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Housekeeping

This session is taking place at EMA building and 

is also being broadcast live

This session is being recorded and the recording 

will be available through the EMA Corporate 

Website and at EMA YouTube Channel

Audience will be able to interact/send questions 

via Slido*

Join Slido.com using the code #PMS-INFO-25 

or scanning the QR code here

Q&A session at the conclusion of each agenda topic:

• We will answer a couple of questions from onsite 

participants, followed by a couple from Slido

• We will not be answering Slido in written during 

the event. Questions raised will be evaluated post-

event and organised/distributed via the PMS FAQs 

accordingly

* If you choose to use Slido, you consent to the processing of your personal data as explained in the EMA Data Protection Notice for Webex (europa.eu).

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Housekeeping for on-site participants

Please sign the induction sheet and 

pass it around

Join the Network ‘Guest Wi-Fi’

Password: W!rel3ss@3m@!2022

Please  raise your hand and then use 

the microphone next to you to ask 

questions

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

If you are an Industry 

representative and need to leave 

the room, please reach out to the 

reception staff outside. They will 

accompany you to your destination

Coffee break will be set up at the 

Industry Lounge (located on the 

ground floor)

Lunch for Industry representatives 

will be at the Industry lounge, while 

Network participants will be able to 

also access the canteen 



What do we want to achieve today?

Today’s Info-Day aims at…

Shape the future of PMS

Enable stakeholders to engage 

directly with senior leaders and 

opinion setters on the future of 

PMS and its role in the Network 

strategy

Explore the Digital user 

journey

Showcase EMRN digital 

transformation and the end-to-

end user journey for a seamless 

interaction with product data 

across the different EMRN 

solutions

Enable PMS success

Knowledge sharing and 

alignment towards a successful 

EU implementation of PMS

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Agenda

1 Welcome and opening remarks

9:00 – 9:20

2

Session 1: PMS a strategic 

Network data asset

9:20 – 10:20

3

Session 2: From strategy to 
reality – PMS in the Network 
Portfolio
10:40 – 12:00

Session 3: From data to value – 
How product data flows across 
processes/systems
13:00 – 15:00

4

5
Session 4: PMS, our shared 
journey 
15:20 – 17:00

6
Conclusions and closing remarks 
17:00 – 17:20

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

Coffee break (20 min)

Lunch (60 min)

Coffee break (20 min)



Opening remarks
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Session 1:

PMS a strategic Network 

data asset

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback
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Aimad Torqui
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EMANS to 2028 
Strategic Focus Areas (themes)

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

Theme 1: 

Accessibility

Theme 4: 

Antimicrobial 

resistance and 

other health 

threats

Theme 5: 

Availability 

and supply

Theme 6: 

Sustainability 

of the network

Theme 2: 

Leveraging 

data, 

digitalisation 

and artificial 

intelligence

Theme 3: 

Regulatory 

science, 

innovation and 

competitiveness

The European medicines agencies network strategy 2028

https://www.ema.europa.eu/en/documents/other/seizing-opportunities-changing-medicines-landscape-european-medicines-agencies-network-strategy-2028-final_en.pdf


EMANS 2028
Driving digital transformation and sustainability

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

Capabilities

Shared operating model

Technology modernization and 

pharma legislation

Data driven network

Experimentation / innovation

Technology modernization and 

cybersecurity

Theme 2

Leveraging data, 

digitalisation and 

AI

Theme 6

Sustainability of 

the network



Product vision, main objectives and benefits

16 Product Management Service Change Management Strategy

Shared centralized repository of 
human medicinal product 

information (for CAPs and non-CAP) 
accessible via a dedicated interfaces

Harmonised set of 
rules/ messaging 

standards/ technology to 
exchange human 

medicinal product data 

ISO IDMP-
compatible product 

data available for both 
CAPs and non-CAPs

Standardised, trustworthy, high-
quality and consistent product data

Avoidance of data inconsistencies, easier 

retrieval & exchange of data

Easier reuse of data by different 
stakeholders and streamlined regulatory 
processes

O
b

je
c
ti

v
e
s

B
e
n

e
fi

ts

Product Management Service (PMS) will make available, for human and machine 
interaction, structured, standardised and consistent human authorised medicinal product data from across 
the European Medicines Regulatory Network. PMS data will be used by regulators and industry in regulatory and non-
regulatory procedures as well for the general benefit of European citizens.



2.1.1: Embed the use of EU healthcare data 

from diverse populations in the network's 

processes, including in support of the EHDS 

implementation, and pilot the use of novel types of 

data (e.g. synthetic data, patient experience data 

or data for personalised medicine, e.g. genomic 

data)

2.1.2: Ensure a high level of interoperability 

(including through the use of master data), 

standardisation and quality of data, addressing 

potential biases and ethical considerations, and 

ensure that the network data assets are 

appropriately managed

2.2.1 Reinforce the network's digital 

infrastructure in line with the Network 

Portfolio Vision to drive the digital 

transformation of the network's scientific and 

regulatory processes

2.2.2: Foster a culture of continuous 

experimentation and innovation across the 

network

2.3.1: Leverage experimentation and 

technological advances in AI to support the 

digital business transformation of the EU network

2.3.2: Harness the potential of AI throughout 

the medicines’ lifecycle

“Shared Source of Truth” *

PMS API eAF Product UI

* – also Theme 6

Information Security 

Legacy Modernisation*

Data Analytics & AI ePI

Data Analytics & AI

Objectives of theme 2: Leveraging data, digitalisation 
and artificial intelligence 

Goal 2.1 (data for 
decision making)

Goal 2.1 (digitalisation, experi-
mentation and innovation)

Goal 2.3 (artificial 
intelligence)

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Speakers:

Georg Neuwirther

Member of Network 

Data Steering Group 

(NDSG) and Regulatory 

Optimization Group 

(ROG) PMS Operational 

Group

Topic:

EMRN Data Strategy and 
Network Data Steering 
Group (NDSG) Workplan



From Vision to Implementation

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

EMRN Data Strategy NDSG Workplan
Building blocks and
processesEMANS 2028

Provides long term direction for 

business areas.

Aligns uses of data 

with business priorities.

Ensures Data Management 

improvements align with 

expected business value.

Ensures Data is managed in 

line with expected business 

needs.

Business Strategy Data strategy Data Planning Implementation

Draft-EMRN Data 
Strategy_public_consultation 
November 2024

The European medicines agencies 
network strategy 2028

Network Data Steering Group 
workplan 'Data and AI in medicines 
regulation to 2028'

Data

Process

Technology

https://www.ema.europa.eu/en/documents/other/draft-european-medicines-agencies-network-data-strategy-increasing-value-data-benefit-public-animal-health_en.pdf
https://www.ema.europa.eu/en/documents/other/draft-european-medicines-agencies-network-data-strategy-increasing-value-data-benefit-public-animal-health_en.pdf
https://www.ema.europa.eu/en/documents/other/seizing-opportunities-changing-medicines-landscape-european-medicines-agencies-network-strategy-2028-final_en.pdf
https://www.ema.europa.eu/en/documents/other/seizing-opportunities-changing-medicines-landscape-european-medicines-agencies-network-strategy-2028-final_en.pdf
https://www.ema.europa.eu/en/documents/other/network-data-steering-group-workplan-2025-2028_en.pdf
https://www.ema.europa.eu/en/documents/other/network-data-steering-group-workplan-2025-2028_en.pdf
https://www.ema.europa.eu/en/documents/other/network-data-steering-group-workplan-2025-2028_en.pdf


Problems addressed by the Data Strategy

• Data not findable, accessible nor reusable 
What data do we have? Where is it? What standards apply? Who owns the data? Who can access? 
Who can I ask for data? Is this data the same as that data?

• Data quality monitoring & fix not systematic/ standardised 
How should data quality be monitored? Who should monitor? Who is responsible for fixing it? What is 
adequate data quality? 

• Roles, responsibilities & definitions in data management vary and are not formalised 
Who works on what data? Who is responsible for what? What does a data owner do? What does “data 
asset” mean? 

• Difficulties to solve issues on data matters between systems 
Who should be addressed? Who can decide - when, where and how? How can it be fixed? 

• Different working standards & structures, unclear processes 
What working agreements apply? How can we understand the process? 

• Manual processing/ use of data is time-consuming, risk for errors, inconsistent outcomes

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

We can do better on Efficiency, transparency, collaboration, problem-solving, service and decision-making by 

leveraging good local practices

The EMRN is not fully realising public / animal health or business benefit from data – better data governance is 

part of the solution

SPOR PMS plays an 
important role in 

achieving the goals!

Draft-EMRN Data 
Strategy_public_consultation November 
2024

https://www.ema.europa.eu/en/documents/other/draft-european-medicines-agencies-network-data-strategy-increasing-value-data-benefit-public-animal-health_en.pdf
https://www.ema.europa.eu/en/documents/other/draft-european-medicines-agencies-network-data-strategy-increasing-value-data-benefit-public-animal-health_en.pdf


Need for alignment and interoperability

• The  flow of 
data/information in 
the EU Network is 
complex

• Through SPOR/ PMS, 
we are embedding 
common 
standards and 
master data into 
the daily work of 
regulators across the 
network and 
facilitating efficient 
communication with 
industry.

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Product Master Data Management

Opportunities

A shared data repository for all 
Medicinal products

as a trusted data source for 
regulatory activities and data-
driven processes in the EMRN 
(like ESMP)

Challenges

- How to achieve and maintain
the expected data quality level?

◦ e.g. At moment data feeding via 
XEVMPD, therefore not supporting 
data consistency across the EMRN  

◦ e.g. “regulators systems, PMS 
and industry system’s data might 
differ …”

- How to implement efficient 
business and technical 
processes?

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



How managing master data is reflected in 
the NDSG workplan?

Key activities and 

milestones

• NDSG strategic 
recommendations for PMS 
implementation and data 
management in collaboration 
with ROG – Adopted by 
NDSG in April, presented to 
HMA and MB in May

• ROG PMS data qualification 
feasibility study  – From June 
to December

• Agree model for EMRN working 
arrangements for PMS data 
management (joint 
NDSG/ROG) - December 2025

• PMS Data quality approach – 
December 2025

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback
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PMS: A strategic European 
asset

• PMS: a shared trusted source of information

• Enables EMANS 2028 and Data Strategy 

objectives

• Foundation for interoperability, regulatory 

efficiency

• Trusted shared source for both regulators and 

external stakeholders

• Network opportunities

◦ Harmonising national exchange formats

◦ Cross border – from bi-national to European 

wide through EHDS

◦ PMS as source for richer, higher-quality patient 

information - ePI

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Network Portfolio Governance

• Network portfolio is 

supported by multiple 

groups who 

contribute at different 

levels and from 

different 

perspectives:

o NDSG > data flows, data 

management

o ROG > operating models, 

business process

o NICTAC > interoperability

o Agile delivery > 

prioritisation, 

implementation

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Make it happen 
– PMS and interoperability enablers

PMS and 

interoperability it 

delivers is a joint 

effort on all levels

• PMS in the Network 

portfolio

• NDSG workplan

• NICTAC workplan

• HMA initiative – joint 

collaboration

• NCA activities

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



HMA IDMP Community of Experts 
(CoE)

• HMA established of an IDMP Community of Experts (CoE) 

◦ Include experts from EMA and all willing NCAs: to strengthen the ongoing IDMP 

implementation at regulator level

◦ Lead: SE (Pelle Persson, Christer Backman) and AT (Georg Neuwirther)

• Keep up momentum and teamwork, build on the positive collaboration 

in UNICOM

• in close collaboration with EMA initiatives by

◦ Supporting knowledge sharing

◦ Providing overview of IMDP status at NCA level

◦ Enhancing Data harmonisation 

• Regular liaison with NDSG, HMA, ROG

Supporting 

network activities

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback
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European Health Data Space (EHDS) 
in a Nutshell – what is it about?

Primary use = use of data for the delivery of 
healthcare

◦ Improving patients’ access to their health data;
◦ Ensuring seamless exchanges for continuity of healthcare.

Requirements for electronic health record (EHR) 
systems

◦ Creating a single market for electronic health records systems, 
supporting both primary and secondary use.

Secondary use = use of data for research and public 
interest purposes

◦ Making data available for research, policy-making etc. in a safe 
and secure way.

What are we 

talking about?

Primary use

• Patient summary

• e-Prescription

• Dispensation

• Medical images

• Medical test results

• Discharge reports

EHR systems

• compliance & 
interoperability

Secondary use

• Exchange of data

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

See
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32025R0327. 

1

2

3

https://secure-web.cisco.com/1xtUz0pR9s_nFhWmp4wieSJsIkwyNiNEhTinjlWTUx_duYO2agLj8MuCMmfaiXsri832alnR8zt0s81BWspfbm5asHCpbW-gA6ExwhEbQYDqJP5u0Uty9Rhp09TSE9nXO-GtCW80_qND8uIKugU32xsJu5ZFxovQ45_a_7734ExifgCvcFu8z9VPQBEAsFAtfm9LEtKnTfTj5jv5LeRMfLJpnIU1wKUDWW-6heSiE1M4YA1YDTaVOc9Y3c6lfUuKdbtTvHLYcSeWEctpkOEhMYo5VbtVc_Q9bnsMh0BeXCySw7VPqg093YKgM9T5bAumm/https:/eur-lex.europa.eu/legal-content/EN/TXT/
https://secure-web.cisco.com/1xtUz0pR9s_nFhWmp4wieSJsIkwyNiNEhTinjlWTUx_duYO2agLj8MuCMmfaiXsri832alnR8zt0s81BWspfbm5asHCpbW-gA6ExwhEbQYDqJP5u0Uty9Rhp09TSE9nXO-GtCW80_qND8uIKugU32xsJu5ZFxovQ45_a_7734ExifgCvcFu8z9VPQBEAsFAtfm9LEtKnTfTj5jv5LeRMfLJpnIU1wKUDWW-6heSiE1M4YA1YDTaVOc9Y3c6lfUuKdbtTvHLYcSeWEctpkOEhMYo5VbtVc_Q9bnsMh0BeXCySw7VPqg093YKgM9T5bAumm/https:/eur-lex.europa.eu/legal-content/EN/TXT/


Value of a trusted EU wide product 
data source for EHDS

A trusted EU-wide product data source:

is essential for ePrescription and eDispensation because it:

✓Ensures accurate identification of medicines across countries.

✓Supports cross-border interoperability, enabling prescriptions from one country to be correctly 
interpreted and dispensed in another.

✓Improves patient safety by reducing medication errors.

✓Streamlines workflows for pharmacies and healthcare providers.

It enables safer, smoother, and more consistent digital prescribing and dispensing across the EU.

adds key value to secondary use of health data in the EHDS by:

✓ Ensuring data consistency and quality across countries.

✓ Enabling accurate links between treatments and outcomes.

✓ Supporting cross-border research and public health comparisons.

✓ Enhancing public health surveillance and early safety signal detection.

✓ Informing evidence-based policy and regulation at EU level.

It ensures that research and public interest uses of health data are reliable, comparable, and impactful 
across the EU.

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



EHDS – Overall timeline for application 

Key milestones

• 2025: EHDS entry into force

• 2027: Implementing acts 

published (expected to 

based on existing eHealth 

ePrescription/eDispensation 

guideline)

• 2029: entry into 

application - all in place 

for Presc/eDisp and most 

secondary use

• 2031: entry into application - 

advanced set of categories

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Panel Discussion



Q&A session

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

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.

Q&A housekeeping rules

• We will begin by answering a few questions from participants in the room, 
followed by selected questions from Slido, which will also be addressed verbally

• We will not answer questions in writing during the day

• The unanswered questions will be reviewed after the event, and the most 
frequent/ relevant ones will be added to the online PMS FAQ document

How to ask a question?

On-site participants

• Raise your hand then ask your question orally (please unmute your microphone)

Online participants

• Join Slido.com using this code #PMS-INFO-25 or scanning the QR code on top

• Ask your questions and vote the ones you would most like to be answered

https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf


Your feedback matters

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

• Please spare a few minutes to complete the quick survey we just 
launched in Slido, sharing your feedback on this specific session

• Join Slido.com using this code #PMS-INFO-25 or scan this QR code

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.

https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf


Session 2:

From strategy to reality – 

PMS in the Network 

Portfolio

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback
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Access
Safety 
monitoring

5 6

Monitoring 
value stream

Lifecycle of a medicinal product

Evaluation Authorisation
3 4

Product Lifecycle 
Management 
value stream

(PLM value stream)

Integrating data and technology, the R&D value stream enables the development of 

medicines through efficient processes and generation of scientific evidence for the benefit 

of public and animal health in the EU.

Managing the medicinal product lifecycle

Research & 
Development

1
Scientific 
Advice

2

Research & 
Development 
value stream



PMS in the R&D value stream

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

Product Master Data
(PMS)

Pre-authorisation 
Procedure Management

Data analysis (e.g. 
individual patient data 
from clinical studies)

Clinical Trial 
Information System 

(CTIS)

“Integrating data and technology, the R&D value stream enables the development of 

medicines through efficient processes and generation of scientific evidence for the 

benefit of public and animal health in the EU.”

PMS-supported R&D 
value stream solution



As-is situation and challenges

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

• 2 repositories of medicinal product information

• differences in data structure and content
CTIS

IRIS

Data 
Submission

XEVMPD

PMS

Authorised 
products

Authorised 
products

Development 
products



Key benefits of replacing XEVMPD with PMS

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

Management of the lifecycle of medicinal products, from development to 

commercialisation, in one system to facilitate regulatory, safety, and clinical trial 

management activities.

Benefits from the ISO IDMP (Identification of Medicinal Products) data standard, 

facilitating cross-border data exchange

Allows stakeholders (e.g. regulatory authorities, sponsors, MAHs, manufacturers) 

to track updates on a medicinal product more efficiently (including regulatory 

status, safety monitoring and adverse event reporting, clinical trial results, …)

Improved Product Lifecycle Management

Enhanced interoperability

Advanced reporting and analytics



To-be situation and opportunities (1)

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

Migrate the human development product information to PMS, i.e. both 

development and authorised medicinal products now available in PMS

CTIS

IRIS

Data 
Submission

XEVMPD

PMS

Key change →

Authorised 
products

Development 
products

Authorised 
products

Development 
products



To-be situation and opportunities (2)

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

• Remove dependency on XEVMPD

• Repoint consuming systems to PMS CTIS

IRIS

XEVMPD

PMS

Authorised 
products

Development 
products

Authorised 
products

Development 
products

Key change →

Data 
Submission



To-be situation → Benefits

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

• Submission of development and authorised medicinal product information in PMS only

• Consuming systems are all connected to PMS (master data)

• Develop and integrate analytics capabilities

CTIS

IRIS

PMS

Authorised 
products

Development 
productsData 

Submission

IT applications

Analytics/Reporting



Key takeaways & conclusions
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Unique and shared repository of trusted product master data for all human 

medicinal products in the EU throughout their life cycle (development and 

authorised)

1

Management of human medicinal product information in only one system 

– i.e. PMS - provides significant benefits: data submission, data quality and data 

management based on the ISO IDMP standard

2

Availability of both development and authorised medicinal product information 

in PMS will streamline the regulatory and product lifecycle management, 

benefiting all stakeholders

3

Better data analytics / reporting capabilities to generate insights across 

systems
4
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Research & 
Development

1
Scientific 
Advice

Access
Safety 
monitoring

2 5 6

Research & 
Development 
value stream

Monitoring 
value stream

Lifecycle of a medicinal product

Evaluation Authorisation
3 4

Product Lifecycle 
Management 
value stream

(PLM value stream)

Empower stakeholders with the best possible digital tools and data to enable efficient, 

data-driven management of the medicinal Product Lifecycle, and to exchange product 

data and product information for the benefit of public and animal health in the EU.

Managing the medicinal product lifecycle



Delivering value through integrated data journey – 2025 status

1. Capture data for 
regulatory processes

2. Validate, assess and 
analyse data

3. Store data using agreed 
standards

Data from new 
Applicants and 

MAHs

4. Share data & information 
about medicines for public 

value

Product Master Data (PMS)

Live – Consuming
PMS product master 

data
EMA and NCA Industry Public

Target users
Pilot available –

not consuming PMS 
product master data

Solution status
Live - Not consuming
PMS product master 

data

Electronic Product Information (ePI) – PLM Portal interface & repository 

Union Product Database for Vet medicines (UPD)

Electronic Submissions
Review Tool

Common Repository 
for eCTD sequences

eSubmission Gateway

Live for variations
(H medicines) Electronic Application Form 

(eAF)
European Medicines Web Portal 

(EMWP) – Vet medicines

Read mode for all, 
write mode for 

specific data fields 
for Industry

Product User Interface (PUI)

PMS Application Programming 
Interface (API)Read mode for all

Regulatory Procedure 
Management in IRIS

Live for post-
authorisation
procedures



1. Capture data for 
regulatory processes

2. Validate, assess and 
analyse data

3. Store data using agreed 
standards

Data from new 
Applicants and 

MAHs

4. Share data & information 
about medicines for public 

value

Product Master Data (PMS)

Live – Consuming
PMS product master 

data
EMA and NCA Industry Public

Target usersSolution status
Live - Not consuming
PMS product master 

data

Read mode for all

Delivering value through integrated data journey – Future aspirations

Electronic Application Form 
(eAF)

For all variations, 
iMAA, renewals

Product User Interface (PUI)
Write mode for 

more data fields, 
& bulk update

PMS Application Programming 
Interface (API)

Write mode

Electronic Product Information (ePI) – PLM Portal interface & repository ePI web interface
& API available

Union Product Database for Vet medicines (UPD)

European Medicines Web Portal 
(EMWP) – Vet medicines

European Medicines Web Portal 
(EMWP) – Human medicines

Electronic Submissions
Review Tool

Common Repository 
for eCTD sequences

eSubmission Gateway

Regulatory Procedure 
Management in IRIS

For iMAA and 
pre-submission

processes



PLM portal: web user interface to capture structured product data



Key takeaways & conclusions
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PMS enables a data-driven, efficient and digitally connected way to manage 
the medicinal product lifecycle. 1

Great achievements for PMS in 2024-2025

• PMS contains CAPs and non-CAPs structured product data for H medicines.

• NCA and Industry have access to PMS through API and Product UI.

2

Further PMS development needed to realise more value:

o Data quality

o Enrichment of data fields

o Processes to keep PMS up-to-date at all times with validated data.

3

Millions of PMS beneficiaries, directly or indirectly: regulators, industry and 

patients!
4
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Research & 
Development

1
Scientific 
Advice

2

Research & 
Development 
value stream

Lifecycle of a medicinal product

Evaluation Authorisation
3 4

Product Lifecycle 
Management 
value stream

(PLM value stream)

Empowering stakeholders with optimal data and tools to assess and monitor 

availability, safety and quality of medicines to achieve higher standards of public and 

animal health protection in the EU

Managing the medicinal product lifecycle

.

Access
Safety 
monitoring

5 6

Monitoring 
value stream



Antimicrobial Sales and Use (ASU)

Datasets

Master data is king on EU platforms
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European Shortages Monitoring Platform (ESMP)

Product Master Data*

Data Repository

Datasets

Routine Shortages

MSSG-led Preparedness

Crisis

Management of Shortages Antimicrobial Resistance

Sales Data

Use Data
Member States

Industry

Public

Global Organisations

Data consumers

Interoperability

Data providers

Data Repository

Interoperability
Standards make data reusable

Future*Product master Data is sourced from PMS and UPD



Numbers enabled by interoperable data
Sustainable business practices and transparency
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ASU

ESMP

224
Cases

174
Submissions

321
Products

60
Companies

29
Member States

Available since
November 2024 (1)

Available since
January 2024 (2)

4,477
Products

8,079
Package Sizes

(1) Data reflects the status at the end of April 2025
(2) 2023 data collected during last year's data call  

787
Package Sizes



Data is a shared investment
Multiple stakeholders can provide value
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The Power of Product Master Data Identifiers

Data Standardisation Data GlobalisationData Exchange

Product Dictionary CollaborationInformation

ASU

ESMP
EU coordination for 

faster actions

Implement targeted 
actions and measures

Promote appropriate 
antimicrobial use

Mitigate the impact of 
shortages on patients 

Improve crisis 
preparedness

Review AMR EU and 
national action plans

Increase predictability 
during PHE/ME Patients have their 

medicines when they need 
them

Increased awareness of 
animal antimicrobial 

consumption in the EU

Investment (*)

(*) Data Enrichment, Data Mapping, Data Quality



The Power of Product Master Data Identifiers

Unlocking the value of data for patients
Aim for an impactful Return On Investment (ROI)
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Patients have their medicines when they 
need them

Increased awareness of animal 
antimicrobial consumption in the EU

Investment

=

Benefits 

Data Standardisation Data GlobalisationData Exchange

Product Dictionary CollaborationInformation

ROI

Human and 
Animal Health

ASU

ESMP
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Coordinated alignment for shared success
The multi-clock dilemma

Monitoring value stream clock

The European Medicines 
Agencies Network Strategy

PMS Roadmap

The New Pharmaceutical 
Legislation

Time-critical clocks

Critical Medical Devices 
System

European Shortages 
Monitoring Platform

Antimicrobial Sales and 
Use

Pharmacovigilance 
Database Veterinary

Inspections

Parallel Distribution

EudraGMDP

Signal and Safety Analytics

Human EudraVigilance

2025

Network Data Steering Group

Product Master 
Data compliance 
Done/Progress

Product Master Data 
compliance To Be 
Planned

No need for 
Product Master 
Data compliance

2025

Regulatory Optimisation Group



Key takeaways & conclusions
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Product master data is king

Standardised data creates a sustainable, reusable, and transparent common 
language for EU-wide communication.

1

Data is a long-term asset

Shared investment in product master data today builds a more efficient, AI-ready 
future for the benefit of human and animal health.

2

Coordinated alignment for shared success

Collaborating and sharing the same targets requires trade-offs and prioritisation 
to maximise value delivery.

3
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Opportunities brought by standardised, shared 
product data

Automations and 
interoperability across the 

Network

Faster, more efficient 
regulatory actions

• managing procedures
• reporting shortages reporting
• monitoring antimicrobial sales 

& use

Public access to product 
information

Enabling future regulatory 
compliance

European Health Data 
Space support 

e.g. cross-border e-prescription 
and e-dispensation



Where we are in 2025
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Data Submission

D
a
ta

 e
n

r
ic

h
m

e
n

t

XEVMPD
(Art 57)

MAH

PMS

PLM Portal

Product UI

Variation 
eAF (web)

ePI

Other 
(ASU, ESMP, 
IRIS,...)

Consuming systems
NCAs

Submission of:
• Authorised Medicinal Products 

– Art. 57
• Pack sizes for non-CAPs for 

Union List of Critical Medicines 
(shortages)

Small changes & 
updates to XEVMPD

Ongoing integration 
with digital 
solutions

1

2

5

Product data 

identification and 

mapping

4

MAH

Submission of:
• ULCMP manufacturers & structured package (by Dec 2025)
• Manufacturers & structured pack size details for all non-CAPs on the 

company’s portfolio (by Dec 2026)
• Optionally, data carrier ID for CAPs & non-CAPs

3



Where we are heading in 2026
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Data Submission

D
a
ta

 e
n

r
ic

h
m

e
n

t

XEVMPD
(Art 57)

MAH

PMS

PLM Portal

Product UI

Variation 
eAF (web)

ePI

Other 
(ASU, ESMP, 
IRIS,...)

MAH

Consuming systems
NCAs

Submission of:
• Authorised Medicinal Products 

– Art. 57
• Pack sizes for non-CAPs for 

Union List of Critical Medicines 
(shortages)

Small changes & 
updates to XEVMPD

Submission of:
• ULCMP manufacturers & structured package (by Dec 2025)
• Manufacturers & structured pack size details for all non-CAPs on the 

company’s portfolio (by Dec 2026)
• Optionally, data carrier ID for CAPs & non-CAPs - recommended in there 

is an ePI

Ongoing 
integration with 
digital solutions

1

2

3

5

Product data 

identification and 

mapping

+ Pack sizes for all non-CAPs 

on the company’s portfolio

+ Additional data enrichment

+ Aligning data

+ Address missing products

+ UI upgrade

+ New activities

Legend

4



Moving forward with PMS
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PMS implementation (particularly XEVMPD replacement) is a multi-year effort.

› Enable data submission 
& management in PMS

› Address legacy data and 
systems

› Integrate with 
regulatory processes

› Multiple teams across 
different value streams

› NCAs, MAHs and 
sponsors

› Many network and 
portfolio priorities

› NDSG & ROG 
recommendation

› No formal prioritisation 
has taken place yet

› With consideration of 
resource & system 
dependencies

› Close collaboration

› Open stakeholder 
communication

What it takes
Who needs to 
be involved

When it will be 
done

How it will be 
done



Product data 

qualification Consuming systems

First step
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Data 
SubmissionMAHs & 

Sponsors
PMS

MAHs & Sponsors submit all product 

data in the same way:

• investigational

• pending 

• Authorised

• Any required enrichments

Existing /legacy systems 

integrated, ongoing 

integration with new solutions

NCAs

NDSG & ROG recommendations

• In a timely manner to support New Pharma Legislation 

• Enabling submission of Investigational (IMP) and Authorised  
medicinal product (AMP) data via the PMS API  or PUI

• Consuming existing/legacy systems repointed to PMS

• Discontinue XEVMPD at a given cut-off date

• Data quality is ensured via an agreed validation process - 
Various models of NCA and MAH involvement to be considered 
and to be informed by the EMA/HMA ROG feasibility study 

• Regular updates to partners and stakeholders
Newly developed 
systems:
• Data Analytics 

Platform (DAP)
• ...

Repointed existing 
/legacy systems:
• SAP
• CTIS
• EV
• PSUR
• EV DAS, SSA,
• …

XEVMPD

✓ Submission simplification

✓ Benefits

✓ Maintenance of a single repository

✓ Data flow simplification

✓ Data Quality improved

1

3

Dedicated Data 

qualification of legacy data

Various models to be 

proposed by ROG OG

2

PLM Portal

Product UI

Variation 
eAF (web)

ePI

Other 
(ASU, ESMP, 
IRIS,...)

Legend



Goal for PMS
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Data 
Submission

MAHs & 
Sponsors PMS

Expand integration beyond non-

regulatory solutions

NCAs

NDSG & ROG recommendations

• Integration of PMS data and regulatory processes is the goal 

• Structured medicinal product data is submitted only once 
throughout the regulatory lifecycle 

Regulatory processes

D
a
ta

 
in

te
g

r
a
ti

o
n

 

✓ Reducing the burden 
to stakeholders and 
improving data quality

✓ A win for regulators & healthcare

Consuming systems

Newly developed 
systems:
• Data Analytics 

Platform (DAP)
• ...

Repointed existing 
/legacy systems:
• SAP
• CTIS
• EV
• PSUR
• EV DAS, SSA,
• …
Non-regulatory/
Public systems

PLM Portal

Product UI

Variation 
eAF (web)

ePI

Other 
(ASU, ESMP, 
IRIS,...)

1

3

Continuous Data 

Qualification model
2

✓ Benefits

Legend



Key takeaways & conclusions
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In the near future

• XEVMPD submissions support Art 57 obligations as well as needed enrichments

• Enrichments are expanded to all products in the portfolio

• NCAs mapping activities are progressing, initially aligning products and then 
ensuring that information in them is consistent across PMS and National 
systems 

1

A first step is foreseen to simplify submissions and data flows

• In a timely manner to support New Pharma Legislation 

• Enabling submission of both Investigational (IMP) and Authorised  medicinal 
product (AMP) data via the PMS API  or PUI

• Consuming existing/legacy systems repointed to PMS

• Discontinuation of XEVMPD at a given cut-off date

2

To further reduce the burden to stakeholders and improve data quality:

• Integration of PMS data and regulatory processes is the goal

• Structured medicinal product data submitted throughout the regulatory 

lifecycle 

3



Your feedback matters

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

• Please spare a few minutes to complete the quick survey we just 
launched in Slido, sharing your feedback on this specific session

• Join Slido.com using this code #PMS-INFO-25 or scan this QR code

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

https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf


Q&A session

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

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.

Q&A housekeeping rules

• We will begin by answering a few questions from participants in the room, 
followed by selected questions from Slido, which will also be addressed verbally

• We will not answer questions in writing during the day

• The unanswered questions will be reviewed after the event, and the most 
frequent/ relevant ones will be added to the online PMS FAQ document.

How to ask a question?

On-site participants

• Raise your hand then ask your question orally (please unmute your microphone)

Online participants

• Join Slido.com using this code #PMS-INFO-25 or scanning the QR code on top

• Ask your questions and vote the ones you would most like to be answered

https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf


Session 3:

From data to value – How 

product data flows across 

processes/systems
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PMS

ASU

ePI
eAF

Others

ESMP
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PMS

ASU

ePI
eAF

More

ESMP

Inspe
ctions

PD

IRIS
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PMS

ASU

ePI
eAF

More

ESMP

Inspec
tions

PD

IRIS

PMS is the 
source of data 
for different 

regulatory and 
non-regulatory 

procedures

Data shall be 
re-used 
among 

different 
systems / 
processes

Systems shall 
not be 

disconnected
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ASU

ePI

eAF

PD

Inspec
tions

More

IRIS

ESMP

PMS
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ESMP

ePI

eAF

Parallel 
Distribution

Inspec
tions

ASU

The web-based variation form replaces the 
interactive PDF variation form facilitating the 

compliance with ISO IDMP

Authorised, statutory product information for 
medicines (including the summary of product 
characteristics, package leaflet and labelling) 

adapted for handling in electronic format and 
dissemination via the web, e-platforms and in 

print.

IT platform to collect information from NCAs and MAHs 
on availability, supply, and demand of authorised 
medicinal products in specific circumstances to help 

prevent, monitor, and manage shortages, ensuring 
improved availability of medicines.

European surveillance system for EU/EEA 
member states to submit data on sales and use of 

antimicrobials in animals, enabling data 
intelligence to detect patterns and help develop 
measures against antimicrobial resistance.

Coordinates GMP, GVP and GCP inspections 
performed by NCAs for Centrally Authorised 

Products.

Platform used for pre and post authorisation case 
management for EMA-led procedures of the 

product lifecycle 

Management of notifications for distribution of 
centrally authorised medicinal products in parallel by 

companies independent from Marketing authorisation 
holder (MAH).

IRIS 
Portal
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NAP

Cefuroxema EMA 150 mg film-coated tablets

MAH: Fujisawa S.A.

EU/1/87/6543/001
EU/1/87/6543/002

ATC Code: J01DC02

Fidaxomicin EMA 50 mg comprimidos

MAH: Kern Pharma S.L.

3 pack sizes (091990)
Authorised in Spain

ATC Code: A07AA12

The aim of this presentation is to:

• Show how data is captured by PMS sources of data

• How data is re-used by the PMS consuming systems

• Explain how different stakeholders will be handling PMS data in the different systems and processes

Introduction

CAP
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MAH
New MA 
eAF (PDF)

eCTD dossier 
containing eAF

Authorised

SIAMEDEMA

National DBNCA

PMS API

SIAMEDEMA

National DBNCA

MAHs submit PDF Initial MAA within the eCTD

NCAs create NAP in their DDBB and assign national data (such as MA numbers)
EMA creates CAP in SIAMED II and assign procedural data as well.

After approval, NCAs include CAP data in their DDBB and the authorisation status is 
changed to ‘valid’ in SIAMED II leading to the generation of the product in the PMS API 
and the PLM Portal

Submission and approval of initial MAA

IRIS

PLM Portal



CAP product created in the PMS API
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Version 1 of the medicinal product

Two packages are created

Paediatric use is false also as it is not captured in SIAMED

Manufacturers from SIAMED

Product name as in SIAMED (not as in XEVMPD)

No indications as SIAMED does not capture them
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EV codes missing as data has not 
yet been submitted to XEVMPD
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MedDRA codes missing as data has 
not yet been submitted to XEVMPD
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MAH
New MA 
eAF (PDF)

eCTD dossier 
containing eAF

Authorised

SIAMEDEMA

National DBNCA

PMS API

SIAMEDEMA

National DBNCA

After approval, MAHs insert the authorised products in XEVMPD

Insert of products in XEVMPD

IRIS

PLM Portal

XEVMPD

MAH
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Insert of products in XEVMPD

Products can be submitted using EVWEB or 
gateway submission. CAPs and NAPs should be 
submitted to XEVMPD following the business 
rules described in Chapter 3.II of XEVMPD
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MAH
New MA 
eAF (PDF)

eCTD dossier 
containing eAF

Authorised

SIAMEDEMA

National DBNCA

PMS API

SIAMEDEMA

National DBNCA

Once data reaches XEVMPD, XEVMPD to PMS deltas will lead to the generation of the NAP 
in the PMS API and in the PLM Portal.

CAPs created in XEVMPD will merge their data with the CAPs generated from SIAMED II.

Data will be available in the PMS API and in the PLM Portal

Insert of products in XEVMPD

IRIS

PLM Portal

XEVMPD

MAH
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CAP product is updated after XEVMPD submission

Medicinal product is updated (new version)

Paediatric use is updated with data from XEVMPD

Indications are also updated with data from XEVMPD

Product name is updated with data from XEVMPD
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NAP product is created in the PMS API

New medicinal product is created

The three EV Codes created in XEVMPD are 
reflected in the PMS API

Three packaged medicinal products are linked to 
the medicinal product (one per EV Code created)
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Structured pack size data is missing as this is not part 
of the XEVMPD data model
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EV Codes, name and paeditric use are updated with XEVMPD data
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Pharmaceutical product is now created with data from XEVMPD
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MAH
New MA 
eAF (PDF)

eCTD dossier 
containing eAF

Authorised

SIAMEDEMA

National DBNCA

PMS API

SIAMEDEMA

National DBNCA

Once the products are available in the PMS API and in the PLM Portal, NCAs can map 
the products in their national DDBB to the products created in PMS.

Mappings can be performed to the level of the medicinal product and to the level of the 
packaged medicinal product.

This mapping will help NCAs if reporting to ESMP or ASU is required but also to 
support other regulatory procedures (such as the use of the web-based eAF) or non-
regulatory procedures or data verification if performed by NCAs. 

NCAs data mapping and use of PMS data

IRIS

PLM Portal

XEVMPD

MAH
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PMS API IRIS PLM Portal

Product UI

Enrichment of 
product data 

(manufacturers 
and structured 
pack size data)

Enrichment of product data

When products belong to the Union List of Critical Medicines (ULCM) (based on ATC Code 
and Route of Administration), enrichment has to be performed by MAHs.

In this case, products belong to the ULCM and are also antibiotics, so in the scope of ASU.



Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

Enrichment of product data

Edit NAP product and create a change
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Enrichment of product data

Add as many manufacturers as needed
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Enrichment of product data

Add as many manufacturers as needed



Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

Enrichment of product data

Include additional information such as 
manufacturing business operations and 
additional data required for each 
manufacturer.
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Enrichment of product data

Changes can be validated 
before they are 
submitted.
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For each of the packages, add the 
structured pack size data.
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For each of the packages, add the 
structured pack size data.
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Change can be finalized and submitted.
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PMS API IRIS PLM Portal

Product UI

Enrichment of 
product data 

(manufacturers 
and structured 
pack size data)

Enrichment of product data

Enriched data will be forwarded to the PMS API.

PMS API will be updated and the PLM Portal will show the updated information.
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Enrichment of product data

Structured pack size data is enriched
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Enrichment of product data

Manufacturers and MBOs are enriched.
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PMS API IRIS PLM Portal

Product UI

Enrichment of 
product data 

(manufacturers 
and structured 
pack size data)

ASU use case - Monitoring of antimicrobials sales and 
use

ASU will consume product data from the PMS API.

ASU requires NCAs to submit data on sales and use of antimicrobials in animals.
Consuming 
systems 
(ASU)



1. NCA user wants to add HMPs to ASU Use data template
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2. NCA user searches for HMP of interest with ASU search functionality
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3. NCA user selects HMPs of interest to add to the template
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4. NCA user sees HMP product information in downloaded ASU template

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



5. NCA user indicates the number of packages used per product 
presentation/animal category and uploads the template to the ASU 
Platform.
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6. NCA user can visualise their data in the ASU Power BI application and 
see the impact of the use of HMPs on their antimicrobial consumption 
trends
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PMS API IRIS PLM Portal

Product UI

Enrichment of 
product data 

(manufacturers 
and structured 
pack size data)

ESMP use case - Monitoring of shortages

ESMP will consume PMS product data.

MAHs and NCAs to provide specific data to support shortages management via ESMP.
Consuming 
systems 
(ASU)

Consuming 
systems (ESMP)



Shortage Monitoring & Risk Analysis Tool (ESMP-SMART)

ESMP

How ESMP uses PMS data

Aggregation, analysis and 
visualisation

Member State

data systems

NCAs report critical national shortages 
and provide data on demand for 

medicinal products in crisis and in 
preparedness situations

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

Prevent, monitor and 

manage shortages

Regulatory coordination

Users complete ESMP templates with information per 
product and reupload the templates

Industry

data systems

MAHs perform routine shortage 
reporting and provide data on supply of 

medicinal products in crisis and in 
preparedness situations

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

SPOC WP, MSSG, and EC

Users access ESMP and download reporting 
templates

Data redacted

Name 
redacted



Data Collection – CAP Shortage notification

• Video 1
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Data Collection – MAH Availability template
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Data Collection – Manufacturing template
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ESMP-SMART PMS data elements use
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Aggregation of similar medicinal products

• Level 1: Active substance(s)

• Level 3.1: Active substance(s) - Pharmaceutical Dose 

Form(s)

• Level 4.1: Active substance(s) - Pharmaceutical Dose 

Form(s) – Strength(s)
Reports with automated aggregation, 

analysis and visualisation of indicators

Automatic conversion to a common unit of 

measurement
(packs -> mg of active substance)
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PMS API IRIS PLM Portal

Product UI

Enrichment of 
product data 

(manufacturers 
and structured 
pack size data)

eAF use case – creation & submission of worksharing variation

Web-based variation eAF consumes PMS product data and can be accessed through the PLM 
Portal.

MAHs should create variation forms in order to submit their variations to EMA and/or NCAsConsuming 
systems 
(ASU)

Consuming 
systems (ESMP)

Variation 
eAF (web)

Web-based 
variation form 

using PMS 
products
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PMS API IRIS PLM Portal

Product UI

Enrichment of 
product data 

(manufacturers 
and structured 
pack size data)

IRIS procedure management & Inspections use case 
Management of CAPs variations and manufacturer’s inspections for CAPs

IRIS RPM is consuming PMS data to 
support different EMA-led post 
authorisation procedures such as:

- Variations
- Parallel Distribution
- Inspections
- PSURs fee
- Article 61.3 Notifications
- MA transfers
- Post Authorisation Safety Studies 

(PASS)
- Post Authorisation Measures (PAM)
- Referrals

For NAPs, NCAs will be tracking the 
regulatory procedures in their internal 
systems.

Consuming 
systems 
(ASU)

Consuming 
systems (ESMP, 

RPM and 
Inspections)

Variation 
eAF (web)

Web-based 
variation form 

using PMS 
products



Inspections use case – creation of GMP inspection case
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Inspections use case – creation of GMP inspection case

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Inspections use case – creation of GMP inspection case
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Inspections use case – creation of GMP inspection case
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Inspections use case – creation of GMP inspection case
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Inspections use case – creation of GMP inspection case
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Inspections use case – creation of GMP inspection case

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Inspections use case – creation of GMP inspection case

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

PMS API IRIS PLM Portal

Product UI

Enrichment of 
product data 

(manufacturers 
and structured 
pack size data)

Consuming 
systems 
(ASU)

Consuming 
systems 

(ESMP, IRIS 
RPM)

Variation 
eAF (web)

Web-based 
variation form 

using PMS 
products

Approved

SIAMEDEMA

XEVMPDMAH

Once the variation is approved:

For CAPs, data will be updated in SIAMED and therefore, data will be reflected in PMS.
For NAPs, NCAs should also update their DDBB to reflect updated information.

If XEVMPD data is impacted, MAHs should submit an update to XEVMPD.

If data in the scope of the enrichment is impacted (manufactures, package data), MAHs 
should submit the update following the enrichment process.

In all the cases, PMS will be updated with the most up-to-date data

Update of approved data

National DBNCA
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PMS API IRIS PLM Portal

Product UI

Enrichment of 
product data 

(manufacturers 
and structured 
pack size data)

ePI use case – creation and publication of ePI

In the PLM Portal, the ePIs can be 
generated by MAHs and linked to the 
PMS products that are already available.

Consuming 
systems 
(ASU)

Consuming 
systems (ESMP, 

CRM and 
Inspections)

Variation 
eAF (web)

Web-based 
variation form 

using PMS 
products

ePI 
Generation

Generation of 
ePI and link to 
PMS productsePI API

Consuming 
systems 

(EMWP, NCA 
websites, Apps, 

CDSS)



ePI use case
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PMS data in ePI can:

• Enable consumers of ePI data to leverage the ‘human-friendly’ ePI data together with the corresponding 

‘machine friendly’ PMS data

• Give patients access to the medicines information by a simple scan of the package in their hand



ePI use case – view from PLM: Product UI
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ePI use case – view from PLM: Product UI
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ePI use case – view from PLM: ePI
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ePI use case – view from PLM: ePI
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ePI use case – view from PLM: ePI
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ePI use case – view from ePI API
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ePI use case – view from ePI API
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Overview of data workflow
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Data submitted by MAHs is re-used to feed PMS and its consuming systems 

(ePI, eAF, ASU, ESMP or the RPM in IRIS).
1

Regulatory and non-regulatory processes are more efficient now and less 

manual intervention is required:

• Preparation of variation forms with already populated information

• Evaluation of variations or management of inspections/parallel 

distribution

• Data already pre-populated by systems such as ESMP or ASU to support 

NCAs and MAHs

2

Interconnection among systems supports the principle of PMS being the 

source of product data in the EU regulatory network. More systems will 

be consuming PMS data in the future, strengthening that principle.

3

There are discussions among different groups in the Network to improve and 

expand these business processes (NDSG, ROG, EMA, SMEs,…).
4

Key takeaways & conclusions

This session showcased the end-to-end user journey involving different 

systems and processes (regulatory and non-regulatory) all of them consuming 

PMS data.

5



Your feedback matters

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

• Please spare a few minutes to complete the quick survey we just 
launched in Slido, sharing your feedback on this specific session

• Join Slido.com using this code #PMS-INFO-25 or scan this QR code

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

https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf


Q&A session

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

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.

Q&A housekeeping rules

• We will begin by answering a few questions from participants in the room, 
followed by selected questions from Slido, which will also be addressed verbally

• We will not answer questions in writing during the day

• The unanswered questions will be reviewed after the event, and the most 
frequent/ relevant ones will be added to the online PMS FAQ document

How to ask a question?

On-site participants

• Raise your hand then ask your question orally (please unmute your microphone)

Online participants

• Join Slido.com using this code #PMS-INFO-25 or scanning the QR code on top

• Ask your questions and vote the ones you would most like to be answered

https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf


Session 4:

PMS, our shared journey
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Product Management Service achievements
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Date Product UI Milestone PMS API Milestone

May 2024
Read-only for MAHs & NCAs 
(CAPs)

–

July 2024 –
Read-only for MAHs (CAPs & non-
CAPs)

Sep 2024
Read-only for MAHs & H&V 
NCAs (CAPs & non-CAPs)

Read-only for H&V NCAs (CAPs & 
non-CAPs)

Dec 2024 -
Read-only for H-only NCAs (CAPs 
& non-CAPs)

Jan 2025
Write access for MAHs (non-
CAPs)

-

In 2024: all authorised CAPs and non-CAPs data have been migrated to PMS 
from XEVMPD/SIAMED, enabling read access for all stakeholders to PUI and API

In 2025: Enrichment of data in PMS is launched



PMS Data Model

ISO IDMP Description

ISO 11238
Data elements and structures for unique identification 
and exchange of regulated information on Substances

ISO 11239

Data elements and structures for unique identification 
and exchange of regulated information on 
pharmaceutical dose forms, units of presentation, 
routes of administration and  packaging

ISO 11240
Data elements and structures for unique identification 
and exchange of units of measurement

ISO 11616
Data elements and structures for unique identification 
and exchange of regulated pharmaceutical Product 
information

ISO 11615
Data elements and structures for unique identification 
and exchange of regulated medicinal Product 
information

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



ePI eAF ASU

ESMP IRIS Portal

PMS



eAF ASU

ESMP IRIS Portal

PMS

ePI



PMS data needed for ePI
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“The linkage of an ePI and its product in PMS is done through the PMS ID and the Data Carrier 
Identifier (CDI) ensuring full traceability from regulatory, public and marketed information.”

PMS →       IRIS Dataverse → ePI → Regulatory/Public Use 

PMS Data Element ePI Field Purpose/Impact

Product Management Service 
Identifier (PMS ID)

PMS ID
• Auto-filled for consistency

• Standard terminology used

• Ensures controlled vocab

• Enables structured tracking

• Enables data exchange

Data Carrier Identifier Data Carrier Identifier Value



ePI ASU

ESMP IRIS Portal

PMS

eAF



PMS data needed for eAF
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“PMS delivers structured product data that pre-populates and supports key fields in the electronic 
Application Form (eAF) for variations.”

PMS Data Element eAF Section Purpose/Impact

Product Management Service Identifier (PMS ID)

Product Selection

• Auto-filled for consistency

• Standard terminology used

• Avoids free text errors

• Ensures controlled vocab

• Enables structured tracking

• Enables data exchange

Medicinal Product Identifier (MPID)

Domain

Type

(Authorised) pharmaceutical form

Medicinal Product Full Name

Marketing authorisation number (MP/PMP)

Marketing authorisation Country

Marketing authorisation holder (organisation)

Marketing authorisation procedure (Id, type)

Marketing authorisation status (MP/PMP)

Packaged Medicinal Product Identifier (PCID)

Package description; Pack size

Ingredient (Active substance)

ATC code(s) & ATC Flag; GMO; PSMF; Medical Device;
Proposed Changes/Structured 
Changes

PMS

→

IRIS Dataverse

→

eAF Web form 
Pre-fill 

→

Assessment 

→

Approval



eAFePI

ESMP IRIS Portal

PMS

ASU



PMS data needed for ASU 
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“PMS enables the collection and analysis of ASU data by prepopulating the templates with 
standardised and complete product data.”

PMS Data Element ASU Field Purpose/Impact

Product Management Service Identifier (PMS ID) PMS ID

• Product identification

• Calculation of total amount of 

antimicrobial active substance per 

product presentation

• Antimicrobial use data analysis

Packaged Medicinal Product Identifier Package ID

Marketing authorisation number Marketing authorisation number

Procedure type – Medicines approval system Procedure type

Medicinal product name Medicinal product name

(Authorised) pharmaceutical form ASU product form

Pack size ASU pack size

Manufactured item quantity ASU pack size

ATC code(s) ATC code

Reference substance or Substance ASU substance

Reference strength or Strength (concentration and 
presentation)

ASU strength

PMS →  ASU Template Pre-fill →  Analysis



ASUeAFePI

IRIS Portal

PMS

ESMP



PMS data needed for ESMP
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“PMS provides structured product data that supports the fulfillment of ESMP 
requirements for critical medicines.”

PMS Data Element ESMP Section Purpose/Impact

Product Management Service Identifier (PMS ID)

Product Information

• Auto-filled for consistency

• Standard terminology used

• Avoids free text errors

• Ensures controlled vocab

• Enables structured tracking

• Enables data exchange

Packaged Product Management Service Identifier (PMS ID)

Full Product Name

Short Product Name

Active Substance

Strength

Pharmaceutical Dose Form

Pack Size

Packaging

PCID

Country of Authorisation

Organisation ID/Name

Manufacturer’s Organisation 
Information

Organisation Location ID/City/Country

Operation ID/Type

PMS →       IRIS Dataverse → ESMP Template Pre-fill → Analysis/Crisis Preparedness



ESMP

ASUeAFePI

PMS

IRIS Portal



PMS data needed for IRIS Portal procedures
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“Procedures taking place on the IRIS Portal leverage PMS data to support various regulatory activities, including:

• Inspections, using medicinal products, manufacturer data and operations migrated from SIAMED to PMS

• Parallel Distribution, relying on PMS data for centrally authorised products (CAPs) to track distribution 
case forms

• CAPs marketing status

• PSURs, PASS, referrals: CAPs and non-CAPs

• Variations for CAPs and non-CAPs WS 

• Other procedures of the product lifecycle for CAPs (e.g. renewals, post authorisation measures, etc) 

IRIS Portal uses PMS Data Derived From: Purpose/Impact

• Product data uploads from XEVMPD and SIAMED
• Enrichment data submissions by non-CAP MAHs (i.e. 

structured manufacturer operations and pack size 
data)

• Auto-filled for consistency

• Standard terminology used

• Avoids free text errors

• Ensures controlled vocab

• Enables structured tracking

• Enables data exchange

PMS →       IRIS Dataverse → IRIS Portal & CRM CaseManagement → Assessment → Approval



XEVMPD

PMS DB

PMS PUI

PMS API*

2024

Q4 Q1 Q2 Q3

What capabilities are and will be available to users

2025

Q4 Q1 Q2 Q3

Legend

WRITE Enrichment capabilities for data carrier ID & bulk

Delivered 
capability

we are here

CAPs & non-CAPs migrated from XEVMPD & SIAMED, transformed into ISO IDMP compatible format 

Submission of pending for national approvals (MRPs / DCPs) in XEVMPD 

READ CAPs and non-CAPs for Industry

READ CAPs and non-CAPs for H&V NCAs

READ CAPs & Non-CAPs for Industry & NCAs

Improvement of enrichment capabilities

READ CAPs and non-CAPs for all NCAs

2026

Q4 Q1 Q2 Q3

PMS FHIR R5 upgraded

PMS Public API

WRITE Enrichment capabilities for manufacturers and 
pack sizes data carrier ID in bulk

Planned delivery
*Write PMS API IG updated in May

READ CAPs available for Industry & NCAs

WRITE Enrichment capabilities in place for manufacturers and pack sizes (single)

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-write-pms-api-implementation-guide-zip_en.zip


Key Activities for NCAs
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1) Monthly PMS data mapping meetings until December 2025 for NCA staff representatives to:

o Report on data mapping progress (number of NCAs that submitted data, records mapped, and identified issues)

o Facilitate the exchange of lessons learned among NCAs

o Host Q&A sessions to address NCA data mapping queries

2) Public monthly PMS Q&A Clinics: 17 June, 22 July, 28 August, 18 September, 14 October, 18 November, 18 December

What EMA is doing 

to support NCAs

• Request PMS access to the Product User Interface or Application Programming Interface and optional review 

structured products data including the manufacturers and pack sizes information submitted by MAHs for non-CAPs.

• Continue adoption of ISO IDMP standards and align NCA databases with the PMS data model, where applicable, to 

enable ISO IDMP compatibility, seamless machine-to-machine communication, and interoperability.

• NCA vs PMS Data Mapping: Ensure medicinal product data in the NCA database is accurately mapped to PMS master 

data. Seek EMA support to map legacy product data to PMS and establish a process to keep new PMS product data 

updated in your system.

• Collaborate with software developer/vendors to ensure seamless machine-to-machine integration between NCA 

databases and the PMS API for accurate data exchange from PMS to NCA systems.



Key Activities for MAHs pt.1
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1) Public training webinars to demo new releases and explain key actions for MAHs

2) Public PMS Q&A clinics

3) Publish PMS-related guidance documents (i.e. PMS Q&A, EU IG, PUI Navigation guide etc.)

What EMA is doing 

to support MAHs

• Request PMS access to the PUI or/and API and ensure RIM systems are ready for MAHs to access 

product data through PMS API. 

• Align product data to ISO IDMP. Ensure data is accurate, up-to-date, and ready for submission.

• Submit & maintain products following data under Art.57 requirement:

• Packaged products in XEVMPD & initial dataset of structured data [i.e. manufacturer, 

(including CRO data*), and pack size data] in PMS according to the timelines: 

o Products under ULCM list: Deadline for data submission is December 2025.

o All other products: Deadline for data submission is December 2026.

• Work closely with software developers/vendors to ensure a seamless machine-to-machine 

connection between the MAH’s RIM system and the PMS API for accurate future data submission.

*: Contract Research Organisations (CRO) data apply to non-CAPs with BE studies and support ESMP and referral procedures.



XEVMPD/PMS Data submission timelines

Regulatory activity XEVMPD PMS (Recommended)

Initial MA
Within 15 calendar 
days from the date of 
MA notification

Within 15 calendar 
days from the date of 
MA notification

Post-approval ie. 
variation

Within 30 calendar 
days from the date of 
the authorised changes

Within 30 calendar 
days from the date of 
the authorized changes

For the moment, EMA 
accepts that PMS 
manufacturers and 
pack size data are 
submitted monthly.

Key Activities for MAHs pt.2

1) Electronic submission of medicinal product information by marketing-authorisation holders 

2) PMS EU IG Chapter 2 (updated in May)

3) PMS EU IG Chapter 3 (updated in May)

Reference 

documents
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https://www.ema.europa.eu/en/documents/other/electronic-submission-medicinal-product-information-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/product-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-2_en.pdf
https://www.ema.europa.eu/en/documents/other/process-electronic-submission-medicinal-product-information-chapter-3_en.pdf


XEVMPD

PMS PUI/ 
PMS API

2024

Q4 Q1 Q2 Q3

Key PMS activities for Industry and NCAs to support other use cases

Legend Industry action NCA action

Submit pack sizes for non-CAPs for ULCM to 

XEVMPD

Optional submission of data carrier ID for CAPs & non-CAPs 

Deadline

we are here

2026

Q4 Q1 Q2 Q3

2027

Q4 Q1 Q2 Q3

Keep track of XEVMPD validation (i.e.: 3rd AcKs, FUPs) to keep data quality of products in XEVMPD 

Submit pack sizes for all non-CAPs on the company’s portfolio

Submit all manufacturers (including CRO) and structured pack sizes for all other 
non-CAPs on the company’s portfolio 

Enrichment of additional data – TBC which fields
Submit non-CAPs for EMA 
mapping

eAF Var - MAHs shall only submit variations using 
the web-based eAF and data from XEVMPD/PMS 
(no more PDF)

Review CAPs and non-CAPs data from the Product UI or the PMS API

Submit manufacturers (including CRO) 

and structured pack sizes for non-CAPs 

(ULCM)

Map non-CAPs (ULCM) to your systems
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Optional review of non-CAPs data submitted by applicants (i.e.: manufacturers)

Optionally submit to XEVMPD any product needed for other use cases such as eAF and ESMP (e.g. homeopathic, herbals, parallel distributed etc)

Submit pending MRPs / DCPs to XEVMPD to support eAF 

2025

Q4 Q1 Q2 Q3

Map all other non-CAPs to your systems



Upcoming events

Quarterly system 

demo

Live broadcast on 

event page

26 June 2025 (9:00 

– 11:30 CEST)

Event page

Q&A clinics on Product UI and API

• 17 June 2025 (11:00 – 12:00 CEST): Event page

• 22 July 2025 (11:00 – 12:00 CEST): Event page

• 28 August 2025 (10:00 -11:00 CEST): Event page

• 18 September 2025 (10:00 – 11:00 CEST): Event 
page

• 14 October 2025 (11:00 – 12:00 CEST): Event page

• 18 November 2025 (11:00 – 12:00 CEST): Event 
page

• 18 December 2025 (11:00 – 12:00 CEST): Event 
page
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SPOR & XEVMPD 

status update 

webinars

Live broadcast on 

event page

• 9 July 2025 (10:00 – 
12:30 CEST): Event 
page

• 8 October 2025 
(10:00 – 12:30 CEST): 
Event page

https://www.ema.europa.eu/en/events/quarterly-system-demo-q2-2025
https://www.ema.europa.eu/en/events/questions-answers-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-june-2025
https://www.ema.europa.eu/en/events/questions-answers-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-july-2025
https://www.ema.europa.eu/en/events/questions-answers-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-august-2025
https://www.ema.europa.eu/en/events/questions-answers-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-september-2025
https://www.ema.europa.eu/en/events/questions-answers-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-september-2025
https://www.ema.europa.eu/en/events/questions-answers-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-october-2025
https://www.ema.europa.eu/en/events/questions-answers-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-november-2025
https://www.ema.europa.eu/en/events/questions-answers-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-november-2025
https://www.ema.europa.eu/en/events/questions-answers-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-december-2025
https://www.ema.europa.eu/en/events/questions-answers-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-december-2025
https://www.ema.europa.eu/en/events/spor-xevmpd-status-update-webinar-1
https://www.ema.europa.eu/en/events/spor-xevmpd-status-update-webinar-1
https://www.ema.europa.eu/en/events/spor-xevmpd-status-update-webinar-0


PMS News page

Check:

• News
• Events announcements
• Downtime comms

Quarterly System 

Demos

• See the latest developments

• Give your feedback on features 

and priorities

• Next system demo: 26 Jun 2025

Announced via EMA’s Website 

Events Pages - broadcast live

PMS Web Page

Check for general info on PMS

Check regularly

PLM Newsletter

• See planned PMS engagement 

activities for upcoming quarter

• Subscribe here

Receive via email quarterly after 

subscription

Find:

› PMS overview

› EU Implementation Guide

PMS webinars

Check EMA’s Website Events Pages (when also 

targeting Industry), EU-NTC (for Network only)

PMS FAQ Document 

+ PLM Portal Forum 

• Check FAQs on PMS 

(Document)

• Ask questions (Forum)

Check regularly

• Q&A Clinics to answer users’ 

questions

• Targeted training sessions on 

PMS systems’ use

PMS Progresses: How to stay informed

168

https://plm-portal.ema.europa.eu/Guidance/article/KA-01031/en-us/
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/data-medicines-iso-idmp-standards-overview/substance-product-organisation-and-referential-spor-master-data/substance-product-data-management-services
https://ec.europa.eu/newsroom/ema/user-subscriptions/3638/create
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf
https://plm-portal.ema.europa.eu/forums/


Speakers:

Industry Overview:

How is Industry prepared 

to implement PMS IDMP?

Topic:

Elisabeth Godet

PMS Subject Matter 

Expert (SME), Vaccines 

Europe



Availability and supply of medicines

Leveraging data, digitalisation and artificial intelligence

Real World Data
Clinical Trials

Real World Data
Pharmacovigilance

Regulatory 
Submissions Data 

Path to accessibility

Regulatory science, innovation and competitiveness (Clinical Trials & Manufacturing)

Preclinical
Development

Clinical phases Post-approval Lifecycle management

Antimicrobial resistance and other health threats

Sustainability of the network

Sponsors, Applicants and MAHs are essential contributors, submitting structured product data 
throughout the lifecycle - crucial to leverage the power of data for public health

Substance, product, organisation and referential (SPOR) data are a core asset for evidence-based decisions 
Sponsors and applicants play a crucial role in generating pivotal scientific data from substances and medicinal products

D
a
ta

 s
u

p
p

o
r
ti

n
g

p
u

b
li
c
 h

e
a
lt

h

Visit: Data in RegulationData used to generate insights and evidence that support decisions on the safety, efficacy, and quality of medicines

Visit: European Medicines Agencies Network Strategy to 2028
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SPOR data are essential for the monitoring of medicines’ safety and shortages

https://www.ema.europa.eu/en/about-us/how-we-work/data-regulation-big-data-other-sources
https://www.ema.europa.eu/en/documents/other/seizing-opportunities-changing-medicines-landscape-european-medicines-agencies-network-strategy-2028-final_en.pdf


Substance and product structured data can strengthen evidence-based decisions, leveraging connected 
systems across the EU regulatory network

The implementation of IDMP standards marks a paradigm shift for the pharma industry



• Stronger Compliance & Access – Meets PV 
regulations and improves patient access to 
approved, relevant information.

• Accelerated Time to Market – Enables faster 
submissions, reviews, and patient access to 
treatments.

• Better Shortage Management – Enhances 
reporting and reduces stockouts and 
overstocking.

• Lower Admin Burden – Minimizes post-
approval work with easier data-driven updates. 

• Enhanced Data Quality – Ensures accuracy, 
consistency, and reliable operations.

• Improved Connectivity & Interoperability – 
Value through data re-use. Enables seamless 
data flow and reduces manual work.

• Boosted Efficiency– Streamlines processes 
using AI and automation.

• Simplified Reporting & Compliance – Eases 
reporting and improves cross-functional data 
exchange.

Business drivers IDMP Program Objectives

Industry drivers for implementing IDMP

The mutual benefits of SPOR leveraging consistent, high-quality data across the EU regulatory network can only be 
realized when the entire European Medicines Regulatory Network is fully committed to achieve interoperability 

through SPOR
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IDMP maturity assessment: peer group (N=47) vs. IDMP best-in-class companies (N=6), April 2025

The execution of the EU network data strategy and the progress of ICH M4Q(R2), SPQS are key 

to achieving the full delivery of the industry IDMP implementation 

P
r
e
p

a
r
in

g

Adoption of web-based eAF with PMS

PMS Data Compare 

PMS Data for ESMP

Early work on ICH M4Q(R2) and SPQS with IDMP 
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PLM PMS-ePI Linkage

Assessment of maturity level of product data activities, from a survey with 47 companies in April 2025: average and IDMP best-in-
class companies - those reporting advanced capabilities and early, strong alignment with IDMP objectives.

Beyond PMS, ICH Structured Product Quality Submissions (SPQS) topic is IDMP North Star

Compliance to XEVMPD

PMS Data for ePI generation

Gathering of IDMP Structured data

Not specified >Scoping> Implementing> Improving>Optimized

ICSR integrating IDMP Identifiers

Stronger Compliance & Access 
to information

Accelerated Time to market

Shortage management

Compliance 

Lower administrative burden 

OperationIn progressEarly phase  

For all business drivers 

Maturity level for IDMP Best in Class implementing companies (N=6)Maturity level for the peer group (N=47)



Strengthen
expertise

Set up 
Governance

Build
Process

Assess Data

Process 3ACK 
and proceed with 
XEVMPD data 
correction or 
submit a ticket in 
EMA Service Now, 
as appropriate

Map and 
compare 
product data 
between 
RIMs and PMS

Have 
project
structured
to enrich
PMS for 
ESMP by 
due dates

Have started 
using PUI to 
enrich PMS 
for ESMP 
use case

Survey indicates progress on Product Data Readiness for the PMS Compliance dates

Industry Key Steps to IDMP Readiness 

On going PMS Data preparedness activities

Each step builds the foundation for sustainable IDMP compliance. Progress depends on PMS roadmap/features 

release, early alignment with SPOR expectations, portfolio (count of non-CAPs ULCM), processes, systems.

Percentage of IDMP Best in Class implementing 
companies currently active (N=6)

Percentage of peers 
currently active (N=47)

XEVMPD Data 
Quality

PMS map and 
compare

PMS Enrichment
plan

PMS Enrichment
execution

3ACK: xEVMPD message carrying the 
outcomes of the EMA data quality activities



Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

Industry recommendations to EU Network

Key Objectives guiding PMS 
delivery

1

• Accelerate the release of the 
PUI Bulk edit and Write PMS 
APIs to enable efficient data 
submission and maintenance 

• Progress on XEVMPD 
decommissioning of 
electronic submission of 
product data 

• Consider minimising 
additional data enrichment 
until a robust data validation 
and maintenance process is 
established

Operational & Engagement

3

• Continue delivering webinars 
and training materials to 
provide regular updates as PMS 
rules evolve

• Maintain up-to-date PMS Q&A 
and PMS Known Issues 
reporting identified data quality 
issues and bug-fix timelines

• Enhance EMA ServiceNow 
process for ticket resolution

• Timely address data sync 
issues with quality controls

• Share insights with PMS SME 
Group

Data Validation & Conflict 
Resolution

• Consider implementation 
of data validation 
process applicable to the 
medium-long future for 
data submitted by MAHs in 
PMS

• Consider a collaborative 
and structured process 
for managing and 
reviewing enriched data 
and a way to handle 
conflicts and data 
discrepancies

2



Conclusions

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

Industry and the EU Network share a vision of unlocking the full value of regulatory and health 

data. Progressing on the implementation of IDMP is foundational to enabling data-driven 

decisions and the responsible AI adoption – ultimately improving public health outcomes.

PMS is a strategic asset, and the industry remains committed to progressing IDMP 

implementation as a long-term enabler of regulatory agility, interoperability, and innovation. 

High-quality master data is central to unlocking this value across the product lifecycle.

Now is the time to act. To fully harness the power of data and AI, organizations must 

accelerate their efforts: fully implement the product and substance data standards, invest in 

governance and assess data quality maturity—driving faster, safer access to better medicines 

across the EU.



Speakers:

Preparing for PMS 

Implementation:

An Industry Perspective

Topic:

Javier Monvoisin

PMS Subject Matter 

Expert (SME), 

Medicines for Europe



Data Integrity 
and Quality

Use Cases for Industry Implementation

Data Integrity and Quality

• Enhance the accuracy and consistency of product data

• Internal integration of product data

Use Cases and Values 

• Simplify execution of complex reporting and compliance

• Simplified shortages management. 

• Create significant internal value via implementation of 
improved levels of interoperability across a company's 
infrastructure reducing administrative burden

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Patient 
Access and 
Compliance

Use Cases for Industry Implementation

Patient Compliance and Access to Medicine Information 

• Ensure adherence to legislative and operational 
requirements

• Improved access to medicines information for patients

Use Cases and Values 

• Driver for ePI enabling better patient access to medicine 
information

• Industry value through realization in reduction in 
administration and a potential return on investment due 
to reduction in labour costs

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Operational 
Efficiency

Use Cases for Industry Implementation

Operational Efficiency 

• Streamlining of processes

• Reduction in duplication

• Allow for easier utilization of AI and Automation

Use Cases and Values 

• Increase opportunities to leverage AI and Automation 

• Faster and more efficient submission and approval process 
resulting in benefits to Industry, Regulators, Patients and 
HCP’s 

• Reduction in post approval workloads 

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Enhanced 
Safety

Use Cases for Industry Implementation

Improved Pharmacovigilance and Monitoring

• Proactive safety monitoring and improved risk 
management

Use Cases and Values 

• Facilitate early detection and response to adverse events

• Enhance the ability to identify, assess and mitigate risks 
associated with medicinal products across the portfolio

• Increase transparency on where and how data is being 
leveraged.

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Implementation Strategy

▪ Machine to machine exchange via API is a 
must

▪ Vendor lead times dictate implementation 
timelines

▪ Cost impact based on infrastructure needs

▪ Manual data transformation not practical

▪ Predominantly manually driven work

▪ More reliance on user interface

▪ More time spent on per record basis

▪ Cost impact based on FTE required to support 
process

This has a significant impact on the steps that Industry have already taken and are planning on taking in the future

Companies with large portfolios Companies with smaller portfolios

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Programme for PMS Implementation

Processes Systems Data ChangesGovernance

• Establish a dedicated cross 
functional PMS 
implementation team

• Regular steering team 
meetings to oversee 
progress and discuss 
solutions to challenges

• Keep up to date with EMA 
developments surrounding 
PMS requirements and 
data standards (Regulatory 
Intelligence)

• Integration of PMS 
requirements into existing 
workflows across all relevant 
functions e.g PV, RA, 
Commercial

• Update internal SOPs to 
include PMS data validation 
steps

• Upgrade regulatory systems to 
include PMS data support

• Implementation of cross 
functional system data 
connectivity reducing 
duplication of data and 
divergence

• Upgrade and implement 
corporate master data 
management systems to 
incorporate PMS data fields as 
source data

• Article 57 data restructuring 
and submission to align with 
PMS (packset splits)

• Data cleansing and alignment 
with SPOR across multiple 
systems (not just regulatory 
owned systems)

• Implement corporate wide 
data standards for product 
data using PMS terminology. 
Requires extensive change 
management especially at 
internal manufacturing sites.

Legend

Low effort Medium effort High effort

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Conclusion

▪ PMS is a cornerstone in the regulatory framework, ensuring that the EMA, NCA’s and  

industry can effectively manage and exchange medicinal product information, 

ultimately safeguarding public health and ensuring access to Medicines across the EU

▪ All Stakeholders across Industry and Regulators (NCA’s and EMA) should collaborate 

closely, sharing expertise and resources, to ensure the successful implementation and 

maintenance of the PMS database to support internal and external use cases across the 

network

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Speakers:

Our Shared Journey

NCAs’ Perspective

Topic:

Fakhredin Sayed 

Tabatabei

PMS Subject Matter Expert 

(SME), Medicines Evaluation 

Board



To Be
➢ Enhanced standardization and interoperability for NCAs, 

EMA, MAHs and end users 

➢ Trustworthy legacy data as a foundation for medicinal 
product lifecycle management 

➢ Legacy data will fulfill data qualification agreements and 
will support use cases (e.g. Regulatory Activities via the 
eAF, ESMP, CTIS, IRIS)

➢ Legacy data will be consistent between PMS and 
EMA/NCA databases 

As Is
❖ Data is taken from XEVMPD (MAH), SIAMED (EMA) and 

enriched in PMS (MAH)

❖ Data format in PMS follows international standards 
(IDMP and FHIR)

Data quality of legacy data in PMS 

✓ The goal is to reach 

quality of data desirable 

for identified use cases, 

while minimizing the 

workload of the Network 

by facilitating shared 

responsibilities



Product Mapping and Data Qualification 
Stepwise implementation towards a future Target Operation Model

Current
PMS Legacy Data Qualification

Product Identification
and Mapping

Data Qualification

TOM

Ongoing

Under planning 

To be

As-is

MAH creates / 

updates in PMS Dedicated effort

Same product/ packages in PMS and 

EMA/ NCA databases

• EMA provides mapping support to 

NCAs 

Dedicated effort

Identical data-elements in PMS and NCA 

databases

• Data-elements stored in PMS is aligned 

with the data approved by the NCA

Continuous model

Re-used product data in 

regulatory processes and 

applications using the eAF

Definition

✓ The process of ensuring that the data submitted by MAHs, stored and published in PMS, is the same 

as the data approved by the NCA, stored and published at national level

✓When identifying missing product or data discrepancies, it may involve updating data



Simplified Flowchart

Assign PMSID to the 
Product in the NDB

Investigate

Match the products in 
PMS and NDB based 
on selected product 

details 

Product match 
is found

NCA action to 
remove product

Product Identification
and Mapping

Update XEVMPD

NCA action to 
add product 

Inform MAH

Inform EMA to have 
product added or 

invalidate/ nullified to 
XEVMPD/ PMS 

Update 
PMS

Update 
NDB

Start

No match is found

✓ Ensuring that all medicinal 

products exist and are 

aligned between PMS and 

National Databases (NDBs)

✓ This is a prerequisite for 

the next step



Draft a feasible process that is to ensure legacy data 
qualification and inform the network

Evaluate the consistency of selected data elements 
between PMS and EMA/NCA databases

Feasibility StudyData Qualification

✓ Objectives are to identify 

possibilities, obstacles and 

resource estimates for 

qualification process, as 

well as use cases, data 

elements and quality 

needs

✓ Some systems initially 

benefiting from data 

qualification are ESMP, 

PLM portal, eAFs, ePI



Roadmap

Current Transitional Target

Use Case Analyses 
(Identify use cases, data 

elements and quality needs)

Feasibility Analyses 
(identify possibilities, obstacles 

and recourse estimates for 
qualification process)

Process Planning

Safeguarding of qualified data

Data Qualification of legacy data

Decision

Analyses 
report

Communication 2Communication 1

TOM / eAF
in place

XEVMPD 
decommissioned 

Defining the Safeguarding 
requirements 

PMS Legacy Data Qualification



Moving forward toward Product Master Data 

OutcomePreparation Collaboration





Your feedback matters

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

• Please spare a few minutes to complete the quick survey we just 
launched in Slido, sharing your feedback on this specific session

• Join Slido.com using this code #PMS-INFO-25 or scan this QR code

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

https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf


Q&A session

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

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.

Q&A housekeeping rules

• We will begin by answering a few questions from participants in the room, 
followed by selected questions from Slido, which will also be addressed verbally

• We will not answer questions in writing during the day

• The unanswered questions will be reviewed after the event, and the most 
frequent/ relevant ones will be added to the online PMS FAQ document

How to ask a question?

On-site participants

• Raise your hand then ask your question orally (please unmute your microphone)

Online participants

• Join Slido.com using this code #PMS-INFO-25 or scanning the QR code on top

• Ask your questions and vote the ones you would most like to be answered

https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf


Conclusions and closing 

remarks

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback



Peter Arlett

Co-chair of the Network 

Data Steering Group 

(NDSG) and Head of 

Data Analytics and 

Methods Task Force

Chairs / speakers:

Hilmar Hamann 

Co-chair of Network ICT 

Advisory Committee 

(NICTAC) and Head of 

Information Division

Conclusions and closing remarks



What did we cover today?

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

› PMS is a strategic 
asset for EU 
regulatory use 
cases and beyond

› Multiple groups 
and stakeholders 
engaged 

› PMS should 
support full 
product lifecycle

› NDSG Step wise 
recommendation

› Re-use of PMS 
data in multiple 
regulatory process 
is a reality

› EMA, NCAs and 
Industry are 
mobilizing 
towards shared 
goals

Strategic 
engagement

Portfolio 
delivery

Business 
process

Network 
Mobilisation

1 2 3 4

EMA, NCAs and Industry share common vision and common goals for PMS!



What was covered 

today

Main conclusions

Open points

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

Chairs Impressions



Key takeaways & conclusions

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

In the near future

• XEVMPD submissions support Art 57 obligations as well as needed enrichments

• Enrichments are expanded to all products in the portfolio

• NCAs mapping activities are progressing, initially aligning products and then 
ensuring that information in them is consistent across PMS and National 
systems 

1

A first step is foreseen to simplify submissions and data flows

• In a timely manner to support New Pharma Legislation 

• Enabling submission of both Investigational (IMP) and Authorised  medicinal 
product (AMP) data via the PMS API  or PUI

• Consuming existing/legacy systems repointed to PMS

• Discontinuation of XEVMPD at a given cut-off date

2

To further reduce the burden to stakeholders and improve data quality:

• Integration of PMS data and regulatory processes is the goal

• Structured medicinal product data submitted throughout the regulatory 

lifecycle 

3



Your feedback matters

Join at Slido.com with the code #PMS-INFO-25 for Q&A and feedback

• Please spare a few minutes to complete the survey in Slido, 
sharing your overall feedback on today’s event

• Join Slido.com using this code #PMS-INFO-25 or scan this QR 
code

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

https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf


Thank you

Follow us

LinkedIn icon
YouTube icon Instagram icon

Closing slide

https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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