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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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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



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

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.
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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.



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

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
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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

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