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Welcome

Marcos Fernandez Gomez, PMS Product Co-owner, EMA

Veronica Lipucci Di Paola, PMS Product Co-owner, EMA

Join at slido.com #6890 621

https://www.sli.do/
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Please note that this session is being recorded and will be made available through 

EMA Corporate Website and YouTube channel. 

At certain points throughout the session, participants will be able to ask questions or give their 

input via the audience interaction tool Slido. 

Interaction via Slido is voluntary, and you may opt to remain anonymous. If you chose to use 

Slido, you consent to the processing of your personal data as explained in the EMA Data 

Privacy Statement for Slido.

Join at slido.com #6890 6212

https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf
https://www.sli.do/
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Send your questions via Slido

1. Join via the QR code or link

2. Send or upvote the questions you want 

to hear answered

3. Questions will be shown on the screen and 

managed live in the Q&A session

Join at slido.com #6890 621

https://www.sli.do/
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Agenda
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1
Welcome

10:00 – 10:05 (5 min)

2
PMS Achievements so 

far

10:05 – 10:25 (20 min)

Marcos Fernandez Gomez,

PMS Product Co-Owner, EMA

Veronica Lipucci Di Paola,

PMS Product Co-Owner, EMA

Marcos Fernandez Gomez,

PMS Product Co-Owner, EMA

Veronica Lipucci Di Paola,

PMS Product Co-Owner, EMA

4
Future PMS Work

10:45 – 11:05 (20 min)

3
Ongoing PMS Work

10:25 – 10:45 (20 min)

Marcos Fernandez Gomez,

PMS Product Co-Owner, EMA

Veronica Lipucci Di Paola,

PMS Product Co-Owner, EMA

6
Closing

11:25 – 11:30 (5 min)

Marcos Fernandez Gomez,

PMS Product Co-Owner, EMA

Veronica Lipucci Di Paola,

PMS Product Co-Owner, EMA

Marcos Fernandez Gomez,

PMS Product Co-Owner, EMA

Veronica Lipucci Di Paola,

PMS Product Co-Owner, EMA

Moderator: Caterina Scarpati,

PMS Change Management Team

Marcos Fernandez Gomez,

PMS Product Co-Owner, EMA

Veronica Lipucci Di Paola,

PMS Product Co-Owner, EMA

5
Q&A Session

11:05 – 11:25 (20 min)

Join at slido.com #6890 621

https://www.sli.do/
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Provide a summary of the recent achievements in PMS

Explain the work currently under implementation/development

Inform the attendees about the next work the PMS team has planned

Goals of the session

Join at slido.com #6890 621

https://www.sli.do/
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PMS Achievements so far

Marcos Fernandez Gomez, PMS Product Co-owner, EMA

Veronica Lipucci Di Paola, PMS Product Co-owner, EMA

Join at slido.com #6890 621

https://www.sli.do/
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Context

› Product Management Services (PMS) is a Network project led by EMA in cooperation with European 

medicines regulatory network and industry and is part of the SPOR Programme

› PMS will enable the implementation of globally recognised ISO standards for the identification of 

medicinal products (IDMP)

› It will deliver comprehensive and consolidated trusted and good-quality medicinal product data 

from different sources 

› PMS will support the implementation of the target operating model (TOM) for managing medicinal 

product data

PMS Background

› Product data storage from the EMA database (SIAMED) and the XEVMPD (Article 57) database 

to the PMS database

› Delivery of comprehensive and consolidated product data, following one standard set of rules for 

product data (ISO IDMP standards)

› User Interface to check the data in PMS

The PMS product will change:

Join at slido.com #6890 621

https://www.sli.do/
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PMS moved in Product Lifecycle Value Stream
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Product Lifecycle Management Value stream 

It works on the development and delivery of systems to manage 
the authorisation and lifecycle of medicinal products and medical 
devices within the remit of EMA.

PLM VS Products

eAF EURS Next

Reg Procedures 

Mgmt

ePI

PMS

UPD

ECTD v4.0EXPAMED

PMS is part of the Product Lifecycle Management VS

“PMS enable the seamless exchange of regulatory data within the Network by establishing an 
integrated human medicinal product data foundation [Data-driven Network Portfolio Objective]”

Join at slido.com #6890 621

https://www.sli.do/
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PMS Product Owners & Subject Matter Experts nominees

Industry Subject Matter Experts
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Nomination selected based on their expertise, SMEs to represent Industry and Network's voices within PMS product team.

• Elisabeth Godet - Sanofi-Aventis Research 

and Development; member of Vaccines Europe

• Laurent Desqueper - MSD; member of EFPIA

• Nora Weitbrecht - Sandoz AG; member of 

Medicines for Europe

• Roberta Bernardelli – Gilead; member of 

EUCOPE

• Barbara Yutzy - Germany; PEI

• Fakhredin Sayed Tabatabaei - The Netherlands; 

MEB

• Katarina Sundberg - Sweden; MPA

• Peter Bachmann - Germany; BfArM

Network Subject Matter Experts

PMS Product
Owners

• Veronica Lipucci Di Paola, EMA • Marcos Fernandez Gomez, EMA

Network Product
Owners

• Dino Soumpasis - Germany; BfArM

Join at slido.com #6890 621

https://www.sli.do/
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• eAF-PMS Newsletter issue 3 (May 2023)

• Joint eAF (DADI)-PMS general Q&A 

document

• Human Variations eAF-PMS Frequently 

Asked Questions (FAQs) document

Publication of PMS-related documents

Training Session on Human Variations 

electronic Application Form (eAF)

(2 February 2023)

PMS Webinar on Data Migration

(23 February 2023)

PLM Portal Access Management Webinar

(25 May 2023)

Event Presentations News and Q&A Documents

Join at slido.com #6890 621

https://www.ema.europa.eu/documents/newsletter/electronic-application-form-eaf-product-management-service-pms-newsletter-issue-3_en.pdf
https://esubmission.ema.europa.eu/gateway/DADI%20Questions%20&%20%20Answers.pdf
https://esubmission.ema.europa.eu/cessp/eAF%20FAQs%20Document_v1.0.pdf
https://www.ema.europa.eu/documents/presentation/presentation-human-variations-eaf-training-session_en.pdf
https://www.ema.europa.eu/documents/presentation/presentation-product-management-service-pms-webinar-data-migration_en.pdf
https://www.ema.europa.eu/documents/presentation/presentation-product-lifecycle-management-plm-portal-access-management-training-session_en.pdf
https://www.sli.do/


Classified as public by the European Medicines Agency 

11

Sep 2021

Introduction – EU Implementation Guide

Chapter 1 - Registration requirements

Chapter 2 - Data elements for the electronic 

submission of information on medicinal products for 

human use

Chapter 3 - Process for the electronic submission of 

medicinal products information (removed in 2022)

Chapter 4 – Data quality assurance 

Chapter 5 – Data access export

Chapter 6 – Technical specifications on structure and 

format

Chapter 7 – Migration guide

Chapter 8 – Practical examples  / Annex I –

Complete representations

Chapter 9 – Process for submitting existing 

data on medicinal products authorised for 

human use 

Chapter 3 - Process for the electronic 

submission of medicinal products information 

Published*

Substance and product data management services | European Medicines Agency (europa.eu)Where?

* Note: Update to the published chapters is required to reflect the development of PMS

Publication of EU IDMP Implementation Guide

To be Published

Join at slido.com #6890 621

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
https://www.sli.do/
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Medicinal Product definition

Regulated Authorisation

(Marketing Authorisation)

Manufacturer / Organization definition

Therapeutic indication

Packaged Medicinal Product Definition

Pharmaceutical Product

Ingredient

Colour legend

Product Management Service Data Model

Join at slido.com #6890 621

https://www.sli.do/
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Origin of existing product data in PMS: Initial data load
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SIAMED 

II

Centrally Authorised 

Products (CAPs) data

PMS

Data mapping & migration 

PMS containing centrally 

authorised products and 

data from SIAMED II -

2022

Join at slido.com #6890 621

https://www.sli.do/


Classified as public by the European Medicines Agency 

Migration of CAP data into PMS
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Invented name Skilarence

120 mg – Gastro-resistant tablet

30 mg – Gastro-resistant tablet

Procedure number EMEA/H/C/002157

EU/1/17/1201/002 40 tablets

EU/1/17/1201/003 70 tablets

EU/1/17/1201/004 90 tablets

EU/1/17/1201/005 100 tablets

EU/1/17/1201/006 120 tablets

…

In SIAMED II, a product is an umbrella which can contain several medicinal products and each 

medicinal product can contain multiple presentations.

Product in 

SIAMED II

Correspond to 

Medicinal 

Products in PMS

Correspond to 

Package Medicinal 

Products in PMS

Form / Strength

Join at slido.com #6890 621

Presentations

https://www.sli.do/
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Data mapping

• SIAMED contains data that can be mapped to already existing terms in other SPOR services.

• An exercise to map these terms to SPOR has been performed by EMA.

15 Join at slido.com #6890 621

https://www.sli.do/
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Data migrated from SIAMED II

Medicinal Product 
Name Parts

Orphan 
Designations

Product 
Classification

Attachments

Country/Languages

Master File

Cross reference

Marketing 
Authorisation

Therapeutic 
Indication

Manufacturing 
Business Operation

QPPV

PhV Contacts

Packaged 
Medicinal Product

Medicinal Product

Manufacturer Item

Package Item 
(Container)

Ingredients

Pharmaceutical 
Product

Device

Shelf life / Storage

Data Carrier

Package 
Component

IngredientsRoute of Admin

Marketing Status

Authorised Pharm 
Form

Join at slido.com #6890 621

Legend:

Fields coming from SIAMED

Fields without migrated info

Fields coming from SIAMED but missing data

16

https://www.sli.do/
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Data migrated from SIAMED II

Legend:

Fields coming from SIAMED

Fields without migrated info

Fields coming from SIAMED but missing data

• Name from SIAMED II

• Legal Status of Supply

• Full indication text

• Procedure data:

• MA number / Dates

• Applicant / Regulator

• Manufacturers

• Manuf. Business Operations

• Dates

• Pack Size

• Description

• Materials

Join at slido.com #6890 62117

https://www.sli.do/
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CAPs data in Product Lifecycle Management (PLM) Portal 

18

• PMS contains CAP data as described before while PLM portal only shows specific data elements for the time being

• More than 3,000 CAP medicinal products in the PLM portal

• PMS products and data already in use by Inspections team and web-based electronic Application Form (eAF)

Join at slido.com #6890 621

https://www.sli.do/
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PMS API

19

• PMS API aligned with Chapter 2 of 

the EU IG

• Only to be used internally at EMA

Join at slido.com #6890 621

https://www.sli.do/
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Summary

CAPs migration 

to PMS

PLM var. eAF for 

CAPs 
(only subset of fields 

visible from PMS)

Release of 

EU IG
(different versions)

PMS API
(internal use only)

IMPORTANT: this slide DOES NOT represent timelines or sequencing of release but pieces of work or events to be delivered and the impact on users. 

Work completed

PMS work

eAFs releases

20 Join at slido.com #6890 621

https://www.sli.do/
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Ongoing PMS Work

Marcos Fernandez Gomez, PMS Product Co-owner, EMA

Veronica Lipucci Di Paola, PMS Product Co-owner, EMA

Join at slido.com #6890 621

https://www.sli.do/
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Ongoing work with Industry and Network SMEs

Join at slido.com #6890 621

• Providing expert input on EPIC/Feature related topics for prioritisation:

• Development of Product User Interface design and graphic

• Support the development of Product UI VIEW and EDIT functionalities

• Support the set up of user access and security management in PLM

• Refinement of EU Implementation Guide and PMS Data Model

• Support the product owners with insights and identification of technical and business solution 

• Provision of input in support of the prioritization of PMS user stories and features

22

https://www.sli.do/
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Split of products from SIAMED II

• There are some specific products in SIAMED II which are not following the IDMP structure

• PMS defines a medicinal product based on the name as authorised in section 1 of the 

SmPC

• SIAMED II does not capture the full name as authorised

• That situation leads to a case where in SIAMED II we only have one medicinal product but in 

PMS, more than one MP should be created

• A logic has been implemented to split these products before the match and merge protocol

• As advised by eAF team, these products should not be used until they have been split to 

avoid issues

23 Join at slido.com #6890 621

https://www.sli.do/
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SIAMED STRUCTURE PMS STRUCTURE

Aimovig - 70 mg –
solution for injection

EU/1/18/1293/001

Aimovig 70 mg solution for injection in pre-filled pen

EU/1/18/1293/001

EU/1/18/1293/002 EU/1/18/1293/002

EU/1/18/1293/003
Aimovig 70 mg solution for injection in pre-filled 
syringe

EU/1/18/1293/003

Aimovig - 140 mg –
solution for injection

EU/1/18/1293/004
Aimovig 140 mg solution for injection in pre-filled 
pen

EU/1/18/1293/004

EU/1/18/1293/005 EU/1/18/1293/005

EU/1/18/1293/006
Aimovig 140 mg solution for injection in pre-filled 
syringe

EU/1/18/1293/006

2 products each of them with 3 presentations 4 products each of the with different number of presentations

As a general rule, if, for the same strength and dose form, there are different 

full names authorised, these products will be split in PMS.

Join at slido.com #6890 621

Split of products from SIAMED II

https://www.sli.do/
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Data migrated from XEVMPD

25

SIAMED 

II

CAPs product data

PMS

• Data mapping & migration 

XEVMPD

1

CAPs & non-CAPs 

product data

PMS containing centrally 

authorised products and 

data from SIAMED II -

2022

• Data mapping & migration 

for non-CAPs

• Match and merge for CAPs

• Last version of non-nullified 

records is migrated

2

PMS containing centrally 

and non-centrally 

authorised products and 

data from SIAMED II and 

XEVMPD - 2023

Join at slido.com #6890 621

https://www.sli.do/
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Data mapping

• SIAMED and XEVMPD contain data that can be mapped to already existing terms in other 
SPOR services.

• An exercise to map the terms in both databases to SPOR has been performed by EMA.

26

S O R

Join at slido.com #6890 621

https://www.sli.do/
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• CAPs: data sourced from SIAMED and 

XEVMPD

• Non-CAPs: limited data sourced only 

from XEVMPD

• Despite the initial data load from 

SIAMED and XEVMPD some PMS 

definitions & resources will be 

missing (e.g. non-CAP MBO, data 

carrier, device etc.)

Join at slido.com #6890 621

Origin of existing product data in PMS: Initial data load

https://www.sli.do/
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• XEVMPD contains CAPs data:

• At presentation level (i.e. one EV code per presentation)

• 4 records per presentation (i.e. 4 countries: EU, LI, NO, IS)

• The match and merge protocol consists in the identification of:

• a product in PMS migrated from SIAMED II with their respective presentation

• the same presentation in XEVMPD and merge them

28

Migration of XEVMPD data into PMS

PMS SIAMED II MA number XEVMPD

600000000258 Skilarence 120 mg - Gastro-resistant tablet

EU/1/17/1201/002

Skilarence 120 mg gastro-resistant tablets

EU/1/17/1201/003

EU/1/17/1201/004

EU/1/17/1201/005

EU/1/17/1201/006

EU/1/17/1201/007

EU/1/17/1201/008

600000002964 Skilarence 30 mg - Gastro-resistant tablet

EU/1/17/1201/001

Skilarence 30 mg gastro-resistant tabletsEU/1/17/1201/013

EU/1/17/1201/014

Join at slido.com #6890 621

https://www.sli.do/
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Merge business rules

Once a record from SIAMED II (now in PMS) and a record from XEVMPD match, there are several business 
rules defined for the merge and are described in EU IG Chapter 7.

Depending on the data field, the final source of data might be different.

29

Is this field in 
SIAMED?

Is this field in 
XEVMPD?

Business rule Example

NO NO This field will be empty Storage conditions

YES NO Keep the data migrated from SIAMED Manufacturers

NO YES Migrate the data from XEVMPD MedDRA Codes

YES YES Define the source of data Full name - overwritten by XEVMPD data

Join at slido.com #6890 621

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso_en-0.pdf
https://www.sli.do/
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Migration of XEVMPD data into PMS

XEVMPD contains non-CAPs data:

• At presentation level (i.e. one EV code per presentation)

• At medicinal product level (i.e. no presentations are submitted to XEVMPD)

• BE, FI and LU authorised products are submitted in each official language

Marketing 
Authorisation 

Holder

Authorisation 
Country

Active 
Substance(s)

Strength of 
active 

substance(s)

Authorised 
pharmaceutical 

dose form

Product full 
name*

Authorisation 
number**

*All countries except BE, FI and LU

**BE, FI and LU

EV codes with the same data in the following XEVMPD fields are grouped under the same PMS Medicinal Product

Join at slido.com #6890 621

https://www.sli.do/
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Examples
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3 EV codes in XEVMPD 

(1 per presentation)

1 Medicinal product with

3 Package medicinal products

3 EV codes in XEVMPD 

(1 per product)

3 Medicinal product with          

1 Package medicinal product each

Example 1

Example 2

Join at slido.com #6890 621

https://www.sli.do/
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Data migrated from XEVMPD

32

SIAMED 

II

CAPs product data

PMS

• Data mapping & migration 

XEVMPD

1

CAPs & non-CAPs 

product data

PMS containing centrally 

authorised products and 

data from SIAMED II -

2022

• Data mapping & migration 

for non-CAPs

• Match and merge for CAPs
2

PMS containing centrally 

and non-centrally 

authorised products and 

data from SIAMED II and 

XEVMPD - 2023

Join at slido.com #6890 621
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PMS 

containing 

CAPs and 

non-CAPs

Deltas to PMS

33

PMS

XEVMPD

SIAMED 

II EMA Data 

Steward

MAHs

Maintenance of 

Product Data

Maintenance of 

Product Data

XEVMPD deltas

• Changes done in XEVMPD 

are propagated to PMS

• Messages from XEVMPD 

stay in a queue and are 

processed in PMS 

(performance of deltas will 

increase over time)

• Same logics as initial load 

are used in the deltas

Join at slido.com #6890 621

SIAMED Deltas

XEVMPD Deltas
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Product UI – view pages

PMS team is working in a Product User Interface that will allow users to:

Product UI will be located in the PLM Portal

Join at slido.com #6890 621

Points also under discussion:

• User roles (Industry and NCAs)

• Security and Access Management

• See medicinal products data

• Maintain product data

34
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Product UI – view pages

Join at slido.com #6890 62135

https://www.sli.do/
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Product UI – view pages

Join at slido.com #6890 621
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PMS API

PMS is working on the Security and Access Management of the PMS API (read access 

only) for Industry and NCAs.

Users will be able to see medicinal product data through the API or the product UI

Join at slido.com #6890 62137
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Summary

XEVMPD data 

migration to PMS

PLM var. eAF for 

CAPs and NAPs 
(only subset of fields 

visible from PMS)

Update of  

EU IG

Missing products and 

corrections done 

through XEVMPD

Read PMS API

Product UI 

view pages

IMPORTANT: this slide DOES NOT represent timelines or sequencing of release but pieces of work or events to be delivered and the impact on users. 

Ongoing work

PMS work

eAFs releases

CAPs migration 

to PMS

PLM var. eAF for 

CAPs 
(only subset of fields 

visible from PMS)

Release of 

EU IG
(different versions)

PMS API
(internal use only)

Work completed

Join at slido.com #6890 62138
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Future PMS Work

Marcos Fernandez Gomez, PMS Product Co-owner, EMA

Veronica Lipucci Di Paola, PMS Product Co-owner, EMA

Join at slido.com #6890 621
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Product User Interface

- Improve view pages of the product user interface

- Create the edit pages that will allow users to modify data directly in PMS through 

the product UI

- Build all the necessary processes behind the user interface to support:

✓ Enrichments

✓ Corrections

✓ Notifications

✓ Updates

Join at slido.com #6890 621

PMS will be working on:

40
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In order to support machine to machine connections to 

PMS, additional work will be done in the PMS API.

This will allow to view the data in PMS and

submit changes to it

FHIR profiles will be generated and made them public.

PMS API Work

Join at slido.com #6890 62141
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Product Data 
Management 

Services

Product 
Management 

Service 
(PMS)

Data Quality, 
Exchange  
and Sync. 
Services

XEVMPD Integration

SIAMED Integration

FHIR Adaptor Implementation

PMS to XEVMPD Sync

IDMP Compliance

Product UI

ISO IDMP Implementation (including API)

View Pages

Edit Pages

PMS Processes

Migration and deltas from SIAMED II

Migration and deltas from XEVMPD

PMS API (read and write capabilities)

Re-use of other FHIR messages to update PMS. (eAF FHIR message for example)

To be able to decommission XEVMPD submissions, a synchronisation between PMS and XEVMPD should be in 
place.

Read access to the Product User Interface

These pages will be used to edit medicinal product data

Different business processes will use the edit pages. Those processes should be implemented in the UI. 

Capability to make sure that the data received in PMS is IDMP compliance – data profiling, AcKs, etc

Already started Work to be done
Join at slido.com #6890 621

PMS EPICs and Features
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Summary

CAPs migration 

to PMS

PLM var. eAF for 

CAPs 
(only subset of fields 

visible from PMS)

Release of 

EU IG
(different versions)

PMS API
(internal use only)

XEVMPD data 

migration to PMS

PLM var. eAF for 

CAPs and NAPs 
(only subset of fields 

visible from PMS)

Update of  

EU IG

Missing products and 

corrections done 

through XEVMPD

Read PMS API

Product UI 

view pages

Write PMS API

Product UI full 

implementation

PLM var. eAF for 

CAPs and NAPs 
(structure data changes)

Other PLM eAF 

forms

Enrichments and 

updates submitted 

directly to PMS

Re-use of data 

from PLM forms to 

update PMS

IMPORTANT: this slide DOES NOT represent timelines or sequencing of release but pieces of work or events to be delivered and the impact on users. 

Work completed Ongoing work Future work

XEVMPD 

submissions 

decommission

PMS work

eAFs releases

Join at slido.com #6890 62143
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Q&A Session

Marcos Fernandez Gomez, PMS Product Co-owner, EMA

Veronica Lipucci Di Paola, PMS Product Co-owner, EMA

Moderator: Caterina Scarpati, PMS Change Management Team

Join at slido.com #6890 621
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Send your questions via Slido

1. Join via the QR code or link

2. Send or upvote the questions you want 

to hear answered

3. Questions will be shown on the screen and 

managed live in the Q&A session

Join at slido.com #6890 621
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Closing

Veronica Lipucci Di Paola, PMS Product Co-owner, EMA

Marcos Fernandez Gomez, PMS Product Co-owner, EMA

Join at slido.com #6890 621
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