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Data in all minds

Data Standardisation Strategy | Development

From December 2020 an in-depth analysis has been performed on the overall IT, policies and data standards landscape
within the EMRN.

Background Documents* Interviews ———

European medicines agencies

16 December 2021 fitiii i JEEEUIIENE network strategy to 2025

Chemical Strategy for S European Interoperability Framework |7 [ [} .
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Expectations (internally and externally)

Faster decisions Make use of data

Faster processes

Machine-to-machine
communication

Data and Al

Document submissions
vs. data feeds

High qualitia — Trusted data

Integrate
Real-World/Time-Data
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Motivation for today ...




SPOR PMS
... a new player goes online ...
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PMS Vision

PMS in the centre of the Digital transformation -

EUROPEAN MEDICINES AGE

Transform our stakeholders experience during the interaction with the regulatory Network by (s
providing an integrated customer and data digital journey through medicines regulatory
processes, to the benefit of public and animal health in EU

g" Portfolio Objectives

& O @ O

Data Driven Operational Legislative Cybersecurity & Technology
Agency Efficiency Priorities Modernisation

Source: EMA PMS Info-Day, April 2024

‘(i;;) Portfolio IT Products enabled by PMS today

/ Single source of truth for trustworthy , enriched, \

PMS validated , authorised medicinal product data

(=] = = o
eAF ePI RPM Product UI g ASU =g ESMP

PMS Info-Day Join at Slido.com: #PMS-INFO

... PMS’ objective is to become a SHARED data source for several pan-European use cases .."

o J
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If so, then we need to ensure compatibility
“Virtual connections”
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Medicinal Products — Data Flow
simplified view for better readability
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Official Product Index
(legal basis)

Austrian Federal Office for Safety in Health Care
Austrian Medicines and Medical Devices Agency
Traisengasse 5

Ji AN
1200 Vienna O TR ‘o) ‘o)
14/03/2024 | 10:08 AM - Data last updated on: 13/03/2024 11:17:52 PM —
Austrian medicinal product index — Online Search for medicinal products

Austrian
->

Federal Office for _ _) -
BASG Data repositories UI | EU cross-border

Safety in Health Care

sterreichischer e-Health-Terminologie-Browser () e-prescri ption
‘ , T < ,7
/ ’
\ / e
\ k’ ,/ Data Consumers
‘V ,/ (e.g. Public, Practitioners,
P Pharmacies, eHealth,
/, MP-dictionaries, ..)
4
N
A
s
,/ Providing trusted data
EUROPEAN MEDICINES AGENCY, ,, Logistic data ——————
SPOR /, e.g. Wholesaler and Pharmacies b
e ata processed
P 2 in regulated eco-system

‘ —> N

UPD — Union Product Databa]s;T
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1st conclusion

In our data value chain we* are
simultaneously creators, contributors and
consumers of high-quality trustworthy data.

Interoperability of data, processes and IT
systems are key success factors.

* Regulators, Applicants, Industry stakeholders, eHealth stakeholders, MP-Dictionaries, ..

12
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Interoperability considering SPOR PMS 1/2
Shared data repository

>
iy

Interoperability measures, e.g. IIW

KISO-IDMP standards and annexes lso |DMP\

* European IDMP Implementation guide

* FHIR definitions ///AHL7FH | R

* FHIR implementation guides and profiles

IT-systems in the EMRN

e Shared common dictionaries
\.* SPOR interface (API) -

13
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Interoperability measures will result in:

/- Compatible data models

* |IT-enabled business rule execution and validation
» Shared unique identifiers across systems IT-systems in the EMRN
* Efficient exchange and synchronisation processes
\9 Trust in data (flows) Y,

~

14




Re-Cap — PMS implements ISO-IDMP

IDIVIP :

Identification of Medicinal Products
Data elements and strucures
for the unique identification and exchange

Source: EMA
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The ISO IDMP standards establish definitions and concepts and
describe data elements and their structural relationships that are
required for the unique identification of:

* Maedicinal product information (MPID/PCID)

-1SO 11615

» Pharmaceutical product information (PHPID)
-1SO 11616

* Substances (Substance ID)
-1SO 11238

« Pharmaceutical dose forms, units of presentation,
routes of administration and packaging
- 1SO 11239

* Units of measurement (UCUM) - ISO 11240

ISO IDMP standards apply to both authorised and developmental
medicinal products for Human and Veterinary use

PLUS EU implementation
guidance!

15



Following the path of regulatory data (as-is & state by end 2024)

PLM VS Ecosystem
Evaluation & Authorisation
procedures eCTD/dossier

Secure Dossier Submission

EMA Gateway CESP

containing eAF (CAPs) (Non-CAPs)
Customer Master Data tJ' O Eu
i [Ty—— Management :
[l eSubmission
Bl —+ PLM Portal revicll
MAHE, Initial MAA
+ Variations ) )
* Renewals Web-based Explicit st
+ Lin Extansione, il of FHIR messafle
ey e with product diea RIS E R
el — iRIS/RPM | National
Praduct UL (CaPs) Systems
- s [ (NOT-CAP)
o IRIS
vt SIAMED @
Other Capabilities s e
Authorisation
granted

Monitoring VS Ecosystem
Access & Safety Monitoring

[l » XEVPRM message submission for PV obligation
MAHs %
+ Shortages, Supply and Demand
+ Sales and Use (For Human Medicines used in Animal Health)

g\“"/ ;"'-i

=
A EV Human
Ecosystem

B .['5|
= <1
-

16 PMS Info-Day Join at Slido.com: #PMS-INFO

Following the path of regulatory data (target state)

PLM VS Ecosystem
Evaluation & Authorisation

EMA Gateway

procedures eCTD/dossier CESP
containing eAF (CAPs) (Non-CAPs)
Master Data tJ- @ E.
Management -
eSubmission
review tool

Regulatory Procedure
Management

etc

==
- Update Product ——

final eCTD sequence inc. % IRIS/RPM National
Information Product UI i |

FHIR message with {CAPs)
- product data PMS

ry
I
— : Oiris 3
I
I

Other Capabilities
{ & rmation of
Reqy aboﬂ ammﬂl o m
S = Autharisation

-_

Systems
(Non-CAF)

Monitoring VS Ecosystem
Access & Safety Monitoring

'f

[P | = L |

[ | =— —— fog 1

b + Shortages, Supply and Demand

MAHs « Sales and Use (For Human Medicines used in Animal Health ESMP EV Human
+ ICSRs Asu Ecosystem
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Source: EMA PMS Info-Day, April 2024
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Key Findings

PMS will become a shared source for several EMA organised

pan-European use cases
* like ESMP ASU, eAFs, ePI, ..

XEVMPD (ART57) data - originally collected for PHV purposes -
is now also used for regulatory activities

PMS will also support the EV Human Ecosystem
* no separate messages for XVEMPD and PMS are foreseen in
future

PMS data will be updated via eAF FHIR datasets provided in

dossier submissions
« ICurrently several options of the data feeding process
are under discussion - “TOMs”

Regulator systems can connect to SPOR PMS for approval purposes
* No details available (see also “TOM" discussions)

16
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SPOR PMS - Guidance

Source @ EMA:

(. Start reading with examples (Chapter 8 — Practical examples) )
This gives a good overview.

» Make sure that XEVMP data is of good quality — due to usage in regulatory activities
» Plan resources (personal, perhaps IT) for the following tasks ...

_ J
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https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/substance-product-data-management-services#eu-idmp-implementation-guide---version-2.1.1-section
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Status PMS

Timelines

Actions and Timelines for Industry and NCAs R Todos:

BEYOND 2025 « Do ,Stichproben” of your products in XEVMPD
and PMS

* Add missing products needed for eAFs (e.g.
herbals)

() End of 2026

Beginning « Activities for ESMP and ASU
(see next pages)

f578) o XEVMPD

Introduction

Chaptar 1 .ﬁ.
Chapter 5
PUI Guides Chapter 2
Chapter &
CAPs and NAPS in elF
Freuse
B xevero Enrichment process in PMS APT and Produet UL
i Fres arx Chapter 3 : ; T
| Industry: Submit manufachirers and structired pack sizes for NAPS (ULCH) December 2025
@ Product ul Chapter 4
S | Industry: Submit all manufacturers and all struetured pack sizes for &Il NAPS on the companys partfalio Q End of 2026
(.
q it | MCAs: Optional review of NAPs data submitted by spplicants (i.e.: manulacturers)
Milestone
(%) Gont | Logdustry: Optional submmission of 4ata earrier I far CAPS B NAPS using Praduct UI and PMS APT
Beginni
£} Daadiine | Industry: Submit structured pack sizes for antimicrobial human products falling in the ASL scope using PUT and AP @ = g_::;_;.““

1 TBC: Enrichment of other non-XEVMPD data (e shelf life, storage conditions, etc)
112 pMS Info-Day Join at Slido.com: #PMS-INFO .

Source: EMA PMS Info-Day, April 2024
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PMS: Access to medicinal product data

: - . -
Upcoming communication & engagement activities for PMS v e e Read Access for PMS data

Q2 Q3 Q4
I I N T T TR BT | | ¢ PUI CAPs: End of May 2024
%, o2 B [ &5 [ & - PUI* NAPs: End of July 2024

PMS + EU IG Ch 1, 5 update Public EUIGCh 2 Public EUIGCh 3, 4 Public
Info-day - Produci quides istem demao ndate system update system
_ demo i demo « API* all:  End of June 2024
i (=S
i”l
. . -
PMSs Info-day PUI Go-live API Go-live PUI go-live Training session
recording & (CAP view-only (All products for NAPs PMS update ., yaps H var
presentation view-only) (view-only) webinar submissions in
= i web-based eAF
PLM RUI training Q&A API PLM PLM * M -
Newsletter session clinics training Newsletter Newsletter P U I ° U S e r I n te rfa Ce fo r P M S

publication session publication publication

e et s *API: machine-to-machine

Discussion on Enrichment process and process to submit ESMP data

interface for PMS data

Discussion on PMS Access Level 1 to expand the publicly available

dataset via PUL

PLM portal — continuous perfbrmanrz; Improvements

24

PMS Product UI Training (Access & Navigation) - Slido.com #PMS-TRAINING

Source: EMA PMS Info-Day, April 2024
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The new eAF creation tool

Georg Neuwirther



New technology for the Electronic Application Form eAF
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Provision of digital, user friendly, adaptable application forms \

« Consistent high-quality ISO IDMP compliant data - right from the start
of regulatory activities

- Standardised data entry, thus making forms easier to access, process,
validate, transmit and re-use

« Reuse of data in end-to-end processes

- Integration with product lifecycle management processes to
optimise regulatory procedure management

« Easier and more automated applications’ validation and processing by
National Competent Authorities (NCAs), reducing errors and
discrepancies

« Standardised data-backbone supporting machine-to-machine

\ communication /

21
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eAF UN#COM

Re-using of application forms data
Product Lifecycle PLM
Management Portal Rkl

EEEEEEEEEEEEEEEE
] HEALTH AND FOOD SAFETY DIRECTORATE-GENERAL
EUROPEAN COMMISSION
- HEALTH AND FOOD SAFETY DIRECTORATE-GENERAL

Applicants
Initial Applications i PDF-based forms including
' | structured data elements
Lifecycle Management Since 2015: DES-format
_— NOTICETO AppLIcANTS Since 2022 +stepweise roll-out
( Medicinal Products for Human Use W of FHIR format

Regulatory
IT-Systems

o J

EUROPEAN MEDICINES AGENCY
SPOR

22
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eAF - Roadmap

Human Variations electronic Application Form (eAF) — Key steps and milestones (December 2023) W&
EUROPEAN MEDICINES AG
UAT
November December 02 2024 04 2024 .
2022 2023 UAT minus 2 announcemen
months ("Transition
. ready”
Go-live of human form avaifable)
variation eAF
supporting CAPs Update on Q1 Updated™* CAPs All NAPSs
only 2024 releases available in eAF in eAF > monthe e Gl
after UAT transition period
——@——_——————————@———@————— -— start date
Load and test PMS data in PMS O Incremental performance 5 monthe
for quality issues improvements after Start of
confirmation transition period
O Incremental release of 6 months Use of
functionalities @ ?:ﬁ:;itl'on variations
Start web-form only
*including split & match-merge processes. The "Match-merge”
process serves to include data from XEVMPD to products
already released in PLM Portal. The "split” process serves to Ac L d
make released products ISO-IDMP compliant. Both processes ronyms egen
are explained in detail in EU IG Chapter 7 CAPs: Centrally Authorised Products e .
Dev activities for Recurring
2nd external UAT to confirm functionalities required NAPs: MNationally Authorised Products @ Key step/ Human variations eAF activity
for mandatory use @ Milestone
XEVMPD: eXtended EudraVigil :
Note: CAPs and NAPs data in PMS is sourced from Medicinal Pr?} dlf:t ;i d:i:nara gifance Timeframes
EMA’s internal database and XEVMPD Y

Source: https://esubmission.ema.europa.eu/cessp/202312 eAF%20implementation%20timeline.pdf

23
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ePl
EMA-HMA-EC ePI pilot & beyond




2¥4e  Austrian

=g\ Federal Office for
ays J’ Safety in Health Care
WY BASG

Disclaimer

The owner of copyright and other intellectual property rights for parts of this
presentation is EMA.

The information made available in this presentation may be reproduced in

accordance with the provided that the source and the author is
acknowledged.

25
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PLM Portal, Access,
. Creation, Repository

Portal

I~
.~
~

Source: EMA, Link

26
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PMS Data used in ePI
O - ePI will be linked to the relevant =

medicinal product(s) enabling Medicinal Product
O consuming systems to leverage both MRl Authorised P——
ePI data and product data from PMS Orphan — Product

Designations Marketing

Authorisation
Therapeutic Route of Admin Ingredients

indication

Product
Classification

» ePI documents (e.g., PL, SmPC) will be
associated with the relevant GTINs using the ——
Data Carrier field enabling use of ePI data in languages
applications linking to ePI by scanning the
data matrix code on the medicine package

Manufacturing
Business Operation

Manufacturer
Item

Master File

PhV Contacts

Package Item
(Container)

Marketing Status
Data Carrier

Storage Component

Cross reference

Packaged
Medicinal product

— ePI

e
=N
=N
o ]
=
o ]
o ]
e

Shelf life / Package

[ Bundle ]

Source: EMA, 2024
[ Composition ] [ List } [ e o -
|
|




ePl — Data Enrichment

Activities for applicants

Industry

Y ' Y

Manufacturing business operations:

Submit all current manufacturers and
manufacturing business operations for NAPs
impacted by the union critical medicines list
and maintain them by December 2025

CAPs manufacturers will come from SIAMED II

Check manufacturing business operation
section in Chapter 2 for additional information
on fields to be submitted.

Industry

|

109 PMS Info-Day Join at Slido.com: #PMS-INFO

Source: EMA PMS Info-Day, April 2024

Pack size:

Submit pack size structure data for
pack sizes submitted through
XEVMPD for NAPs before December
2025

Applicants will need to include a
value and the units of presentation
(i.e: 18 tablet, 2 vial)

CAP data will come from SIAMED II

EUROPEAMN MEDICINES AGENCY

Austrian
Federal Office for
Safety in Health Care

BASG

Data carrier ID:

Voluntary submission of data
carrier ID for CAPs and NAPs.

This information will be used to
link ePI to the relevant
Medicinal Product and Packaged
Medicinal Product.

o

~

NTIN ,PZN" for AT

)

28
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Notice

. for AT: ... ePl does not mean that packs are now automatically distributed without
printed information. These are separate topics with different timelines and legal bases

/)

29
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Re-Cap

= “..ePlis authorised, statutory product information for human medicines (i.e. summary of product
characteristics, package leaflet and labelling) in a semi-structured format created using the EU ePI
Common Standard. eP!| is adapted for electronic handling and allows dissemination via the web, e-
platforms and print. ..”

EU ePl common

Key principles outline ePI :

benefits: published January Link @ EMA standard based on

2020 https://www.ema.europa.eu/e FHIR to .support a
n/human-requlatory- harmonised ePI
overview/marketing- across the EU

© . mi ‘m authorisation/product- network

information- _ N
requirements/electronic- https://github.com/EuropeanMedicinesAgen

product-information-epi cy/EU-ePl-common-standard

”AFHIR

30



https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi
https://github.com/EuropeanMedicinesAgency/EU-ePI-common-standard
https://github.com/EuropeanMedicinesAgency/EU-ePI-common-standard

Rs¥s  Austrian
e\\ Federal Office for
R Safety in Health Care

" BASG

ePl - Roadmap and outlook

« EU ePlI Common Standard * MVP development * PLM portal-ePlI live for pilot » Pilot outcomes report to inform
developed & adopted by « NCA product owner and NCA participants implementation strategy
EMRN and pharma SMEs * Pilot started * Feature development
srbeadEe * Monitor revision to the
pharmaceutical legislation

Next system demo live on YouTube and EMA website on 26t June

31
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Overview
EU Regulation 123/2022
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The European Shortages Monitoring Platform (ESMP)

&L Y =

% \e°
Data collection Analysis & Reporting Shortages management Data integration
+ Shortage information = Matching supply & +  Maintain critical + PMS integration of CAPs
+ Supply and demand of demand medicinal product lists and NAPs
medicines * Reporting findings and » Evaluate and manage = RMS integration
= i-SPOC Registration results

medicines shortages + Interoperability with NCA

» Public reports and Industry systems

= - P e T
Fian [ platform for
Platform for MAHs i Platform for NChAs i | general public

& e
ﬂ =2
—

3 slido # 9116064

Source: EMA System Demo, 26.03.2024
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Landscape — PLM Portal — SPOR PMS - ePI

PIattform The European Shortages Monitoring Platform (ESMP)
-y
W y
b P @
y -\o
y
. ny

Shortage information = Matching supply & « Maintain critical PMS integration of CAPs
Supply and demand of demand medicinal product lists and NAPs
medicines + Reporting findings and » Evaluate and manage + RMS integration

+ i-SPOC Registration results medicines shortages + Interoperability with NCA

. ’ +  Public reports and Industry systems

’ ’ Platform for MAHs @ Platform for NCAs

Platform for
i | general public

2
&

- " i Y

Utilise Master Data e

Open access

Source: EMA, Lin



https://www.ema.europa.eu/en/documents/report/report-public-consultation-eu-common-standard-electronic-product-information-epi-summary-comments-received-and-next-steps_en.pdf
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<
How ESMP uses PMS data (1/2) P o e e S
PMS Data Model s
PMS will be used to retrieve data on (o), 53
= = L-1--| D
medicinal products to pre-populate == S
reporting templates in the ESMP, to [ NamePans B “phorsed e i
Q facilitate data collection, _Jl..-.-.-.-.: I._.;__I S
insertion, analysis, and ey QL verseten '__J.__l .--J.__I 2
management || Chsshcalioii J 1 e e ] Z
— L__ N ___ N __ 1§ ] 'q).
Examples of data uses: S e I %
- . . . . I_ -L L----l L%
- pack sizes for precise data submission, linkage to L )L
Industry and NCA databases and quantitative data | | —
analysis in matching of supply and demand -
- ATC codes to identify and classify products i o
- manufacturing site information to assess supply ke ek
chain vulnerabilities | l___]___l
« marketing status information for medicine el
availability
| PMS Data fields used 1
: by ESMP 1
53 PMS Info-Day Join at Slido.com: #PMS-INFO - . B I ——-
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PMS Info Day | How ESMP uses PMS 1/2

Member State

data systems
NCAs report critical national shortages
and provide data on demand for
medicinal products in crisis and in
preparedness situations

Industry
data systems

MAHs perform routine shortage
reporting and provide data on supply
of medicinal products in crisis and in

preparedness situations

=

Prevent, monitor and
manage shortages

2

Welcome to ESMP =]

European Shortages Monitoring Platform

® -

Users access ESMP and download
reporting templates or submit data
through machine-to-machine interface

4

Regulatory coordination

SPOC WP, MSSG, and EC

Measures to prevent, manage and
mitigate shortages in EU/EEA, such as
exploring MAHs supply capacity and
possibility to increase production,
regulatory support, etc.

Cloccificgl o fnbornol/oboff O copbeocbors b bho Divon

EUROPEAN MEDICINES AGENCY
ESMP

Packaged medicinal product data (PMS)
Al Prefilled in ESMP templates/Machine-to-Machine

}

wamg ) e o

Users complete ESMP templates with availability
information per product

ESMP Data Analytics platform

Matching of supply and

Austrian
Federal Office for
Safety in Health Care

BASG

Reporting templates will be
prefilled with PMS data

From 2025/26 further features
for “machine-to-

machine communication” are
planned

-- Interoperability

I" e demand data
e e o I
lall = =

Source: EMA PMS Info-Day, April 2024
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Activities for applicants )

EUROPEAMN MEDICINES AGENCY

- Support ESMP and future regulatory processes

= Applicants should prepare to submit and maintain manufacturers data and structured data on pack sizes T|me||nes see neXt S||de
= In particular:
1. Focus on union list of critical medicines first
2. Map manufacturing operations to the terms in the RMS list (manufacturing business operations)
3. Map your manufacturers to OMS

= Start submitting individual valid pack sizes for products impacted by the union list of critical medicines list to XEVMPD.

Submission of individual pack
/ . o sizes to XEVMPD
Check ATC codes in the union list

e R « Check products in XEVMPD with these ATC codes

exercise for crisis preparedness

- Review data quality of these products (RoA, dose form, ATC)

In case a crisis is declared or there is a MSS5G- . . .
led exercise for crisis preparedness , MAHs will * For countries where MA number is assigned at pack level >

be required to submit pack sizes for impacted all pack sizes should already be in XEVMPD

NAPs to XEVMPD within 2 weeks. - For countries where MA number is assigned at product level >
start submitting all authorised and valid pack sizes (use
package description field to differentiate them)

\- Follow Chapter 3.II of XEVMPD instructions /

o8 PMS Info-Day Join at Slido.com: #PMS-INFO

Source: EMA PMS Info-Day, April 2024
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ESMP and ASU

European Shortages Monitoring Plattform / Antimicrobial Sales and Use

Austrian
Federal Office for
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BASG

Source: EMA PMS Info-Day, April 2024

(4} End of 2026
Beginning
of 2027

W Enrichment process in PMS AP] and Product Ul

AT 'ﬁv | Industry: Submit manufatturers and structured pack sizes for NAPS (ULCM) Ft)namw:m

Chapler 4 ;
| Industry: Submit sl manufacturers snd all structured pack sizes for all NAPS on the company's portfedio @ End of 2026
= - 2

| Industry: Submit structured pack szes for sntimicrobia human products fallng n the ASU scape using PUL and APt () P90

Link to Union list of Critical medicines: https://www.ema.europa.eu/en/human-requlatory-overview/post-
authorisation/medicine-shortages-and-availability-issues/availability-critical-medicines

= For NCAs: Mapping NAPs and optional review
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Another use case - ASU

e al
How ASU use PMS data 9, S
EUROPEAN MEDICINES AGENCY =
PMS Data Model <
- As per Art. 57 of Reg. (EU) 2019/6, Member _}““I S
I L. o
States shall report to the Agency data —— L i | | <
on the use of antimicrobial in animals E -'L E—— =
Q and this includes use of any human e | g
antimicrobial medicinal product that may | 5
. . o)
have been prescribed to animals as per - n
Articles 112, 113 and 114 of the same B ——— -
regulation. L | FEPREEPRS Jy Serm— |
| E— L] -I
» ASU will enable all users to search across all | RS—
human medicinal products that fall in the ASU ek Sk
reporting scope to pick the ones they want to | l___]___
report on. | L :
I PMS Data fields used
: by ASU I
59 PMS Info-Day Join at Slido.com: #PMS-INFO R ———
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UNICOM

a best practice where “fitting together” happened




Who we are UNGICOM

UNICOM - facts

H2020 Funded Project

1.2020 - 05.2024 (54 months)
21M € Total Budget

90 Deliverables (135 incl. versions)

41 partners, 19 countries
» 9 Standard Development
Organisations

O » 11 National Competent Authorities
for Medicinal Products

» 10 National eHealth Competence
Centers / National eHealth
Contact Points

« 4 Industry partners (Health IT)

» 2 Research Organisations

» 2 Medicinal Database Providers

= 3 Non-profit organisations

UNICOM (unicom-project.eu)

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



https://unicom-project.eu/

Key achievements in 8 minutes UN#COM

Impact on Processes

» Gap Analysis of Existing and Need for New Standards
and Profiles
» EU-SRS Implementation and going live _

« DADI - Electronic application forms

» |IDMP implementation on National level

» Contributions in eHDSI Waves 6 and 7 (2022-202

- IDMP Coding Principles and Guidance for ICSRs é:

» Implementation guidelines for use of IDMP within MPD
Resources and Asselts

« IDMP in a capsule
« Minimum Attribute List and Pilot Product List (PPL)
« UNICOM FHIR IDMP server, UNICOM FHIR IG, and IDMP

product browser for test and reuse
» Smart Substitution Component and Patient Facing App . .
Knowledge exchange

« Community of Expertise

» Trans-Atlantic exchange and workshops
« NCA Best Practice exchanges

» Contribution to Research papers

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



https://youtu.be/sfdsWxuz9Uc?list=UUBsNj4B33Q7-50XTXdqAGIg
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PLM Portal — "a door to the world”

prOdUCt LIfECYC|e SPOR ~ IAM Forum Sign in
Management Portal

I
Electronic Electronic product | Product
application forms information (ePI) J Management
(eAF) ePI on the PLM Portal streamlines product k. Seerce (PMS)
. . information management, enhancing data i F
A secure online portal for managing accessibility, accuracy, and collaboration Product Data Management User Interface
electronic Application Forms. across the product lifecycle. (UI), offers seamless access to product data

available in the Product Management
Services (PMS) database.

eAF guidance » Published ePIs > PMS guidance »

ePI guidance >
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Interoperability

The success of the next digitalisation steps depends on the degree of
interoperability of data, processes and IT systems
and next data consumers/scenarios are already waiting for trustworthy data

Empowering patients

s European Health Data Space

Example how to use mapping in a business

case: cross border e-Prescription

Electronic health records

= N i)
Search in PMS diagnosis and N r X
with mapped HaaatE individuals to regulators in Better health

Health data from apps
and medical devices

o

Health data in
registries

accessing relevant palicy, grga_ter
health data opportunities

have control over
their health data

and validated

data - improved

patient safety

for research
and
innovation

Paracetamol 500 mg

Paracetamol 500 mg V\
extended release Equivalent product in Greece > prolonged release
tablets L tablets

- continuity of
care Enable health

professionals

Facilitate access
to health data for

e S
efficiency data
Source: EMA
e.g. "Master data of medicinal products are a central Source: EC, https://www.european-health-data-space.com/
prerequisite for cross-border activities, EU-Patient- .
Summary The EMRN is one source for trusted master data

For primary and secondary use of data
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Take Home Message

XEVMP data is now becoming relevant for regulatory activities
e.g. for medicinal product masterdata in eAFs; might delay applications!
Please check your data quality in XEVMP

Consider resources for data enrichments
Packages, Pack sizes/units needs to be enriched in XEVMP and PMS
Manufacturer data needs to be enriched in PMS for ESMP

Consider interoperability measures at your level to ensure consistent data
(flows)

ISO-IDMP and EU implementation guides

FHIR for data exchange

Usage of SPOR OMS, RMS, SMS
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Questions and Contact

Your business processes are already looking forward to being adapted
so that you can make the best use of new data driven opportunities - ©

Georg Neuwirther
Head of IT AGES - Austrian Medicines and Medical Devices Agency

Email LinkedIn

Georg.Neuwirther@ages.at
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