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The HL7 Europe Imaging Study FHIR IG 

and how to contribute
Introductions 

• Presenters:

– Line Andreassen Sæle, HL7 Norway

– Giorgio Cangioli, HL7 Europe

– Bas van den Heuvel, Philips

• Facilitator: Michael Strübin, HL7 Europe
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Housekeeping

• To help ensure a successful webinar please:

– Use the chat (for comments, questions…)

– Use reactions/emojis 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.hl7.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 Sæle, 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

• Discussion and Q&A

• Next steps

                                                End
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The role of HL7 Europe and HL7 FHIR 

in the EHDS

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

The EHDS policy context 

Line A. Saele, HL7 Norway



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

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



HL7 EUROPE

▪ Not just EU

▪ Collaboration of all the 

Europe Affiliates

▪ Together we bring HL7 FHIR 

into the EHDS

8
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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

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

11 Feb 2025: Signing ceremony for EHDS regulation in Brussels



EHDS in a nutshell – what is it about?

1
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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
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Comparison to eHealth Network, subgroups, 
current MyHealth@EU governance

1
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MyHealth@EU governance structures
(including for the Change Proposal process)

eHealth Network 
(adopts guidelines)

eHN Semantic SG
 TFs launched as 

needed

eHN Technical IOP SG
 TFs launched as 

needed

eHMSEG – eHealth Member State Expert Group
(adopts technical specifications and other MyHealth@EU artefacts)

eHDSI Semantic TF
 Coordination group
 Architecture WG
 Organisational WG
 Semantic WG

eHDSI Technical WG
 Steering WG
 Technical WG
 Development 

team

eHN Coordinated 
Actions
 EFGS and GDHCN + 

other topics as 
needed

eHOMB
(adopts 
Change 
Proposals) ePrecriptio

n Cluster

Patient 
Summary 
Cluster

New use cases WG

eHDSI 
Solution 
Provider

X-Border 
meetings

Legal WG

eHealth 
Stakeholders Group 
(an expert group)

Communication TF

KPI and 
Monitoring 
Framework TF

Service 
Desk 
CommunityRequirements 

WG
Operational 
support tcon



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

1
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Joint action Xt-EHR

Further 

actions

MyHealth@EU current and future services

XpanDH

Patient Summary and 

ePrescriptions/ 

eDispensations

• Use cases, data sets, principles

• Adopted by Member States in 

the eHN

• Development of the 

MyHealth@EU 

infrastructure

epSOS, EXPAND, 

JAseHN, eHAction
X-eHealth

Original Clinical Documents Lab results, hospital 

discharge reports, medical 

imaging

• Work on lab results, 

hospital discharge reports, 

medical imaging

• Defined use cases, data 

sets, data models

• Implementation guides for 

CDA and FHIR

• Further elaboration of the format

• Pilots, verification of implementability

• Set-up of the ecosystem

• Work on the formalisation of the 

format 

• Requirements for the certification of 

EHR systems

(recommendations for possible 

future implementing acts under 

EHDS)

• Practical implementation of patient-

mediated workflow for data 

portability

• Further development of the 

exchange format (e.g. care plans, 

telemonitoring)

Work by MyHealth@EU 

Solution Provider

Work on the eHealth Network 

guidelines

• Implementable specifications, 

other artefacts

• Implementation in OpenNCP for 

MyHealth@EU

• Adopted by Member States in the 

eHMSEG

Further data categories

Implementing Decisions under 

the upcoming EHDS

• Legally binding requirements and 

specifications for the European health 

record exchange format

• Legally binding requirements for the 

certification of EHR systems

Innovation, 

experimentation

Formalisation

Infrastructure, 

deployment

xShare

• In-service deployment 

of the EEHRxF

• Patient access to 

health data using 

MyHealth@EU

• EEHRxF support centre

• EUVAC

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



Xt-EHR already referencing HL7 FHIR “all over”

1

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



QUESTIONS?

1
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                                                End
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The focus: priority categories for primary use 

(art. 14)

19

Medical test results, including 
laboratory and other diagnostic 

results and related reports

Discharge report

Patient summary

Medical imaging studies and 
related imaging reports; 

ePrescription/ 
eDispensation

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



Several actors engaged
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Formalization 
(proposal)

Implementing Acts

Xt-EHR …

X-
eHealth

XpanDH

xShare

EC

Innovation & 
Experimentation



Not only cross-border !
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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
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Standard

Flexibility

Participation



The EHDS FHIR IG ecosystem

used byused by

used by used by

ePrescription

eDispensation

Patient Summary Medical Imaging 

and reports

Hospital 

Discharge 

Report

Laboratory 

Results

R4/R5

R4/R5

R4/R5

R4

R4

R4 R5/(R4)



EU extensions
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https://hl7.eu/fhir/extensions

R4

R5

R5

Ballot

June 1st – June 30th 2025



EU Base and Core
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https://hl7.eu/fhir/base/R4

R5 https://hl7.eu/fhir/base-r5

Ballot

June 1st – June 30th 2025



Laboratory Report

31

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

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

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

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

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

Laboratory 

Results

R4

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


Medication Prescription & 

Dispense

32

R4

R5

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

https://hl7.eu/fhir/mpd

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

R5

ePrescription

eDispensation

Ballot

June 15th – August 31st 2025



Hospital  Discharge  Report

33

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

Ballot

June 15th – August 31st 2025

Hospital 

Discharge 

Report

R4



Patient Summary

34

https://hl7.org/fhir/uv/ips/

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

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

Patient Summary

R4

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


Xt-EHR St. Cons

Timeline

Apr ’25

May ‘25

Jun ’25

Jul ‘25

Aug ’25

Sep ‘25

Oct ’25

Nov ‘25

Dec ‘25

Xt-EHR St. Cons

Ballot

Ballot

Xt-EHR St.Cons

Xt-EHR St. Cons

Xt-EHR St. Cons

Ballot

March 

26th ‘27

Im
p

le
m

e
n

tin
g

 A
c
t

Ballot

Jul 14 - Sep 15

Jun 15 – Sep 15

Sep 1 - Oct  13

Jul 31 - Sep 11

Sep 30 - Nov 11
Medical 

Imaging and 

reports

Hospital 

Discharge 

Report

Patient 

Summary

Laboratory 

Results

ePrescription

eDispensation
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HL7-EU 

Imaging Study Report

Bas van den Heuvel (Philips)

13 June 2025

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

• Bas van den Heuvel

• Standardization Architect @ Philips

• Background:

– Active in HL7 since 2017

– Co-chair of HL7-EU imaging

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

 IHE-eu and HL7-eu

Timeline:

Jan – initial version

 based on eHN guidelines 

 and IHE-IDR

Feb  kick-off @ HL7-eu WGM

Feb-May refine during weekly telco’

May  tested @ HL7 Connecthaton

May 26 – June 26 –0.1.0-ballot

June 23-25 – IHE Plugathon tests

July & August

 Process ballot comments

August – first publication
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https://build.fhir.org/ig/hl7-eu/imaging/index.html
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https://build.fhir.org/ig/hl7-eu/imaging/toc.html
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XtEHR logical model -> FHIR

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

Logical 
model

ConceptMap
ConceptMap

FHIR profile

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

• This is typically stored in the RIS/EHR.

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

PACS

Imaging

Report

RIS
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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).

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

PACS

Imaging

Report

RIS

https://build.fhir.org/ig/hl7-eu/imaging/imaging-manifest.html
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Imaging Manifest

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

Manifest holds data as 
stored in the PACS 
including endpoints.

WADO access to DICOM 
and rendered 
images

IID launch viewer on 
images

Bundle

ImOrder

(accession number)

ImProcedure

ImDevice

Patient

WADO Endpoint

IID Viewer Endpoint

ImagingStudy

(Study Instance UID)

series

(serie UID)

Instance

(SOP Class Instance UID

Instance

series

DICOM

JPG

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

https://build.fhir.org/ig/hl7-eu/imaging/imaging-manifest.html
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Imaging Report

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

Bundle

ImDiagnosticReport
ImComposition

• Header

• Imaging study

• Order

• History

• Procedure

• Comparison

• Findings

• Impressions

• Recommendation

ImagingStudy

ImOrder

ImAdverseEvent

ImMedication

Adminstration

ImDevice

ImFinding

ImImpression

Rendered

Report
composition

ImagingStudy

ImFinding

ImKeyImage

Practitioner

Patient

Organization

ImProcedure

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

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

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

https://build.fhir.org/ig/hl7-eu/imaging/imaging-report.html#report-profiles
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https://build.fhir.org/ig/hl7-eu/imaging/StructureDefinition-Report-ImComposition.html
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How to be engaged …
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STAYING TUNED 
(WEBINARS, 
TUTORIALS)

PROVIDING YOUR 
FEEDBACK (BALLOT, 

JIRA)

ATTENDING THE 
HANDS-ON EVENTS 

(HL7 FHIR 
CONNECTATHON)

JOINING THE 
MEETINGS



Two distinct formal processes

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 54

the formal process that HL7 uses to 
review and vote on specifications prior 
to publication

the official mechanism for providing feedback 
about any HL7 specification

Limited in Time

Only HL7 
voting 

members

Any Time

Anyone

Balloting

Specification Feedback 



Ballot (formal vote)
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the formal process that HL7 uses to 
review and vote on specifications prior 
to publication

Limited in Time

Only HL7 
voting 

members

Balloting

 One vote per European Affiliate !

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



Ballot (comments)
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the official mechanism for providing feedback about any HL7 specification

Any Time

… during ballot 
is better !

Anyone

Specification Feedback 

Your review and feedback matter most during 

the ballot !

Provide input during the ballot period to:

…influence the content before first publication

…support your affiliate in shaping their vote



Specification Feedback

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 57

Any Time

Anyone 
(registered user)

https://jira.hl7.org/

https://confluence.hl7.org/display/HL7/

Specification+Feedback#SpecificationFeedback-submitting



Specification Feedback
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HL7 FHIR IGs overview

59

Medical 

Imaging and 

reports

Hospital 

Discharge 

Report

Laboratory 

Results

Patient 

Summary

ePrescription

eDispensation

STU Specification Feedback

Ballot

Any Time

Ballot (Votes and Comments) June 1st – June 30th 2025

Ballot

Ballot

WIP

Base and 

Core + 

extensions
Ballot Ballot (Votes and Comments)

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

Ballot (Votes and Comments)

June 1st – June 30th 2025

June 15th – August 31st 2025



Xt-EHR Targeted Stakeholders' consultation

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

• When: June 15th – Sept 15

• How to be engaged ? 

– https://www.xt-ehr.eu/stakeholders-engagement/

• Not selected ? Submit your comments via HL7 Europe.

Xt-EHR Logical 
Models

HL7 EU FHIR IG D6.2 as PDF
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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:

– HL7 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

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 62

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


Thank you !
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