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Disclaimer

Any views or opinions expressed in this presentation are those of 
the author and do not necessarily represent official policy or 
position of the organizations and/or projects mentioned.



Published the HL7 Europe Lab Report FHIR IG !

European 
EHRxF EHDS - Art 5 Priorities



Common European rules for 
representing in HL7 FHIR a 

Laboratory Report 

Facilitate the 
harmonization 

among the national 
initiatives

Support the 
development of 
the European-

EHRxF

What this is about ?

https://hl7.eu/fhir/laboratory



What is a FHIR Implementation Guide (IG)

HL7 FHIR IG

Human Readable
(Web Browsable)

Formal 
Computable 

(FHIR Resources)
Set of rules about how
FHIR resources are used
(or should be used) to
solve a particular problem,
with associated
documentation to support
and clarify the usage.

https://hl7.eu/fhir/laboratory



What this guide is about..
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Laboratory Report
• No Pathology or Genetic Laboratory Report
• Complete reports with structured elements available for re-use

Only the content !
• Not how reports/results are searched and exchanged

European context
• Not only cross-border
• Reusable nationally for different use cases

Not only human beings
• Human Subjects can be “recognized” persons or not



A cooperative work

The result of a participatory multi-stakeholders effort

Two collaborating focused sub-groups:
• functional requirements /semantic
• HL7 FHIR specifications

Experts from several countries

European projects and initiatives 
engaged (e.g. XpanDH, MyHealth@EU)

Tested and improved during the 
HL7 FHIR Connectathon in Athens
(about 30 people in the track)



Laboratory results and reports

2022 2023 2024 2025

Implementation in MyHealth@EU (Wave 8)

(Hospital) discharge reports and Medical images and image reports

Implementation in MyHealth@EU (Wave 9)

X-eHealth xShare

XpanDH

National Initiatives

The HL7 EU Laboratory Report FHIR IG

Proof of Concept

Xt-EHR (JA-09)

March 2023

April 2024



When .. the timeline
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Mar ‘23
• Kick Off

Oct ‘23
• 1st frozen 
version

• STU ballot 
open

Jan ‘24
• HL7 FHIR 
Connectathon

Feb ’24
• STU 
Publication

May ‘24
• HL7 FHIR 
Connectathon

…
• Continuous 
maintenance

• STU to 
Normative

Continue  Specification Feedback 

Balloting



How to be engaged …
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STAYING TUNED 
(WEBINARS, 
TUTORIALS)

PROVIDING YOUR 
FEEDBACK (JIRA, 

BALLOT)

ATTENDING THE 
HANDS-ON EVENTS 

(HL7 FHIR 
CONNECTATHON)

JOINING THE 
MEETINGS



Two distinct processes
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the formal process that HL7 uses to get 
feedback and comments 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 



Specification Feedback

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 13

Any Time

Anyone 
(registered user)

https://jira.hl7.org/

https://confluence.hl7.org/display/HL7/
Specification+Feedback#SpecificationFeedback-submitting



WHAT IS IN THE GUIDE… 

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 14



Obligations

HL7 FHIR 
Logical 
Models

HL7 FHIR 
Profiles

Models to 
Profiles 
Mapping

eHN
Guidelines

How to use HL7 
FHIR

How data are 
represented in HL7 
FHIR 

What’s in it...



Guideline data set formalization

Logical ModelLogical Model

HL7 FHIR 
Logical 
Models

HL7 FHIR 
Profiles

Models to 
Profiles 
Mapping



Guideline data set formalization



Obligations

Structural 
constraints
• e.g. Patient.birthdate
0..

• Observation.code
derived from the Value 
Set XYZ (extensible)

• ….

Structural 
constraints
• e.g. Patient.birthdate
0..

• Observation.code
derived from the Value 
Set XYZ (extensible)

• ….

Functional 
constraints
• e.g. The sender shall 
populate the 
Patient.birthdate if 
known

• Observation.code.text
shall be displayed by 
the consumer if 
applicable

• ….

Functional 
constraints
• e.g. The sender shall 
populate the 
Patient.birthdate if 
known

• Observation.code.text
shall be displayed by 
the consumer if 
applicable

• ….

It describes the 
capabilities that each 
Actor may, should, or 

shall support

Obligations are informative 
in this version of the IG



Legally signed documents

Often structured and including different kinds 
of test results

Still HL7 CDA and document exchange 
infrastructures in use

HL7 FHIR REST consumers expect to 
get Laboratory Reports by searching 

per DiagnosticReport

In R5 the DiagnosticReport refers the 
Composition

Balancing different (EU) requirements



Balancing different (EU) requirements

Document 
Bundle 

Diagnostic 
Report

Document Bundle 
always including a 
DiagnosticReport

Legally signed documents
Often structured and including 
different kinds of test results
Still HL7 CDA and document 

exchange infrastructures in use

HL7 FHIR REST consumers 
expect to get Laboratory 

Reports by searching per 
DiagnosticReport

In R5 the DiagnosticReport
refers the Composition



The Laboratory Report

image: Flaticon.com

DiagnosticReport

Composition

Other Resources

REST Perspective

Docum
ent 

Bundle 

Diagno
stic 

Report

Document Bundle 
always including a 
DiagnosticReport

A Lab report is always represented by a 
DiagnosticReport. This resource always 
refers a Composition

The Composition defines the report 
structure (it might be just a single section) 
and it acts as an “index” for all the used 
resources 



The Laboratory Report

image: Flaticon.com

DiagnosticReport

Composition

Other Resources

REST Perspective

Docum
ent 

Bundle 

Diagno
stic 

Report

Document Bundle 
always including a 
DiagnosticReport

The Composition defines the report structure (it 
might be just a single section) and it acts as an 
“index” for all the used resources 

It is the mean for assembling the report as 
a document (document Bundle)



The Laboratory Report

image: Flaticon.com

DiagnosticReport

Composition

Other Resources

Bundle
[type = document]

REST Perspective Document Perspective

Docum
ent 

Bundle 

Diagno
stic 

Report

Document Bundle 
always including a 
DiagnosticReport

A document Bundle represents the legally 
signable report, and it includes all the data 
defining the report.



The Laboratory Report

Composition

Section 
(opt2)

Sub-Section 
1

…….

Section 
(opt1)

(For results) Same structure of the IHE XD-LAB CDA body

Entries required
No subsections

No entries

Subsections required

No payers section

Document Bundle



A single solution for different structural choices 

Single-specialty 
report

Very simple report
(e.g. single panel)

Multi-specialty 
report



Multi-specialty report

sub-1 sub-3sub-2

rpt-x Published 
Report

Specialty 
Component

Group of 
results

image: Flaticon.com

result



Multi-specialty report

DiagnosticReport (
Composition), recorded 
into a Document 
Bundle

Composition.section Observation( Observation) Observation

Composition.section(Set of) Composition.section



® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 28

..before taking a look….



The guide in one slide

• The Lab FHRI IG is out !

• Result of a participatory multi-stakeholders and Europe wide 
standardization and review effort (not limited to EU)

• A flexible structure supporting REST and document perspectives; 
covering different usage contexts (e.g. human and non-human subjects) 
and different report structural choices

• Common rules applicable EU-wide, aiming to help the development of the 
European-EHRxF

A baseline for any Laboratory Report (HL7 FHIR) specifications 



THE JOURNEY TOWARDS THE EHDS
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A complex and multiform scenario

• Needs and expectations are different and there is not a 
one-fits-all solution

image: Flaticon.com



A complex and multiform scenario

• Needs and expectations are different and there is not a 
one-fits-all solution… but.. no European interoperabilty
without:

– serving and being useful in all these situations

– common rules
generic

specific



European Auth.

Standards

X-Borders

European

The vision

Global

National Auth. / Stand.

If exists

If exists

Not needed if the 
standards fits for purpose

A consistent system (i.e. a
federation) of layered,
coherent and possibly

standard-based specifications

Common

image: Flaticon.com



EU X-Borders
(MyHealth@EU)

Standard
(EU/UV scope)

EU commonAdditional common rules for 
the EEHRxF

Additional rules for X-border

The vision

National
XYZ country IG

image: Flaticon.com

It doesn’t mean to 
multiply the 
specifications, but 
enabling a progressive 
adoption of the format. 



EU X-Borders

Standard
(EU/UV scope)

EU commonAdditional common rules for 
the EEHRxF

Additional rules for X-border

Instantiating the vision

MyHealth@EU

EU Standard
Lab Report

(Lab Report 
for EU 

Patient)

National

XYZ country IGimage: Flaticon.com



The vision made real..

Standard
(EU/UV scope)

EU X-Borders

National Guides



A vision made real..

Officially Published



A vision made real..



A vision made real..

EU X-Borders

On-development FHIR IG



eHN
Guidelines

MyHealth@EU
Requirements

MyHealth@EU
Specs

The MyHealth@EU guide



Easy to navigate “federated” guides



A complex and multiform scenario

• Serving different needs for the same domain is a basic
requirement… but this is not enough..

• .. data should be reusable across domains



Enabled for reuse

European EHRxF



Enabled for reuse

European EHRxF EHDS - Art 5 Priorities

It is not derived 
from ..…

It is conformant with

…but, when the 
subject is recognized 
and human



Enabled for reuse

Laboratory 
Report

Observation
• Observation
• Observation

Observation

Patient 
Summary

Result Section

Observation
• Observation
• Observation

Rad 
Report

Observation

Observation

Observation

Observation



Take-away messages

• There are no one-fits-all solutions 

• Need of sharing common rules (i.e. standards), enabling 
data reuse across domains, and covering the national 
expectations.



Take-away messages

• The way to fulfill all these expectations is that of having a 
system (i.e. a federation) of layered, coherent and possibly 
standard-based specifications enabling a progressive 
adoption of the format. 



Take-away messages

• The Laboratory Report FHIR IG has been published

• This experience gives evidence of the added value and the 
concreteness of this approach !



What’s next

• Laboratory Report
– Bi-weekly call working on “semantric” and functional requirements

– Laboratory track @HL7 WGM Dallas (May)

– Hands on session  @IHE Plugathon Trieste (June)

• Medicinal Prescrition and Dispense HL7 FHIR IG
– Joint effort with IHE Pharmacy (part of the Gemini project)

– Next meeting Thursday 18th 4 pm CEST
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Let’s take a look !



Thank you !Thank you !
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