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Outline
• Background: ISO IDMP and pharmacovigilance use case

• Implementation of ISO IDMP

• Transition: from XEVMPD (EudraVigilance Medicinal Product Dictionary) to PMS 
(Product Master Service)

• Take home messages
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ISO standards for IDentification of Medicinal Products:
IDMP

• The set of ISO IDMP standards establishes definitions and concepts, common vocabularies and describes data 
elements and their structural relationships that are required for the unique identification of medicines. Developed 
to ensure worldwide interoperability across regulatory and healthcare communities. 
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Substances (Substance ID/Specified Substance ID) - ISO 11238 

Pharmaceutical dose forms, units of presentation, routes 
of administration and packaging - ISO 11239 

Units of measurement - ISO 11240 

Pharmaceutical product (PhPID) - ISO 11616 

Medicinal product (MPID/PCID) - ISO 11615 
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IDMP: from data models and terminologies 
to identifiers

ISO Standards containing 
~250 data attributes Unique Product 

Identifiers

Pharmaceutical Product 
ID

PHPID

Medicinal Product ID
MPID

Substance ID
SID

Medicinal Product 
Package ID

PCID



IDMP identifiers - relationships
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EU structured medicinal product data – ISO IDMP 
vision

• International exchange of Individual Case 
Safety Reports (ICSRs) was initial driver for 
developing IDMP standards

• Drug information is exchanged as free text, 
requiring classification against the drug 
dictionary implemented in the 
pharmacovigilance database

• Replacing free text drug information with IDMP 
identifiers is expected to: 

◦ Improve efficiency of ICSR processing

◦ Improve accuracy of data analysis of ICSRs

◦ Improve collation of data globally facilitating 
earlier signal detection
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Light and dark blue arrows indicate exchange in ICSR format. 



ISO IDMP Description EU ICSR

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

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

11240 Data elements and structures for unique identification of units of measurements

11615 Data elements and structures for unique identification and exchange of regulated Medicinal 
product information

11616 Data elements and structures for unique identification and exchange of regulated 
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• The ISO ICSR standard in ICH E2B(R3) format became mandatory in EU in June 2022

• E2B(R3) format already uses 2 IDMP standards

• E2B(R3) format contains data-elements for transmitting IDMP identifiers MPID, PhPID, 
(Specified) Substance ID 

◦ EU Individual Case Safety Report (ICSR)1 Implementation Guide explains that free text is used 
until such identifiers are implemented

◦ Different levels can be used within the ICSR – depending upon what information on medicine is 
available

◦
 

ISO IDMP in ICSRs

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-union-individual-case-safety-report-icsr-implementation-guide_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-union-individual-case-safety-report-icsr-implementation-guide_en.pdf
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EudraVigilance: from 
XEVMPD to PMS
Progress towards use of ISO IDMP in 
EudraVigilance
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EudraVigilance Medicinal Product Dictionary (XEVMPD) 
– Art 57 database and development products 

• Product database used for the submission of 
authorised medicinal product information under 
Article 57(2) of Regulation (EC) 726/2004

◦ All authorised EU products, including nationally 
authorised, MRP/DCP and centrally authorised 
products – starting July 2012

◦ Submission within required timelines after marketing 
authorisation (15 days) and maintenance following 
variations (30 days)

• Supporting submission of development/ 
investigational medicinal product information
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Safety reports: making use of product names (XEVMPD)

Use of Art 57 data in ICSRs11



Data migration from XEVMPD to PMS

Medicinal Product

Pharmaceutical 
Product

IngredientsRoute of Admin

Medicinal Product
Name Parts

Orphan 
Designations

Product 
Classification

Attachments

Country/ 
languages

Master File

Cross reference

Authorised Pharm 
Form

Marketing 
Authorisation

Therapeutic 
indication

Manufacturing 
Business Operation

QPPV

PhV Contacts

Packaged 
Medicinal product

Manufacturer 
Item Ingredients

Package Item 
(Container)

Shelf life / 
Storage

Device

Data Carrier Package 
Component

Marketing Status

Authorised Pharm 
Form

Data not migrated 
from SIAMED/XEVMPD

Data migrated form 
SIAMED/XEVMPD

• ∼180 PMS repeatable fields vs ∼ 50 XEVMPD 
fields. 

• Authorised products data is migrated from 
existing source systems: XEVMPD (and 
SIAMED for centrally authorised products).

• Fields are populated using structured logic 
to transform EV codes referring to 
substance, organisation, and referential 
data into SOR master data aligned with ISO 
standards.

• Free text fields (e.g., Package description) 
are migrated on a 1:1 match basis with 
PMS free text fields.

• Where possible, free text data (ie. 
Paediatric use indicator) is transformed into 
structured and standardised IDMP product 
data within PMS.



Towards integration of 
XEVMPD with SPOR data

SPOR integration – supporting data 
interoperability today

- Substance: data in XEVMPD is mapped to SMS 
and maintained by SMS service.  

- Product: PMS consumes XEVMPD data and 
supports its enrichment

- Organisations: data is mapped against OMS and 
used during submission of data

- Referentials: mappings have been created and 
maintained for pharmaceutical forms, routes of 
administrations, ATC codes, MedDRA codes

SPOR integration – looking towards the 
future

- Substance: Supporting a better granularity and 
hierarchy, including the building of PhPIDs

- Product: data to be submitted directly in PMS and 
XEVMPD to be replaced

- Organisations: organisation data used in products; 
QPPV submission to be supported

- Referentials: directly used as part of product 
information 
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Moving forward with PMS

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 
regulatory use cases

› 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



Key benefits of replacing XEVMPD with PMS

Improved eRMR (reaction monitoring report) and data analysis: 
• additional product information will allow a better granularity, supporting the aggregation of data 
• Improvements in the technology used will allow integration with technology advancements (e.g. 

use of AI, data analytics platform)

Benefits from the ISO IDMP (Identification of Medicinal Products) data standard, facilitating data 
exchange and data analysis. Integration with SPOR terminologies  

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, …)

Improvements to eRMR generation 

Enhanced interoperability

Advanced reporting and analytics



Key takeaways

XEVMPD is currently the receiving system for authorised and development data 
and supporting pharmacovigilance use cases. PMS consumes XEVMPD data and 
enriches it, supporting several regulatory use cases.  

1

Transition towards a target state has progressed over the past years, with 
substance, organisation and referential data mapped between XEVMPD and 
SPOR. 
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Target state: unique and shared repository of trusted product master data in 
ISO IDMP format for all human medicinal products in the EU throughout their life 
cycle (development and authorised) – integrating regulatory use cases, including 
pharmacovigilance

3

Exploiting the benefits of ISO IDMP identifiers in ICSRs requires well planned
implementation with pharmacovigilance stakeholders to agree on a harmonized
approach and guidance.
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Thank you
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