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SOME RULES FOR THE VIRTUAL MEETINGS

UNGCOM



Our interactive session: lJ I“ 0 (: () hd

v Everybody is on mute

v'Please post your question in the Q&A facility
v'Be concise when speaking

v'You may show your approval!

Question / comment may be shared with Q&A
Participants invited to provide inputs via Mentimeter

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299



Asking a question or making a comment: please use the Q&A facility

1. Move the
mouse on the
screen to have
the options bar

appearing

naceutical

se Forms

dicinal
duct
ntification
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2. You then select
«Q&A» and write
your question



Showing support and providing a comment on a question or answer

You can support
a question by
clicking the

«thumbs up»
which moves it
up on the list for
the presenters

'. o0 Q&A )

All questions(1) My questions(1)

LE8  Robert Stegwee (You)  11:06 AM

Dear Christian, can | ask you a question?
Collapse all (2) ~

ﬁ Christian Hay  11:09 AM

questions are welcomed, and may be answered
during the presentations

@ Robert Stegwee (You)  11:10 AM

Thank you! We can keep questions and comments
together using the Comment feature.

&

Type your question here...

—

UNZCOM

You can comment
on a question or
answer to engage
in @ conversation

Typing and
sending a new
guestion does not
retain the context
of your comment

This project has received funding from the European Union's
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Security lJ I“ 0 (: () hd

» Security is our priority
» This session is password protected

Recording of this session is made available on UNICOM'’s youtube channel
https://https://www.youtube.com/c/UNICOM-IDMP

At the end of the virtual session, a questionnaire will be sent to the participants, to
help us understand participant’s reactions and needs

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299



https://https/www.youtube.com/c/UNICOM-IDMP

UNGCOM

Standards for Safe Medication Data

Community of Expertise, 8 March 2025, 15:00-16:30
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Introductions to our esteemed colleagues and today’s speakers... lJ I“ 0 (: () hd

Esther Peelen Robert Stegwee Christian Hay Zain Ishfaq

...and pannelist : you all !

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




The nature of WP 1 IDMP related standards and terminologies
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The nature of WP1 IDMP related standards and terminologies lJ N 0 (: () h/l

» Work Package 1 is grouping Standards Development Organisations (SDO) and related organisations, which
have a transversal impact on the UNICOM project

® T
1 l” MedDRA
SNOMED Leading healthcare
T ENGEIEIR  terminology, worldwide
]

LR ' -! I Health I I L ; Innmgt:act‘rlloﬁherﬂgpﬂs:llt:;ft;%rata y Uppsala
v Informatics - HE ENENEE EN BN N MOﬂitoring
N Ay ‘ TC251 B Europe EgE E g Emgm Centre
IHE e o TFHI

EUROPE Folkehelseinstituttet

» Our main task: to facilitate the implementation of IDMP Data Exchange
*  Nearly 100 different standards define, use or should use IDMP in data exchange
«  Liaising with all other WPs, to support their needs and provide inputs about standards

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




Overview of tasks and deliverables in WP 1 lJ N 0 (: () hd

Task 1.1 IDMP data exchange (Nictiz/ISO/CEN)

Task 1.2 Activities related to adverse events (SNOMED)

Gap analysis

Regs for Logical Model

Gap analysis

Task 1.3 Activities related to eHealth (HL7 Europe)

Task 1.4 Education and certification (Nictiz/ISO/CEN)
Task 1.5 Testing and assessment (IHE Europe)

Education

D1.4: M52 Test Lab

IDMP in a capsule

Demonstrator

Task 1.6 Visibility for standards (Nictiz/ISO/CEN)

Business Plan

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299

REERELEE


https://bit.ly/IDMP_in_a_capsule
https://unicom-project.eu/testlab/
https://bit.ly/IDMP_Education_Working_Paper
https://bit.ly/IDMP_Demonstrator

IDMP in a capsule in multiple languages lj N 0 (: () hll

UN#COM UN#COM UN#COM

IDMP IDMP

ina dans une
capsule capsule

MAIN ALITHORS Chalstian Hay IS0 and GST) fceny egwee (CEN)
peslen (cez)

English French

IDMPin
capsule

ALTOR| PRINCIPALI Christian Hay (S0 ond 51) Robert Stegnee (CEN)
ALTRI AUTOR Maayke Klinkenberg (Wictz} Esther Peelen (Mictiz)
fersione taiana

Italian

UNZCOM UN#COM

-
-

IDMP o¢ IDMP "o

kAW ouAa en una )
plldora IllLlllil A\ -:;"l

. B b s o R = SmShettaiesitheltralil |
e s BN IChonttoYAnis tendam
T UNZCOM

Greek Spanish Demonstrator

This project has received funding from the European Union's
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https://bit.ly/IDMP_in_a_capsule_FR
https://bit.ly/IDMP_in_a_capsule
https://bit.ly/IDMP_in_a_capsule_GR
https://bit.ly/IDMP_in_a_capsule_IT
https://bit.ly/IDMP_in_a_capsule_ES
https://bit.ly/IDMP_Demonstrator

Our way of working in WP 1 lJ N 0 (: () hll

» Everyone at the table
» Share knowledge and experience

» Identify gaps and work towards a resolution within the relevant SDO

» Align within UNICOM/Work Packages

» Implement resolutions in specifications and products across and beyond UNICOM

» Provide a forum for discussion and dissemination
> IDMP in a capsule,
> Communities of Expertise
> UNICOM demonstrator

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




The essential role of the Gap Analysis
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The essential role of the Gap Analysis lJ N 0 (: () hll

» 2020 - before UNICOM kick-off, stakeholders revealed un-clarities and possible misunderstanding
about IDMP standards and related terminologies

» Very first task for Work Package 1 to present a gap-analysis engaging all SDOs and Work Packages
» Objective of the Gap-Analysis

> Document gaps as raised by stakeholders
> Trigger SDO work to address the gaps

> Document what SDOs have done in the course of the UNICOM project

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




The essential role of the Gap Analysis

» Defining a methodology to collect gaps

» Adopting the five stages of Medicinal Product life cycle

With simplicity in mind, the WP 1 team distinguishes five implementation domains:

Prescription Utilization
and and Outcome
Dispensation Assessment

Development Regulation Dissemination
and and and
Production Authorization Information

¥
w

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299
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The essential role of the Gap Analysis lJ N 0 (: () h4

» Gap analysis was as well fed by a series of 7 virtual workshops (replacing a 3 days meeting
cancelled due to COVID)

ePrescription /
eDispense

IDMP DMP
& SNOMED CT,
HL7 FHIR B —

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




The highlights of our achievements across the landscape
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The landscape extends the five implementation domains with three application fields lJ Iq 0 (: () hd

Regulation Dissemination Prescription Utilization
and and and and Outcome
Authorization Information Dispensation Assessment |

Development
and
Production

Marketing Authorization and Pharmacotherapeutic
Surveillance of Medicinal Products

Controlled Supply Chain
of Medicinal Product Packages

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




Ensure that any medicine and what it contains can be identified across the landscape lj Iq 0 (: () hd

Substance, Dose Form, and Strength and the IDMP Logical Model

Y.
Development Regulation Dissemination Prescription Utilization
and and and and and Outcome
Production Authorization Information Dispensation Assessment

Marketing Authorization and Pharmacotherapeutic
Surveillance of Medicinal Products

Controlled Supply Chain
- of Medicinal Product Packages

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




Requirements for the IDMP logical model : links to more detailed logical models

UNZCOM

Development Regulation

Dissemination
and
Production

Prescription
and

and

Utilization
Authorization

and

and Outcome
Information Dispensation Assessment
Marketing Authorization and Pharmacotherapeutic == &%
Surveillance of Medicinal Products ==
Effective Clinical Use of Medicinal Products + g; =
Controlled Supply Chain Lo V-
of Medicinal Product Packages J:EL""
” | = { I'QJMP Logical Modq‘zl ) 11
_— . w |
| . . e%urj gory Decision | ‘ ~ ICSR
U MP Support o Dispense logical T
of Product Qatabase Dictionary | |ogical Prescription logical Model | - rM del
Characteristics logical Model i logical QElLallCoCs
| logical Model QEICS Model ‘ ]
logical Model > Model —— Model
A —r
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IDMP implementation in National Competent Authorities and advancing their connectivity lJ Iq @ (: () hd
Substance, Dose Form, and Strength and the IDMP Logical Model

(D) gE) (%) (&) (@

Development Regulation Dissemination Prescription Utilization

and and and and and Outcome
Production Authorization Information Dispensation Assessment

FHIR for
‘ submissions on and Pharmacotherapeutic

1l r YILICTS

Exthange setup
Eﬂ:eCtive - for NCA to MPD
——— and to NCPeH

Clarification of
Manufactured

Product
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Transforming regulatory medication definition data to clinical medication data lj N 0 (: () hll

includes ingredient
icatio Rﬂlll (often not used and Substance
o . - e implicit in medication)
MadmonUsage : '

usung dewce - 8

e = Device ‘

Clinical Uses (day to day at* y
prescribing, instances) expert information for : 1 :
e : fully

s fully described by described by :

#° - v 1
MedicationKnowledge (inc. locality DeviceDefinition .

specific guidelines, dosing, pricing,

kinetics} N extra I Y 1
info. - '\
v

fully described by
— for ; ;
Prescribing Support authorised by “
MedicinalProductDefinition ) ;
{inc. names, classifications) o authorised by : Reg"a[edA"lhgﬁzgﬁm]
indications, interactions etc. f I\ '
hicaion, administered
|nteractmn5 efc. 1o pahent P packagmg authonsed by

) ) B

[
'
[
[
1
[
'
[
¥

produceu from contains
SubstanceDefinition
made of ( ManufactureditemDefinition J
E | detail
—-""'-L
made of made of
y SubstancePolymer,
{ " SubstanceNucleicAcid
ngredient (ex ifics
Detailed definitions (pharma, regulatory, S RAeD)
manufacturing, extra content for prescribing |~

scenarios, adverse events, drug compendia, catalogues etc. Not instances.)
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Ensure that any medicine and what it contains can be identified across borders lJ Iq 0 (: () hd

Development Regulation Dissemination Prescription Utilization
and and and and and Outcome

Production Authorization Information Dispensation Assessment
FHIR for Cross Border

- submissions on and Pharmaco identification in

PS and eP/eD_ 2,

Exchange setup

Clarification of
Manufactured
Product

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




Scan QR code &« Drug scanned

Name:

Amledipin AB tabl. 10 mg

Information:

Harme: AMLODIFIN AB TABL. 10 MG
Substance Name: TRIMETAZIDINE
DIHYDROCHLORIDE

Molety Mame: AMLODIPINE

Administrable Dose Form: Salution for injection
Product Unit Of Presentation: Contains 100
maog per spray

Routes Of Administration: Enteral

Refergnce Strangth: 10 mafml

Marketing Authorization Holder Label: Bayern

Country: BEL

GEMNERATE LIST OF SIMILAR

DRUGS

oo .. - -

This project has received funding from the European Union's

Substitution demo developed as part of the UNICOM Test Lab

v .. - -

&« List of Similar drugs

You can find similar drug of ;
Amlodipin AB tabl. 10 mg

[ Find drug or substance Q ] @

You have 200 reaults
—
() BALARM TABL.10MG >

;1?‘\ AMLODIPINA SANDOZ 10 MG
W TAB" 14 CPR IN BLISTER AL/PVC

/) AMLOPOL "10 MG COMPRESSE"
&) 14 compRESSE

—. AMLODIPIINA HEXAL AG M0 MG
\ {? ) COMPRESSE" 14 COMPRESSE IN >
" BLISTER AL/PVC

—. AMLODIPINA PENSA “10 MG
i ) COMPRESSE" 14 COMPRESSE IN >
" BLISTER PVC/PE/PVDC/AL

(@ KRUDIPIN “10 MG COMPRESSE"
\W_/ 14 COMPRESSE

__ AMLODIPINA ACCORD "10 MG
({§) COMPRESSE"14 COMPRESSEIN
= BLISTER PVC/PVDC-AL

@ LOSEDIN "10 MG COMPRESSE™
A\ 14 COMPRESSE

<@ NATAM "10 MG COMPRESSE" 14

Horizon 2020 research and innovation programme under grant agreement No 875299
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Supporting safe Dispensing lj I“ 0 (: () h/l

Dispensation

. . . . Options
U Where should the substitution “engine” reside and List
how will it be governed? Dispensation Dispensation
O How should national substitution rules be codified? Options N Options
Requester Responder

Get substitution list:
* Provider fetches list of Dispensation options
Iy 6 2 e 3
H3 H3 H3 HO H3

L 0.10182X8 2 880

pharmaCo NCA-A NCA-A-DB NCA-B NCA-B-DB MPD-A-go MPD-A MPD-B-gov MPD-B

H3 H3 HJ

NCPeH-B M EHR-B A providerApp-A = Patent  pa |NpI providerApp-B  Provider-B

Lo Lgo @J

Substitution Logic “Engine”... running locally or in a shared service.

HO
Sh

EHR-A DH-agency-B

NCPeH-A

This project has received funding from the European Union's
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The UNICOM data “pipeline”
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Ensure that any medicine and what it contains can be identified anywhere in the world lJ Iq 0 (: () hd

Development Regulation Dissemination Prescription Utilization
and and and and and Outcome

Production Authorization Information Dispensation Assessment
FHIR for Cross Border

submissions on and Pharmaco identification in
, £ Meodirinal Prad: PSand eP/eD

Exchange setup

Clarification of
Manufactured
Product

MPID/PhPID
Lookup Function

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




MPID and PhPID lookup at the January 2024 HL7 FHIR Connectathon - Athens / virtual

[ Aarleino (mre

UNZCOM

healthcare

@\ DB t&lpharm o UiO ¢ University of Oslo

FELLESKATALOGEN o N
n n M Monitoring -
.Glemser P —

L 7 o I:l:JI‘E(IFIT.[l:I.:\:..‘S\'I\,jl:[‘..DI(';IMF'i AGENCY Ph PI D L4

891FA9AAEFF401136F39525064C91540

FEuropeid

891F49AAEFF401136F39525064C91540

PhPID L4

List of matching MPIDs

@ Pﬁzer

VULCAN

»HL7FHIR

UN§COM

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




Medication Safety through better information for and from patients l J N 0 (: () hd

Development Regulation Dissemination Prescription Utilization
and and and and and Outcome

Production Authorization Information Dispensation Assessment
FHIR for Cross Border

submissions on and Pharmaco il lCull
IR PSand eP/eD

Exchange setup ePl in local

for NCA to MPD Zal B Substitution demo language through
and to NCPeH L Gravitate Lens

Improved ADE
Reporting

Clarification of
Manufactured
Product

MPID/PhPID ’\ﬂ%

Lookup Function

This project has received funding from the European Union's
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Improved ADE Reporting to MHRA using the SNOMED to MedDRA mapping and vice versa lj Iq 0 (: () hd

First release

Routes of healthcare professional reporting from 2017-2019

April 2021
25000 Development of the maps

g 20000 MHRA worked alongside SNOMED and the MSSO to help develop the 2 maps.
2
E 15000 -
% 10000 - SNOMED -> MedDRA MedDRA = SNOMED
%
& _— 7584 7725 8379
5 The maps were developed using the most commonly used terms.

2017 2018 2019 ] .

vear Benefits of the mapping
o Yellow Card Website Clinical System W Paper
* Reduced inconsistencies
Report documentation: @ - Better quality of data
* Adverse Drug Events (ADEs) Medicines & Healthcare products
* Medical History Regulatory Agency . Streamlined process
* Labtests
WEB-RADR |t

This project has received funding from the European Union's
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Highlights of our achievements across the landscape of IDMP lJ N 0 (: () hd

Development Regulation Dissemination Prescription Utilization
and and and and and Outcome

Production Authorization Information Dispensation Assessment
FHIR for Cross Border

submissions on and Pharmaco il lCull
IR PSand eP/eD

Exchange setup ePl in local

for NCA to MPD Zal B Substitution demo language through
and to NCPeH L Gravitate Lens

Improved ADE
Reporting

Clarification of
Manufactured
Product

MPID/PhPID ’\ﬂ%

Lookup Function
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Moving forward - an Institute for Safe Medication Data (ISMD)
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Gap analysis as a pivot between looking back and looking forward lJ N 0 (: () hd

Identification

Based on user experience and expert input We've identified and analysed issues

We've developed resolutions with users’ advice Some issues still need resolution

Resolution

Implementation

Some resolutions have been demonstrated Some resolutions are implemented in systems

Follow-up

Some resolutions need standards revision New issues will come up

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




Who's going to continue the work of WP 1 - setting up a Business Plan

» Working Title: Institute for Safe Medication Data

» A way to continue the work of UNICOM Work Package 1 around
IDMP related standards and terminologies

» Suggested tasks:
> Support a Community of Expertise around Medication Data Standards
> Coordination of ongoing development of Medication Data Standards across SDOs
[> Coordination of issues and resolutions around Medication Data Standards and their use
> Education on Medication Data Standards and their use in practice

> Arbitration in cases of disputes on the interpretation and implementation of Medication
Data Standards

[> Certification of both products and services, as well as people and organisations
> Monitoring of adoption and maturity of Medication Data Standards in practice

> Provide tooling for the tasks above, as well as for the support of implementers of
Medication Data Standards

> ..

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299
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Base Standards
Feedback and Use Case based
Maintenance Standards Sets

Live Assurance and
Deployment Testing




Input for discussions on the tasks and scope of an ISMD

www.menti.com 2363 3097

UN#COM


http://www.menti.com/

Further discussion on an Institute for Safe Medication Data (ISMD) lj N 0 (: () hll

The tasks and scope of an ISMD

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




Input for discussion on the structure of an ISMD

www.menti.com 2363 3097

UN#COM


http://www.menti.com/

Further discussion on an Institute for Safe Medication Data (ISMD) lj N 0 (: () hll

The structure of an ISMD

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




You are invited! lj I“ 0 (: () hll

» 26th April Closing UNICOM meeting in Brussels and Online

LET 's MAKE

UNGCOM

HAPPEN

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299
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Thank you for your participation in this last UNICOM CoE

Please don'’t forget to fill out our short evaluation form on Google

UN#COM


https://docs.google.com/forms/d/e/1FAIpQLSf9wQOcZoxxaZB02GAPJB4BnIkz2u-WO-x1wXTFCg-JQ3HjDg/viewform?usp=pp_url
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