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EEHRXF for Priority Categories

Article 14 Article 15

Priority categories of personal electronic health data for primary use European electronic health record exchange format

. . . By ... [two years from the date of entry into force of this Regulation], the Commission
For the purposes of this Chapter, where data are processed in electronic format _ ] _ o o
shall, by means of implementing acts, lay down the technical specifications for the priority

categories of personal electronic health data shall be the following:
g P & categories of personal electronic health data referred to in Article 14(1), setting out the

(a) patient summaries: European electronic health record exchange format. Such format shall be commonly used,

machine-readable and allow transmission of personal electronic health data between

(b) electronic prescriptions; different software applications, devices and healthcare providers. Such format shall support
transmission of structured and unstructured health data and shall include the following

(c) electronic dispensations; elements:

(d) medical imaging studies and related imaging reports; (a) harmonised datasets containing electronic health data and defining structures, such as

data fields and data groups for the representation of clinical content and other parts of

(e) medical test results, including laboratory and other diagnostic results and the electronic health data;

reports; and
(b) coding systems and values to be used in datasets containing electronic health data;

(f)  discharge reports.
(c) technical interoperability specifications for the exchange of electronic health data,

including its content representation, standards and profiles.
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The Format is not one-size-fits-all

high quality. The use of a European electronic health record exchange format should

become more widespread at Union and national level. The European electronic health

record exchange format could allow for different profiles for its use at the level of EHR

systems and at the level of the national contact points for digital health in MyHealth@EU

for cross-border data exchange.
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| The Format is not one-size-fits-all

Flexible EEHRXF IG

HL7 Europe Laboratory Report
1.0 - tmakuze 15

HL7 LAHLZ FHIR

Bacsground = Functie

Table of Cantents  Hame

T L o R e e N T e
st of available versions, see the Dwectary of published versions

Home

(O¥icis URL: MEpL//NIT u/ ALt 1aboratsey/Tog Lomsat St 1um6uLde/ N1  FNLr oo, Liboestary version: n.1.0

Crossborder IG

v

MyHealth@Eu Laboratory Report i gt e ks
0.1.0 - cibuild 150 e e o
[P s avces  Avac
Table of Contents  Home
MyHealth &Eu Laboratory Report - Local Develspment build (v0.1.0). See the Directory of published versions &
Home
el URL: g hestoh e Labarmtory [rRe——

Graft as of 2023-02-20 Computable Name; mpiealtheul shoratoryg

Scope Cantemts:
This s the HL7 FHIR Implemertation Guide for Laboratory Report XFanDH project, created to assist work with pilot | » Seepe
product list product data in FHIR. T
d may not be used for any « Dopandenies

S .
implementatian purpases. o bty can be nferred from the use or misuse o this specifiation, r ts + Croma Virsion Anabyais
Rasteatcnnes * Global Profiles.

+ Authers and Coraributors

The project
Lorem s deor it e, orccate s . D 3 e arce, 3 cur e, Fsce o ol e v i Siut ei
n aug Curabiur dign =

evean s aros. avoee et et s skt el s 24 gt i e poi
Pelariasave o magha alarmarias o 4 mtuti o i armaum o Spancltee etan. Glequs i e ot 1o
natoque penatious ot magns dis partusant mantes. “ampar eqestas, ntegy

. Ut auctor metus fusto, ut

H L7 https://fhir.ehdsi.eu/laboratory

i Europe

Camputatie Norme: i7Es sear

Active a8 of 2024-02-26

Copyright/Legal: Used by permissian al HL7 Eurape, all rights rasarved Creative Commans License

= The Laboratary Domain

STU Nats
Obligations hava basn sdded to this varsicn o the gude cnly a3 Informative matenal to collect feadback 3500 | 4 Seope
their usage.

- Purpose
For more detals sbout cbikgations please refer to the Obligations page + Backgraund

- Design ehaichas

The Laboratory Domain = Navigating the profies

il sbartor uru iy S0 MPOAN 14 1 dionote, esmt, 30 flow-up ofpacars. The by
o ngn ual rasut, ard 1 copachy of shain thr, I herorsavsatial b oen e bt o kel
i . 4 26 one of the grigcity damaine for the Fur

« Dependencies
+ Cross Version Analysis

National IGs

v

== CH ELM (Ra4)
102 vesune - i-wie (3

HLT FHIR Implementation Guide Labaratory Report

A AHLZ FHIR

Home.

T L L —p—

ot ot 3623 22 [ P et

Coentess: 1 | | ghoratory Ref

Czach National Labaratary 16
[

0.5 ctuit

et a3 shanges repudar. Sew he

Home

Froy

B e st 0aF 112

Crossborder exchange
with transformation at
National Contact Point

Laboratomi ndlez
rmce o prf

Ul-eldu'«memu
e et ot i s s s

st sgewsaca baravanii niess o sand DASTAS

Campucabie Name. cosioglmeststlemlon




Xt-EHR Logical Models

Funded by
the European Union
My health @ EU

eHealth Digital Service Infrastructure
A service provided by the European Union




What is Xt-EHR - Objectives

The objectives:

Proposal for EEHRxF

Proposal for common requirements for
EHR systems

Proposing a conformity assessment
framework

IT IS A STATUE... LAST WALK OF THE ELEPHANT )

SCULPTURE
ELEPHANTS.

) oy




Challenges of Xt-EHR Joint Action

The challenge: AND YOU, MY, YHO ;
. E THE SMALLEST,
- Over 20 member states involved : A @E THE VERY WORST!
- Everyone has a different starting point 1/ THAT'S WHY]
. {I-COMPENSATE!

- Making compromises
- Accepting our limits




Logical Information Models (Xt-EHR)

https://build.fhir.org/ig/Xt-EHR/xt-ehr-

* Reflect business/logical viewpoint
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Abundance of harmonised data sets!
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Starting Point: eHN Guidelines + MyHealth@EU

eHN Guidelines don't have cardinality or data types. Includes unmodeled content.

substitution is allowed by the prescriber.

= B substitution
E}@ allowed[x]

| allowedBoolean

Er@ reason[x]
) reasonCodeableConcept
I reasonString

- ) status

[]-@ statusReason[x]

-1__| repeatsAllowed
- ) minimumDispenselnterval

(P offLabel

i isOffLabelUse
Er@ reason[x]
) reasonCodeableConcept

il | reasonString

[ ]
. MyHealth@EU specific to crossborder, closer to technical specs.
E
eHealth Network

The reason why the medicine is bein,
prescribed, including the option to
mention that the medicinal product is
being prescribed for ‘off lab use%
reason for the prescription gives the

A.1.5.10 Reason for| dispenser the opporturity to review the \

- prescription prescription for medication safety issues. .

Note: in somie countries it is obligatory to
Substitution handling can be recorded to

A.1.5.11 [Substitution indicate whether and to what extent

-1 comment

- ) allowedCodeableConcept

Base

boolean

CodeableConcept

CodeableConcept
string

CodeableConcept

integer
Duration

Base

boolean

CodeableConcept

string

string



Logical Information Models: technical considerations

https://build.fhir.org/ig/Xt-EHR/xt-ehr-

common
Technical considerations R
« Building blocks approach (like CIMs) “id?.i;i?
e Uses FHIR infrastructure i e
* Data types slightly simplified | @ sotsemsont]
* Mappings to FHIR resources inthe . c:gg
HL7 Europe FHIR IGs e
DU

Flags Card.

0..*

| = R e =

Type
EHDSDataSet

Base
EHDSPatient
Identifier
Base
dateTime

CodeableConcept

CodeableConcept
CodeableConcept

string
CodeableConcept

Period

Description & Constraints Filter:

Alert maodel

Elements defined in Ancestors:header
Instances of this logical model can b
Common header for all patient-related d:

Patient/subject information

Business identifier for the object
Resource authoring details

Date and time of the last update to the r

Current status of the alert, indicates whe
longer needed or was entered in error.

Binding Description: (preferred): hi7:F
Reason for the current status of the resc

Language in which the resource is writtel
Binding Description: (preferred): BCP .
A coded representation of the alert.
Binding Description: (preferred): SNOI
Narrative representation of the alert.

A code that identifies the priority of the ¢
Binding Description: (preferred): hi7:F
Time period when alert is active. The per
is active, the end of the period should be

Reference(Resource) A reference to the resource the alert is al
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Reuse of models

Name
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code

testKit

-(_) calibrator

accreditationStatus

previousResults

pointOfCareTest

)
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EHDSObservation

[3‘3 ) header

-[) code
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- Use cases differ
- Read/write obligations
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Feedback

* 5 overlapping consultations (2] © xam fimarconme
<> Code (© Issues 19 Pullrequests (2) @ Discussions () Actions [H

* Ca 1500 comments for data models (ca

is:issue statezopen label:Reconciliation

8000 comments altogether) O open (B cosed (D A

° ReCOnCi“ation followa ble |n GitHUb: ] ® EHDSSpecimen reconciliation (O 2/3) (Reconciliation

#444 . rlindstrm opened yesterday

https-//grthubCom/Xt_EHR/Xt_ehr_common/|ssues (] (® EHDSImagingReport reconciliation { Reconciliation

#437 - io-Nic opened 5 days ago

° Requests to r‘ed uce mOdeIS as We” as (J ® EHDSImagingStudy reconciliation {Reconciliation

#436 - io-Nic opened 5 days ago

provide more details and expand scope | ' © EHPsProcedure reconciliation Oc ) (Reconeato

#435 - rlindstrm opened last week



https://github.com/Xt-EHR/xt-ehr-common/issues

Next steps: obligations on data level

e Models have very relaxed cardinalities on instance level
e Conformity framework proposes obligations to indicate which
elements an EHR system should support

dosagelnstructions (O] 0..* EHDSDosaging Dosaging and administration instructions
Obligations Actor

SHOULD:able-to-populate
SHALL :display

preparationInstructions 0..1  string Additional instructions about preparation or dispense
[=1[_.) substitution m 0..1 Base Whether and which type of substitution is allowed for th
Obligations Actor

SHOULD:able-to-populate

SHALL:display

=HE allowed[x] (O] 0..1 Whether and to what extent substitution is allowed.
Obligations Actor

SHOULD:able-to-populate

SHALL:display @ EHR




How do you implement logical models?
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Xt-EHR models >> HL7 Europe FHIR IGs
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| Reminder: it’s not one-size-fits-all

Flexible EEHRXF IG
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It’s a maze of dependencies (MPD example)

[ EHDS Logical models (Xt-EHR) ] [

HL7 Europe FHIR IG

EU
requirements

[ specification

HyHealthe Eu Laboratory Report
010 tvuaa 150
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| Status of Work

Patient Summary

"= | eHN Guidelines Since 2013
— Xt-EHR Logical
* Models Draft
- MyHealth@EU In operation
crossborder service (CDA)
7 HL7 Europe FHIRIG R4 started

HL7 |

Il Europe

ePrescription
eDispensation

Since 2014

Draft

In operation
(CDA)

R4/R5 ballot
reconciliation

Medical Imaging
and reports

Since 2023 Nov

Draft

2026/27
(FHIR)

R5 ballot
reconciliation,
R4 ballot soon

4

Laboratory Results

Since 2023 June

Draft

In operation*
(FHIR)

R4 published.
Trial Use. Being
updated.

=

Hospital Discharge
report

Since 2023 Nov

Draft

2026/27
(FHIR)

R4 ballot
reconciliation



EHDS Timeline

GENERAL
APPLICATION

PRIMARY USE
EHR Systems

SECONDARY USE

HL7 ~

i Europe

20

24

Entry into force
2025
2024 2026
|

d—-—— - - — - - e _ _ - ——— o=

Entry into force

Implementing acts

2026

4 2028

dq-————— e e e e e e e e — ===

Implementing acts

Entry into application

2027

zo|24 . 2080

- - = - e _ _ _ _———__ ]

Entry into application

20|31

i 1 1 L L. ] ] [
patient summary, electronic prescriptions and dispensations

2086

Exchange of 1%t group of priority categories

Exchange of 2" group of priority categories

medical images, medical test$ results and discharge reports

Only sell compliant products 15t group of categories

Only sell compliant products 2" group of categories

Secondary use in general
I N N

Selected categories
1

1. . 1 1 . . 1
Genomlcs, -omics, wellness appfdcatlo S | |
1 1 1 1

! ! ! ! connections

Third countries



What’s next

Xt-EHR finishes April 2026

Logical models
Partial references to terminology requirements
References to HL7 Europe FHIR implementation guides

eHN Network continues terminology work
Task force for choosing preferred code systems for value sets

HL7 Europe continues with IGs (not officially EHDS!)
Collaboration with IHE

EHDS Implementing Acts before 2027
MyHealth@EU timeline is ahead of EHDS timeline
Future maintenance of EHDS specs not fully defined



Contributions welcome

- HL7 Europe working groups are open and active
- HL7 Europe Base/Core ballot ongoing

- Other ballots coming up soon

- Testing event in Brussels end of March (IHE)

https://confluence.hl7.org/spaces/HEU/paqges/358255737/Implementation+Guides

HL7 —


https://confluence.hl7.org/spaces/HEU/pages/358255737/Implementation+Guides

Thank youl!
Kiitos!
Tack!
Aitah!

they are going
to love it

this is what it
is all about

HL7
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