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UNICOM and product identification

Not just a cross-border need

● Equivalents for dispensing

● Creating and reconciling medication lists

● Pharmacovigilance

75 avoidable hospital admissions per day 
due to medication errors !!!
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Full IDMP for regulatory

Full ISO IDMP representation 
of one product. EMA IDMP IG 
Annex 8.

https://www.ema.europa.eu/en/documents/other/product-management-service-pms-implementation-international-organization-standardization-iso_en.pdf


Reduced IDMP (clinical)



Collaboration

IHE and HL7 worked together with other SDOs (and agencies) to 
compile specifications that meet the UNICOM needs

Within those SDOs, we found and covered gaps in the standards -
specifications, terminology

Tooling 

Lessons learned

Collaboration also extended to EMA, WHO, ….



UNICOM IG - for FHIR-based specifications, a specification of 

● Content that MAY be exchanged

● The conditions and constraints applying to the exchanged data

IHE Transactions

● A set of “prototypical” data exchange in different scenarios

○ Exchange IDMP-compatible product data (Catalogues)

○ Exchange product data in clinical documents (prescriptions, 
summaries)

○ Substitution component (exchange data to inquire substitutes)

Specifications



How does it work?

● FHIR improvements R4b- R5

● FHIR Implementation Guide 

● EMA FHIR specifications as FHIR IG

● Testable Specifications 
○ Master Content specifications IHE+HL7

○ Adaptation and compliance testing IHE

● Testing infrastructure

● Tooling

● Sample content

● Community



Domain: Pharmacy 

● IHE Pharmacy has been mostly driven by European participants 

● National and cross-border specifications

● Standards (HL7 V2, CDA, FHIR)

● IHE Pharmacy

○ Current profiles:

■ Prescription

■ Dispense

■ Administration

■ Medication Lists

● Link with medicinal products and UNICOM; Other projects e.g. 

Xt-EHR

Medication in Europe 

18/12/2023



Publishing

IHE hosts the transactions



Adoption

Adoption consists of creating systems that conform to those 

specifications.



Adaptation

• UNICOM specifications are EU-driven

• IHE specifications are global

• A EU flavour of the UNICOM specifications will be retained

• Each country will have their own specifications

• IHE has “Volume 4” - national extensions

• Each industry may still derive their own customisation

Example of Volume 4: IHE MPD



Testing

IHE has testing infrastructure that can be reused:

● Test content and test cases - Test design should be consistent. 

IHE provides that baseline

● Testing process and infrastructure - testing on validated tools 

for test processes

● Community and events - to test data interoperability, identify 

gaps in the specifications or upstream standards, help shape 

the roadmap



Link to ePI - cross country information

GTIN PCID/MPID PhPID ePIMPID target



Example Operating model

https://build.fhir.org/ig/Uppsala-Monitoring-Centre/WHO-UMC-IDMP-Service/branches/main/operatingModel.html



The Belgian case

….



UNICOM FHIR IG 

UNICOM FHIR Implementation Guide

● Profiles for validation rules

● Example data

● CodeSystems and ValueSets (EMA 

RMS, EDQM)

● Visualisation template

The toolbox contains UNICOM Implementation 

Guide, but it can also be used with any other 

specification.

Additional data:

● Sweden (from UFIS, provided by 

SEMPA)

● Estonia (from UFIS, provided by 

EESAM & TEHIK)

● Portugal (provided by Infarmed)

http://build.fhir.org/ig/hl7-eu/unicom-ig/


UNICOM Transactions



UNICOM Toolbox

UNICOM toolbox is an open-source platform containing technical resources used/developed by 

UNICOM to help with IDMP adoption: from data creation to rapid prototyping of innovative 

apps. 

It combines common and innovative features and lessons learned throughout the UNICOM 

project into a platform that implementers can use. 

Unless specified, all the components in the UNICOM toolbox are open source and free to use.

The key features and components:

● IDMP-compatible server with standard FHIR API

● Medicinal product browser, for browsing medicinal products data

● IDMP data visualiser for data modeling help and visual validation

● FHIR validation, to validate IDMP data against the relevant FHIR specifications

● … other features - check out our repository and feel free to contribute!

https://github.com/unicom-project-eu/UNICOM-test-lab


UNICOM IDMP on FHIR test server



Inbuilt Product Browser



2 display options
Open-source viewer developed 
by UNICOM and usable inside 
FHIR IG. Tailored to present the 
data in a clean readable way, 
customisable by users.

NProgram IDMP Viewer. Free 
(not open source). Based on core 
FHIR specification, good for 
debugging the data and handling 
unexpected content.





UNICOM Toolbox



Thank you!



IHE’s Volume-4… so what?

Operationalizing market-making governance over digital health 
specifications, so they can be taken to scale.

Derek Ritz, P.Eng., CPHIMS-CA

UNICOM-to-Industry “Hand-off” Meeting, Brussels 
May-14 2024



Story arc…

❑ Super-brief introduction

❑ What is the role of Volume-4 in an IHE Profile?

❑ How will this be employed re: UNICOM?

❑ Why should you care?

❑ Q&A

29
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Mandatory apologies…
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What is Vol-4, anyway?

32



IHE Profile

Volume 1:

Volume 2:

Volume 3:

Volume 4:

1, 2, 3

(“xBundle”)
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IHE Profile

Volume 1:

Volume 2:

Volume 3:

Volume 4:

1, 2, 3

(“xBundle”)



❑ All IHE Profiles are global public goods.
❑ They describe actor-transaction pairs and the 

normative, conformance-testable behaviours of these 
actors as they “interoperate” with each other.

❑ The Volume-4 section of an IHE Profile describes how 
the global specification is contextualized for a 
particular region or use case.

❑ The Volume-4 sections are governed by their 
respective IHE Deployment Committees.

37



How will this work for 
UNICOM’s specifications?

38
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UNICOM example

❑ There will be an xBundle for document (i)… e.g. ePrescriptions. The 
xBundle will reference global standards.

❑ ePrescriptions (i) will be interoperable across multiple digital health 
solutions operating within multiple care national delivery networks.

❑ For national care continuity, the ePrescription content spec that has 
been nationalized for country-1, e.g. 1(i), must be sharable by all 
relevant digital health solutions (e.g. a, b, c). 

❑ For pan-EU care continuity, ePrescription content must be sharable 
from country-1 to country-2. This means 1(i) must map to PIVOT(i) and 
PIVOT(i) must map to 2(i)… and vice versa. 

❑ The mapping from nationalized versions to the relevant document 
type’s PIVOT will be operationalized by each country’s NCPeH.

40



Roles for xBundle “Vol-4” specs

❑ Based on the IHE Methodology, Vol-4 specs are used to express 
contextualizations on the “base” spec.

❑ Where an xBundle references a global standard, this will be referenced 
in Vol-2 and Vol-3 of the spec.

❑ EEHRxF contextualizations (e.g. to define PIVOT(i)) can be expressed 
in a European Vol-4 section.

❑ Nationalizations of the EEHRxF (e.g. 1(i), 2(i), etc.) can be expressed in 
relevant national Vol-4 sections.

❑ Conformance-testing can ensure digital health solutions correctly 
adhere to nationalized content specs (e.g. 1(i), 2(i), etc.).

❑ Conformance-testing can ensure NCPeH instances correctly map 
nationalized specs to European ones (e.g. PIVOT(i)) and vice versa.

41



❑ UNICOM’s artefacts will be taken up by IHE 
Pharmacy. They will be balloted as global public 
goods with a Volume-4 that expresses the European 
requirements.

❑ Conformance-testing (IHE Catalyst) will confirm 
adherence of products to the EHDS specifications.

❑ European member states can nationalize the 
specifications. This will also be in Vol-4. 

42



Why should you care?

43
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Industry are the heroes of this story!



UNICOM 
technical 
artefacts

Global 
technical 
artefacts

Volume-4 
(European context)

IHE Pharmacy TC

With EC funding, 
UNICOM has developed 

digital health technical 
specifications.

In collaboration with industry and 
government, the IHE Pharmacy TC will 
develop and publish global digital 
health specifications based on the 
UNICOM work. IHE Europe will govern 
the European (UNICOM-related) 
aspects of these global specs.

COCIR members who are demonstrably 
conformant to the European Volume-4 aspects 
will bid on EC-funded projects that leverage the 
IHE specifications.

COCIR members who are demonstrably 
conformant will bid on international projects that 
leverage the IHE global specifications.

eHDSI Projectathon

Connectathon
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Thank you!



From UNICOM…
.. to the “format”
Giorgio Cangioli

Technical Lead HL7 Europe
eHMSEG STF Architecture WG chair

UNICOM workshop @COCIR
May 14th 2024



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.



(not) just another presentation about the “format”..

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 3



UNICOM and the “format”

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

European 
EHRxF

EHDS - Art 5 Priorities



Contribution to Standards

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 5



Implemented in MyHealth@EU

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



https://xpandh-project.iscte-iul.pt/

Vision comes to live 
through 4 main scopes



XpanDH – a collaborative project 

XpanDH intends to build up the EEHRxF thought a collaborative 
process with the different actors that compose the eHealth community  

• Identify the needs, barriers

• Co-create solutions and develop
the EEHRxF 

• Engage projects, stakeholders and
health actors on the x-Nets and 
Community of doers 

8



Who’s who

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

Innovation

Joint Action

Cross-Border Services



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 strategy

Global

National Auth. / Stand.

A consistent system (i.e. a
federation) of cooperating, 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 strategy

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
(MyHealth@EU)

Standard
(EU/UV scope)

EU common

The strategy

image: Flaticon.com
National

Progressing adoption Progressing validation



EU X-Borders
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National
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The strategy

Easy to navigate “federated” guides



From strategy to reality

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 17



1
8

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

Proof of Concept

Xt-EHR (JA-09)

May 2024



From strategy to reality

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

Release Candidate



A cooperative work

The result of a participatory multi-stakeholders effort

Experts from several countries

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

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

Next hands-on events: HL7 FHIR 
Connectathon Dallas May; IHE 
Plugathon Trieste, June



Support the adoption (examples, sandbox)

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 24

examples

Simple viewer

Validator



Support the adoption (examples, sandbox)
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http://sandbox.hl7europe.eu/laboratory/

A
P
I

Simple viewer

Validator



XpanDH FHIR IGs
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https://build.fhir.org/ig/hl7-eu/xpandh/



XpanDH FHIR IGs

27

The goal of the XpanDH IGs is to 
support the EHDS and facilitate 
the E-EHRxF  development.



European Standard

X-borders (MyHealth@EU)

X-Bubbles
X-Nets

derive

derive

co-create

feedback

input for

Global
ePrescription/eDispensation



A cooperative work

A participatory multi-stakeholders effort

Experts from several countries

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

Next hands-on event: IHE 
Plugathon Trieste, June



Medication Prescription & Dispense

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 30

R5 R4



Medication Prescription & Dispense

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 31

HL7 Europe MPDIHE MPD

Community pharmacy and hospital/home care

EuropeGlobal

HL7 FHIR R4 and R5HL7 FHIR R5

Supports EU cross border use caseSupports cross border use case

Content onlyTransactions & Content

May include preferred terminologyMostly terminology-agnostic



Take-away messages 

• UNICOM: a key work for the “format” (medications)

• Some of this work on the “format” is carried forward by 
other projects - as XpanDH, xShare – supporting the 
format development through a co-creation approach.

• A strategy for the “format”  - standardization is a key -
has been proposed to support and enable a 
progressive adoption

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 32



Take-away messages 

• This strategy has been successfully applied for the 
Laboratory Report and is replicated for Medication 
Prescription and Dispense; and hopefully extended 
also to the other domains: next in line Hospital 
Discharge Report.

• …

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 33
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Next Stop

® Health Level Seven and HL7 are registered trademarks of Health Level Seven International, registered with the United States Patent and Trademark Office. 36



Thank you !Thank you !

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


