations for ImComposition

Report obligations for ImDiagnosticReport

Report obligations for ImFinding

Report obligations for ImGestationalAgeObservation

Report obligations for ImImagingStudy

Report obligations for ImOrder
Report obligations for ImPatient

Report obligations for ImProcedure

Report obligations for ImRadiationDoseObservation

Report_ImReportDocumentReference Report Obligations for ImReportlheMhdDocumentReference Report Obligations for ImReportlheMhdDocumentReference

© 2024 Health Level Seven ® International. All Rights Reserved. Published under the Creative Commons 3.0 Attribution Unported license
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HL7

Bl Furope

Home ~  Actors and Transacti

Table of Contents  Artifacts Summary

HL7 Europe Imaging Study Report Q (&A H L7 F H | R

0.1.0-ballot - ci-build 150

ns  XtEHR model ~  Imaging Manifest

Imaging Report A

Report obligations for ImComposition

HL7 Europe Imaging Study Report, published by HL7 Europe. This guide is not an authorized publication; it is the continuous build for version 0.1.0-ballot built by
the FHIR (HL7® FHIR® Standard) CI Build. This version is based on the current content of https://github.com/hl7-eufimaging/¥ and changes regularly. See the

Directory of published versions

Content Detailed Descriptions Mappings XML JSON TTL

Resource Profile: Report abligations for ImComposition

Official URL: http://h17.eu/fhir/imaging-r5/StructureDefinition/Report-InComposition Version: @.1.0-ballot

Draft as of 2025-05-19

Computable Name: Report_ImComposition

Copyright/Legal: Used by permission of HL7 Europe, all rights reserved Creative Commons License

Report obligations for ImComp:

osition

For report creators, this page provides guidance on how to populate the narrative of each section, which is encoded in the Composition.section.text element of each section slice of this profile.

The table below suggests the data points that SHOULD be included, and the source of those data. Those data points can be in a first order resource, referenced directly from the Composition (e.g.

ImOrder), or they can live in a second,third order resource (e.g. Medication). For the later, a second query or a FHIR path (resclve) expression is required to fetch them.

NOTE: Structural concerns and rationale on the ImComposition profile can be found in the ImCompaosition, which is the parent type of this Report-ImComposition profile.

Elements to include in sections narratives

Imaging Study

The following table lists the elements that should be included in the narrative of the Imaging Study section.

First order resource
EuDevice
ImImagingStudy
ImImagingStudy

Element
type
series.specimen

series.modality

Referenced resource Logical model resource.field

EuSpecimen

EHDSDevice.type
EHDSImagingReportBody.specimen
EHDSImagingReportBody.examinationReport.modality

ImImagingStudy series.bodySite EuBodyStructure EHDSImagingReportBody.examinationReport.bodyPart.bodyLocation
ImImagingStudy series.bodySite EuBodyStructure EHDSImagingReportBody.examinationReport. bodyPart.laterality
EuBodyStructure includedStructure.laterality EHDSImagingReportBody.examinationReport.bodyPart.|aterality
I I L 7} © 2024 Health Level Seven ® International. All Rights Reserved. Published under the Creative Commons 3.0 Attribution Unported license 50
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The HL7 Europe Imaging Study FHIR IG

and how to contribute
Agenda

» Welcome, introductions, housekeeping

« The EHDS policy context
Line Andreassen Seele, HL7 Norway

« The EHDS FHIR IG ecosystem
Giorgio Cangioli, HL7 Europe

» HL7 Europe Imaging Study Report FHIR IG
Bas van den Heuvel, Philips

» Our collaborative platforms and how to contribute
Giorgio Cangioli, HL7 Europe

e Discussion and Q&A
* Next steps

HL7 | End

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office.
I Europe
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| How to be engaged ...

r [ ] [ ] [ ) ; [ )
STAYING TUNED PROVIDING YOUR ATTENDING THE JOINING THE
(WEBINARS, FEEDBACK (BALLOT, HANDS-ON EVENTS MEETINGS

TUTORIALS) JIRA) (HL7 FHIR
CONNECTATHON)

I I L; ® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office.
B Europe



| Two distinct formal processes

Balloting D Limited in Time
the formal process that HL7 uses to
review and vote on specifications prior
o Only HL7
to publication voting n
members

Specification Feedback
the official mechanism for providing feedback
Anyone n about any HL7 specification

IIL; @® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office 54
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Ballot (formal vote)

Balloting D Limited in Time
the formal process that HL7 uses to

review and vote on specifications prior
Only HL7 n

to publication voting
members

H One vote per European Affiliate !

¢~ Contact your HL7 Affiliate if you want to impact on your national vote !

55
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| Ballot (comments)

Specification Feedback
the official mechanism for providing feedback about any HL7 specification

Any Time . .
Your review and feedback matter most during
.. during ballot

is better ! the ballot !

n

Provide input during the ballot period to:
...influence the content before first publication
...support your affiliate in shaping their vote

o ® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office.

B Europe

56



| | [ | | |
| Specification Feedback
€ Jira Software Dashboards ¥ Projects ¥ Issues ¥ Boards ¥ Plans |+  Create I

An y TI m e Create |ssue €3 Configure Fields

Al fiedds marked with an asterisk (*) are required

Project’ & FHIR Specification Feedback (.. ¥

ssue Type* B Change Request v ®

Default” Advanced

Anyone [ ——

A request for a change that is more than a simple Technical Correction to one of HLT's specifications.

(registered user) N 1T

project]

Related URL

https://jira.hl7.org/

https:/Iconfluence.hl7.org/display/HL7/
Specificationt+Feedback#SpecificationFeedback-submitting

I I L ;y | ® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 57
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| Specification Feedback

OJirO Software Dashboards ¥ Projects ¥ Issues ¥ Boards ¥ Plans/ ¥ Create

Required fields are marked with an asterisk *

Create Issue O Configure Fields Project*

A FHIR Specification Feedback (... ‘

Al fields marked with an asterisk (*) are required

ssve ype: | 5 SRR ‘o

Technical Correction

Project® A FHIR Specification Feedback .. ¥

Issue Type' [ Change Request -
Default* Advanced [ Question
Default”  Advanced 2 comment
©  Submitting a Change Request © Ssubmitting a Change Request

A request for a change that is more than a simple Technical Correction to one of HLT's specifications.

Specification” [ EU Laboratory Report (FHIR) x| v]

3ll specy L {Fiters to

) Specification® [ £yl v

Raised in Version  Type to

B o B US Pharmaceutical Quality/Chemistry, Manufacturing and Controls (PQ-CMC) (FHIR)
Summary*
EU Laboratory Report (FHIR)
feloted URL Raised in Version .
T URL ofth page fr st ytthespecii nchr of th section) the camment eltes 12 EU Extensions (FHIR)
| EU Base and Core (R4) (FHIR)
(O Create anather m Cancel
Summary® EU Base and Core (R5) (FHIR)
EU Extensions (R5) [deprecated] (FHIR)
Related URL
EU Imaging Study Report (FHIR)
EV Hospital Discharge Report (FHIR)
Related Artifact(s) EU Medication Prescription and Dispense (R4) (FHIR)
EU Medication Prescription and Dispense (R5) (FHIR)
I I L; ® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office.
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e

ELECTRONIC
HEALTH RE!

. MAHLZFHIR
| HL7 FHIR IGs overview WQ@

BASE

Base and
Core +
extensions

Ballot

CORD
EXCHANGE FORMAT

Ballot (Votes and Comments)  June 1st— June 30" 2025

Laboratory
Results

STU

Specification Feedback Any Time

Medical
Imaging and
reports

Ballot

Ballot (Votes and Comments)  June 1st— June 30t 2025

Hospital
Discharge
Report

Ballot

Ballot (Votes and Comments) June 15th — August 31st 2025

ePrescription
eDispensation

Ballot

Ballot (Votes and Comments) June 15th — August 31st 2025

Patient
Summary

wiP

HL7

I Europe

— |t
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| Xt-EHR Targeted Stakeholders' consultation

« Xt-EHR deliverable (D) 6.2 “Electronic prescription and electronic
dispensation: Implementation guides on EEHRXxF, functional and technical
requirements and specifications for EHR systems”

Xt-EHR Logical
Models

D6.2 as PDF

+ When: June 15t — Sept 15 ¢
 How to be engaged ? @ EHR
— https://www.xt-ehr.eu/stakeholders-engagement/ ’

* Not selected ? Submit your comments via HL7 Europe.

HL7 —

Bl Europe



The HL7 Europe Imaging Study FHIR IG

and how to contribute
Agenda

» Welcome, introductions, housekeeping

« The EHDS policy context
Line Andreassen Seele, HL7 Norway

« The EHDS FHIR IG ecosystem
Giorgio Cangioli, HL7 Europe

« HL7 Europe Imaging Study Report FHIR |G
Bas van den Heuvel, Philips

» Our collaborative platforms and how to contribute
Giorgio Cangioli, HL7 Europe

| e Discussion and Q&A |
* Next steps

HL7 | End -

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 61
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Next steps

* Webinar recording and slides to be posted on www.hl7.tv
* Find us at Plugathon Vienna, 23 to 27 June 2025: link

* Get involved:
— HLY Europe: Go to https://hl7europe.eu/get-engaged/

— XT-EHR: Go to https://www.xt-ehr.eu/stakeholders-engagement/

 And last not least:
— Follow HL7 Europe on LinkedIn

— Subscribe to HL7 Europe news and updates



http://www.hl7.tv/
https://connectathon.ihe-europe.net/ihe-plugathon-2025
https://hl7europe.eu/get-engaged/
https://www.xt-ehr.eu/stakeholders-engagement/
https://www.linkedin.com/company/96624438/
http://eepurl.com/iQyyE6
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