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Housekeeping

Please note that this session is being recorded and will be 

made available through EMA corporate website and 

YouTube channel

Participants can ask questions or give their input via the audience 

interaction tool Slido. 

Interaction via Slido is voluntary, and you may opt to remain 

anonymous. If you chose to use Slido, you consent to the 

processing of your personal data as explained in the EMA 

Data Privacy Statement for Slido.
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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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Unanswered questions

Housekeeping notes – Q&A

3

• Join via QR code or slido.com - please provide your 

questions and comments in Slido only

• Send or upvote the questions you want to hear 

answered – before raising a question check whether its 

has been raised already and vote for it

• Questions will be shown on the screen and managed live in 

the Q&A session

• EMA colleagues will verbally address top voted 

questions at the end in the live Q&A session.

• This can be due to high volume of questions or assistance of a 

specific colleague not available today is required.

• Unanswered questions will be reviewed, and the most relevant 

ones may be addressed in other webinars or in a FAQ document.

• We may request that you ask Questions on specific 

issues/cases in Service Desk to be tracked, investigated and 

adequately assigned.

Q&A Management

PMS Project Made Easy      Q&A - slido.com  code: #PMSEASY
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Source systems 
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Consuming systems 

& actions
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30 mins

Demo & Summary
Marcos Fernández Gómez,

PMS Product Co-Owner, EMA
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The scope of this presentation is to provide an overview of activities that MAHs should perform to be 
compliant with PMS and other systems.

Links to additional information and deeper explanations can be found in each slide.

During the demo, EMA will suggest how MAHs can review their PMS migrated data and make sure the 
XEVMPD data is accurate. MAHs might follow other processes for the same purpose.

It is important that MAHs review the documentation provided to understand all the processes and 
requirements and to review known issues and the expected time of resolution.  

Scope
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Background

XEVMPD SOR SIAMED

eAF

ePI

ESMP

ASU

Inspections 
& PD

RPM

P
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PMS is consuming data from XEVMPD, SIAMED & SOR

• XEVMPD: CAP and non-CAP products managed by MAHs through Art. 57

• SIAMED: EMA’s database containing CAP data

• SOR: master data services for substances, organisations and referentials

Please, review EU IG Chapters 7 and 9 to understand how these sources feed PMS.

PMS provides data to different consuming systems

• Web-based variation eAF: products to be included in the variation 

form come from PMS

• ePI: in the future PMS products and the ePI will be linked

• ESMP: pre-filled templates contain PMS product data

• ASU: Antimicrobial Sales and Use Platform consumes PMS authorised 

products used in animals

• Inspections & parallel distribution: CAPs and their manufacturers 

are consumed from PMS

• RPM: The EMA Regulatory Procedure Management System consumes 

CAPs’ data from PMS

Data in PMS can be accessed through the 
Product UI or through the PMS API

XEVMPD SOR SIAMED

eAF

ePI

ESMP

ASU

Inspections 
& PD

RPM

P
M
S
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-7_en.pdf
https://www.ema.europa.eu/en/documents/other/process-submitting-existing-data-medicinal-products-authorised-human-use-siamed-ii-xevmpd-pms-deltas-chapter-9_en.pdf
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Background
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PMS is the source of product information for 
different systems, therefore it should contain 
harmonised product data.

- Sources shall be reviewed to make sure data quality in 
PMS is the desired one. 

- Additional data is required by PMS consuming systems. 
Submission of this data has to be done through 
different platforms

- Product UI/PMS API
- XEVMPD



Classified as public by the European Medicines Agency 

PMS Project Made Easy      Q&A - slido.com  code: #PMSEASY

Source 
systems

Review and 
improve data 
quality so it is  

reflected in PMS

Consuming 
systems

Provide 
requirements of 

additional 
information needed 

to support their 
processes

XEVMPD SOR SIAMED

eAF

ePI

ESMP

ASU

Inspections 
& PD

RPM

P
M
S
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• Review of data 
in XEVMPD

• Review 
mappings to 
SOR to enable 
continuous 
synchronization 
of products

• Review CAP data 
from SIAMED

• PLM: accurante 
OMS ID to access 
products

• eAF: any product 
subject to be used 
in the web-based 
variation form

• ESMP: 
manufacturers and 
structured pack 
size details for 
ULCM

• ASU: pack sizes for 
impacted products

• Inspections, PD 
& RPM: accurate 
product data

10
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Consuming systems
Additional information is required to support their processes
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Web-based eAF
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Web-based eAF and PMS
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Web-based eAF and PMS

The web-based variation form is consuming products from PMS

Therefore, products subject to be used in the eAF shall be captured in PMS

Authorised products falling under the scope of Art. 57 are already present in PMS and 
therefore in eAF

Authorised or registered products falling out of scope of Art. 57 can be submitted on a 
voluntary basis to XEVMPD (e.g. herbals or homeopathics)

For MRPs/DCPs, as soon as the medicinal product is authorised by the RMS, the submission of a 
variation might be needed. XEVMPD now allows the submission of the products in the CMSs 

where the authorization is still pending (under evaluation) so the products can be selected 
in the web-based eAF. Submission should be performed for new products, not for updates.

Please, review Chapter 3.II of XEVMPD for additional information

https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
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ePI
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ePI and PMS
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ePI will allow linking the 
PMS ID of a product to 

an ePI.

ePI will consume the 
data carrier IDs from 

PMS.
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Actions for MAHs in relation to ePI
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• Enrichment of the Data Carrier ID

◦ From Q2 2025 through the Product UI for non-CAPs. For CAPs a Service Now process will be implemented

◦ Enrich each packaged medicinal product with the relevant data carrier ID

◦ Recommended submission for products with an ePI and optional for the rest

Additional information: EU IG Chapter 3

https://www.ema.europa.eu/en/documents/other/process-electronic-submission-medicinal-product-information-chapter-3_en.pdf
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ESMP
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New version of the ULCM

ESMP requires information of pack sizes, structured pack size data, 
manufacturers and MBOs for the products that are considered critical

If authorised pack sizes are not yet submitted to XEVMPD, they should be submitted

Structured pack size data together with manufacturers and MBOs can be submitted 
through the Product UI. EMA is working on the implementation of the bulk update 

functionality and the write PMS API.

New version of the ULCM is available. 

Dynamic “All ATC codes” reports in the Product UI can be used to identify products in 
PMS under the ULCM.

ESMP and PMS

https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.ema.europa.eu%2Fen%2Fdocuments%2Fother%2Funion-list-critical-medicines-en.xlsx&wdOrigin=BROWSELINK
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ESMP and PMS
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Reporting of 
marketing status 

for non-CAPs

Reporting of 
availability 
information

Reporting of 
manufacturing 

information

During a crisis or upon request of the 
MSSG, MAHs are required to report 
different information for products 

considered critical

Source: Introductory webinar on the European Shortages Monitoring Platform (ESMP)

https://www.ema.europa.eu/en/documents/presentation/presentation-european-shortages-monitoring-platform-esmp-essentials-industry-reporting-requirements-webinar_en.pdf
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ESMP and PMS
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Reporting of marketing status for non-CAPs under ULCM

Source: Introductory webinar on the European Shortages Monitoring Platform (ESMP)

Reporting of 
marketing status for 

non-CAPs

Reporting of 
availability 
information

Reporting of 
manufacturing 

information

This reporting is 
performed at pack size 

level. 
Therefore, pack sizes 

should have been 
submitted to 

XEVMPD.

Fields consumed 
from PMS. This data 
is coming from either 
XEVMPD or Product 

UI (not to be 
changed in the 

exported templates)

https://www.ema.europa.eu/en/documents/presentation/presentation-european-shortages-monitoring-platform-esmp-essentials-industry-reporting-requirements-webinar_en.pdf
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ESMP and PMS

22 PMS Project Made Easy      Q&A - slido.com  code: #PMSEASY Source: European Shortages Monitoring Platform (ESMP) training on routine shortage 

reporting for marketing authorisation holders (MAHs) of centrally authorised products (CAPs)

Reporting of availability information

This reporting is 
performed at pack 

size level. 
Therefore, pack 

sizes should have 
been submitted 

to XEVMPD.
Package size 

should have been 
enriched.

Reporting of 
marketing status for 

non-CAPs

Reporting of 
availability 
information

Reporting of 
manufacturing 

information

Fields consumed 
from PMS. This 

data is coming from 
either XEVMPD or 
Product UI (not to 
be changed in the 

exported 
templates)

https://www.ema.europa.eu/en/documents/presentation/presentation-esmp-training-session-routine-shortage-reporting-marketing-authorisation-holders-centrally-authorised-products_en.pdf
https://www.ema.europa.eu/en/documents/presentation/presentation-esmp-training-session-routine-shortage-reporting-marketing-authorisation-holders-centrally-authorised-products_en.pdf
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ESMP and PMS

Reporting of manufacturing information

This reporting is 
performed at 
product level. 

Manufacturers 
and MBOs 

should have 
been enriched.

Reporting of 
marketing status for 

non-CAPs

Reporting of 
availability 
information

Reporting of 
manufacturing 

information

Fields consumed 
from PMS. This 

data is coming from 
either XEVMPD or 
Product UI (not to 
be changed in the 

exported 
templates)

https://www.ema.europa.eu/en/documents/presentation/presentation-european-shortages-monitoring-platform-esmp-essentials-industry-reporting-requirements-webinar_en.pdf
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Actions for MAHs in relation to ESMP

Identification of 
products under 

the ULCM

Submission of 
pack sizes to 

XEVMPD

Enrichment of 
products
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Multiple 
ATC Code 
selection

Route of 
admin can 
be filtered

List of EV Codes 
linked to each 

product

Possibility to 
see also list of 
manufacturers 

and MBOs

Identification of products under the ULCM

Actions for MAHs in relation to ESMP

MAHs can use 
the dynamic 

“All ATC 
codes” 

reports in the 
product UI to 
filter by ATC 
codes and 

access their 
specific list of 

critical 
products
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Submission of pack sizes to XEVMPD
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Actions for MAHs in relation to ESMP

• CAPs:

◦ No action needed as all pack sizes shall be submitted to XEVMPD

• Non-CAPs under ULCM:

◦ By 31st of Jan 2025, all marketed pack sizes for products with MA number at product level should have been 

submitted to XEVMPD. MAHs should maintain this data as part of the lifecycle of the product.

◦ For new products authorised under the ULCM, submit pack sizes to XEVMPD not later than 15 days after approval.

◦ All authorised pack sizes shall be submitted for products with MA number at pack size level

• Rest of non-CAPs:

◦ All authorised pack sizes shall be submitted for products with MA number at pack size level

◦ For rest of products, submit all pack sizes by end of 2026 – good practice to submit all pack sizes for all new 

authorised products  

Additional information: Detailed guidance on the electronic submission of information on medicinal products for human use by 

marketing authorisation holders to the European Medicines Agency in accordance with Article 57(2) of Regulation (EC) No. 726/2004

https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
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Submission of pack sizes to XEVMPD
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Actions for MAHs in relation to ESMP

• Package description in XEVMPD

◦ This field should be used to identify pack sizes. Very important when the MA number is granted at medicinal product 

level

◦ This field will be shown in the Product UI and its information shall allow the user to identify each pack size

◦ Recommended information to be included in the package description:

– National identifier (review PMS Q&A document for additional information on the national IDs per country).

 EMA is not providing the national IDs. These are provided by the NCAs.

- Package size (18 tablets, 3 vials, etc) and material

- In case of different pack sizes with the same package size but different amount of content, please, submit the 

content as:    Content: 25 ml

  Example: 763947 – 3 vials – Content: 25 ml

  Example: 763950 – 3 vials – Content: 100 ml

  Example: 92846 – 28 tablets – Blister Alu/Alu

Additional information: Detailed guidance on the electronic submission of information on medicinal products for human use by 

marketing authorisation holders to the European Medicines Agency in accordance with Article 57(2) of Regulation (EC) No. 726/2004

https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
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Actions for MAHs in relation to ESMP

Submission of pack sizes to XEVMPD

Can you quickly identify which 
pack size each of the entries 

belong to?

Can you quickly identify which 
pack size each of the entries 

belong to?
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Actions for MAHs in relation to ESMP

Submission of pack sizes to XEVMPD

Can you quickly identify which 
pack size each of the entries 

belong to?

Can you quickly identify which 
pack size each of the entries 

belong to?
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Actions for MAHs in relation to ESMP

Submission of pack sizes to XEVMPD

All packages dynamic report can be used to see all pack sizes submitted, Package PMS ID, package description, etc.

This information can be used to map your pack sizes as this information is reflected on the pre-filled templates from ESMP.
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Actions for MAHs in relation to ESMP

Enrichment of products

• Structured pack size data

◦ The quantity and units of presentation shall be submitted for non-CAPs under the ULCM

◦ Product UI should be used for the enrichment process – please review Product data submission in PMS PUI

Additional information: Submission of Manufacturers, Manufacturing Business Operations (MBOs) and structured pack 

size data to Product Management Service (PMS) | European Medicines Agency (EMA)

https://plm-portal.ema.europa.eu/Guidance/article/KA-01048/en-us/
https://www.ema.europa.eu/en/events/submission-manufacturers-manufacturing-business-operations-mbos-structured-pack-size-data-product-management-service-pms
https://www.ema.europa.eu/en/events/submission-manufacturers-manufacturing-business-operations-mbos-structured-pack-size-data-product-management-service-pms
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Actions for MAHs in relation to ESMP

Enrichment of products

• Manufacturers and MBOs

◦ Review manufacturers and MBOs already present for CAPs in the Product UI / PMS API

◦ Manufacturers and MBOs should be submitted for non-CAPs under the ULCM by December 2025

◦ Product UI should be used for the enrichment process – please review Product data submission in PMS PUI

Additional information: Submission of Manufacturers, Manufacturing Business Operations (MBOs) and structured pack 

size data to Product Management Service (PMS) | European Medicines Agency (EMA)

• Manufacturers and MBOs

◦ Only authorised manufacturers are needed during the first enrichment. Deleted manufacturers shall not 

be provided. 

◦ During maintenance of the enriched data, if a manufacturer or MBO is deleted, please, update the ‘End 

date’.

◦ Maintenance of the enriched data is required: updates of submitted information should be performed 

through the Product UI.

◦ EU IG Chapter 3 has been updated with the list of MBOs to be enriched in PMS

https://plm-portal.ema.europa.eu/Guidance/article/KA-01048/en-us/
https://www.ema.europa.eu/en/events/submission-manufacturers-manufacturing-business-operations-mbos-structured-pack-size-data-product-management-service-pms
https://www.ema.europa.eu/en/events/submission-manufacturers-manufacturing-business-operations-mbos-structured-pack-size-data-product-management-service-pms
https://www.ema.europa.eu/en/documents/other/process-electronic-submission-medicinal-product-information-chapter-3_en.pdf
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Actions for MAHs in relation to ESMP

Enrichment of products

- These MBOs are the same as the ones 

to be provided in the eAF for Initial MAA.

- No MBOs related to excipients apply

- Not all these MBOs apply to all products

- If there are additional MBOs in the 

dossier that do not appear in this list, 

there is no need to submit them to PMS
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ASU
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ASU and PMS
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A reference 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, thus contributing towards the One Health goal of safeguarding animal 
and public health.

Availability of good-quality PMS data will enable the collection of data on use of antimicrobial human 
medicinal products in animals via the ASU Platform and their analyses in the ASU Power BI application.

MAHs will have to submit pack sizes for antimicrobial human products falling in the ASU reporting scope 
(Annexes 3 & 4 of DA 2021/578) to XEVMPD by the end of 2026.

NCAs will be in charge of reporting the rest of the data needed by ASU

Additional information: PMS Info Day 2024

https://www.ema.europa.eu/en/documents/presentation/presentation-product-management-service-pms-info-day_en.pdf
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distribution
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Inspections & PD and PMS
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The Inspections team rely on the manufacturers and MBOs that have been migrated from SIAMED to PMS.

Use the All Manufacturers dynamic report in the product UI to review the data migrated from SIAMED.

MAHs can also use these reports or the view pages of the Product UI to make sure changes are correctly 
implemented by EMA after variations affecting manufacturers and MBO data are approved.

The Parallel Distribution team also consumes PMS Data on CAPs to track the parallel distribution case form.



Classified as public by the European Medicines Agency 

RPM
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RPM and PMS
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The Regulatory Procedure Management at EMA is also relying on PMS data for different procedures.

MAHs shall keep product data up to date in XEVMPD to make sure accurate information is captured in PMS.
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eAF

ePI

ESMP ASU

• Submit and maintain in 
XEVMPD products that 
are needed in the web-
based eAF (e.g: herbal, 
homeopathics, 
pending MRPs/DCPs)

• From Q2 2025, enrich 
data carrier ID through 
Product UI for non-CAPs 
with ePIs.

• For CAPs, EMA will 
release additional 
information

• Submit pack sizes for 
antimicrobial human 
products falling in the 
ASU reporting scope 
(Annexes 3 & 4 of DA 
2021/578) to XEVMPD by 
the end of 2026.

• Use the ATC Code dynamic 
report to know which 
products are under the ULCM

• Submit all pack sizes to 
XEVMPD for these products

• Enrich manufacturers, MBOs 
and structured pack size 
data for these products

• Review EU IG Chapter 3 for 
additional information

• Bulk update functionality 
available in Q2

• Write PMS API available after 
UAT is performed (Q2-Q3 
2025)

RPM, 

Inspections 

& PD

• Review manufacturers 
and MBOs for CAPs 
through the Product UI or 
PMS API

• Keep data in XEVMPD 
up to date

https://www.ema.europa.eu/en/documents/other/process-electronic-submission-medicinal-product-information-chapter-3_en.pdf
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Source systems
Review and improve data quality so it is reflected in PMS
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OMS
OMS data consumed by PMS
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Use of OMS data in PMS
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MAH

Manufacturers Regulator

Competent 
authority 

issuing the 
manufacturing 

activity
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• Make sure the ORG EV Code from XEVMPD is mapped to the correct LOC ID in OMS

◦ Products linked to inactive organisations in OMS might not be shown in the Product UI

45

Actions for MAHs in relation to OMS
MAH

Manufactu
rers

Regulator

Competent 
authority issuing 

the 
manufacturing 

activity

MAH

Manufacturers

• Make sure the manufacturer’s organisation is present in OMS

◦ Otherwise, please, submit a change request to OMS to create it.

Regulator
Competent authority 

issuing the 
manufacturing activity

• No action is needed

◦ Known issue: for some countries, the link to the regulator’s LOC ID is missing in PMS. EMA is working to solve the issue. This 

bug has no impact on any process.

PMS Project Made Easy      Q&A - slido.com  code: #PMSEASY
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• Make sure the ORG EV Code 

from XEVMPD is mapped to 

the correct LOC ID in OMS

• If this mapping is not correct, 

users will not have access to 

their products in PLM Portal
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Actions for MAHs in relation to OMS
MAH

Manufactu
rers

Regulator

Competent 
authority issuing 

the 
manufacturing 

activity

MAH

Changes to the name in OMS are not reflected in 
the product UI. EMA is working to solve this issue.
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• For merged organisations, if products are linked to the old ORG ID, 

applicants can request access to that ORG ID in IAM
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Actions for MAHs in relation to OMS
MAH

Manufactu
rers

Regulator

Competent 
authority issuing 

the 
manufacturing 

activity

MAH
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Actions for MAHs in relation to OMS

ORG-100013839 and ORG-100000703 were merged

Products are linked to the correct LOC ID (LOC-100044192) 
but old ORG ID (ORG-100013839).

In IAM, MAHs can request access to the 
old organisation

https://register.ema.europa.eu/identityiq/help/requestaccess.html#mergedOrganisation

https://register.ema.europa.eu/identityiq/help/requestaccess.html#mergedOrganisation
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SMS
SMS data consumed by PMS
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Use of SMS data in PMS
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Ingredients
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• Make sure the composition is consistent across all EV Codes belonging to the same 

medicinal product.

◦ The active substance and strength are grouping elements. Differences in substance codes and/or strength in 

any particular ingredient in XEVMPD will lead to the generation of duplicate products in PMS.

◦ If all EV Codes belonging to a product are migrated correctly, you can assume the composition is the same 

for all of them. If not, review and compare the composition in XEVMPD (among other grouping fields that differ based 

on the authorization country – review EU IG Chapter 7).
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Actions for MAHs in relation to SMS

Ingredients

Ingredients

Strength should be submitted 
to XEVMPD for all pack sizes as:

Aciclovir – 25mg/ml

Additional information: EU IG Chapter 7 & EU IG Chapter 9

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-7_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-7_en.pdf
https://www.ema.europa.eu/en/documents/other/process-submitting-existing-data-medicinal-products-authorised-human-use-siamed-ii-xevmpd-pms-deltas-chapter-9_en.pdf
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• Make sure the composition in XEVMPD is the same for all the EV Codes belonging to the 

same medicinal product.

◦ The active substance and strength are grouping elements. Differences in these two elements, will allocate 

the EV codes in different medicinal products in PMS. 

◦ If all EV Codes belonging to a product are migrated correctly i.e. did not generate duplicate products, you 

can assume the composition is the same for all of them. If not, review and compare the composition in 

XEVMPD (among other grouping fields that differ based on the authorization country – review EU IG Chapter 7).
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Actions for MAHs in relation to SMS

Ingredients

Ingredients

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-7_en.pdf
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• EMA announced that composition can be provided to XEVMPD as stated in M3 (3.2.P.1) or 

as stated in the SmPC

◦ Applicants can update the XEVMPD composition to reflect the information captured in M3 (3.2.P.1 should be 

provided as attachment)

◦ Full composition as in M3 or as in SmPC: It is not allowed to mix the information from both documents.

◦ Applicants can, optionally, update composition as per M3. When applicants update the composition of one 

EV code, it should be done consistently for every EV code of that product. 

◦ Additional information can be found in Chapter 3.II of XEVMPD
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Actions for MAHs in relation to SMS

Ingredients

Ingredients

https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf


Classified as public by the European Medicines Agency 

• EMA announced that substances with SVG = 0 should not be used

◦ Updating the composition in XEVMPD to change these substances IS NOT mandatory for the moment.

◦ MAHs can, if they want, replace substances with SVG = 0 as log as previous rules are adhered to i.e. the 

composition is in line with SmPC/M3

◦ Suggestion: for new products (inserts), start using as much as possible, SVG = 1 substances.
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Actions for MAHs in relation to SMS

Ingredients

Ingredients
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In SPOR, MAHs can download the list of current substances whit the information on SVG flag, the replacement 

substance, etc.
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Actions for MAHs in relation to SMS

Ingredients

Ingredients

This excel file can be found in the SPOR webpage (SMS section)

https://spor.ema.europa.eu/smswi/#/
https://spor.ema.europa.eu/smswi/#/
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Actions for MAHs in relation to SMS

Ingredients

Ingredients

This excel file can be found in the SPOR webpage (SMS section)

https://spor.ema.europa.eu/smswi/#/
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SVG = 0 and a unique replacement.

MAHs can submit the SVG = 1 substance indicated in SMS even if it does not appear in the SmPC/M3. No 

update to the SmPC or M3 is required.

As the replacement substance is very clear, EMA will validate the composition /product, even if the 

corresponding reference source of information (SmPC/M3) does not completely reflect it.

MAHs can change from MAIZE STARCH PREGELATINISED AND PHOSPHATED to MAIZE STARCH PREGELATINISED
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Actions for MAHs in relation to SMS

Ingredients

Ingredients
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SVG = 0 and unspecified replacement.

As the specific replacement substance is unclear, EMA will only validate the product and composition if the 

corresponding reference source of information (SmPC/M3) is provided AND accurately reflects it.
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Actions for MAHs in relation to SMS

Ingredients

Ingredients
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RMS
RMS data consumed by PMS
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Use of RMS data in PMS
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Medicinal 
Product:

- Domain

- Authorised dose form

- Indications

- ATC Codes

- Legal Basis

- MBOs

- …

Packaged 
Medicinal 
Product:

- Units of presentation

- Materials

- Package items

-...

Pharmaceutical 
Product:

- Route of administration

- Admin dose form

- Ingredient roles

- …
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In the documents section of RMS, MAHs can download the mapping excels with different actions for MAHs in 

relation to: Authorised dose form, Route of Administration and ATC Codes.
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Actions for MAHs in relation to RMS

Medicinal Product:

Medicinal 
Product:

- Domain

- Authorised dose form

- Indications

- ATC Codes

- Legal Basis

- MBOs

- …

Packaged 
Medicinal 
Product:
- Units of presentation

- Materials

- Package items

-... Pharmaceuti
cal Product:

- Route of administration

- Admin dose form

- Ingredient roles

- …

https://spor.ema.europa.eu/rmswi/#/viewDocuments
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Actions for MAHs in relation to RMS

Medicinal Product:

Medicinal 
Product:

- Domain

- Authorised dose form

- Indications

- ATC Codes

- Legal Basis

- MBOs

- …

Packaged 
Medicinal 
Product:
- Units of presentation

- Materials

- Package items

-... Pharmaceuti
cal Product:

- Route of administration

- Admin dose form

- Ingredient roles

- …

• EMA has released a mapping document for Authorised Dose Forms

◦ Filter by XEVMPD Action for Users:

– Select the correct pharmaceutical dose form → Review the authorised dose form and administrable dose form and 

change it by a standard term

– Review mapping → EMA performed a mapping to an RMS term. Check if this is correct, if not, notify RMS team.
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Actions for MAHs in relation to RMS

Medicinal Product:

Medicinal 
Product:

- Domain

- Authorised dose form

- Indications

- ATC Codes

- Legal Basis

- MBOs

- …

Packaged 
Medicinal 
Product:
- Units of presentation

- Materials

- Package items

-... Pharmaceuti
cal Product:

- Route of administration

- Admin dose form

- Ingredient roles

- …

• EMA has released a mapping document for ATC Codes

◦ Filter by XEVMPD Action for Users:

– Outdated ATC code. A current ATC code should be added → Review the ATC Code and replace by a current one. Check 

the XEVMPD proposed replacement.



Classified as public by the European Medicines Agency 

• No immediate actions for MAHs

◦ No RMS terms are used for the moment in the packaged medicinal product. EV Codes, MA numbers and package description is 

consumed from XEVMPD and not linked to any RMS term. 

◦ Enrichment of structured pack size data is performed through the Product UI (direct link to RMS terms)

◦ Additional information can be found in EU IG Chapter 3. 

◦ Materials and package items will be discussed in due course (granularity, new terms, etc). Please, do not submit change 

requests for additional terms in RMS for these lists until additional information is provided.
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Actions for MAHs in relation to RMS
Medicinal 
Product:

- Domain

- Authorised dose form

- Indications

- ATC Codes

- Legal Basis

- MBOs

- …

Packaged 
Medicinal 
Product:
- Units of presentation

- Materials

- Package items

-... Pharmaceuti
cal Product:

- Route of administration

- Admin dose form

- Ingredient roles

- …

Packaged Medicinal 
Product

https://www.ema.europa.eu/en/documents/other/process-electronic-submission-medicinal-product-information-chapter-3_en.pdf
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Pharmaceutical 
Product

• EMA has released a mapping document for route of administrations with actions for MAHs

◦ Filter by XEVMPD Action for Users:

– Select the correct route of administration → Review the authorised dose form and administrable dose form and change it 

by a standard term. Check the Case column for more information
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Actions for MAHs in relation to RMS
Medicinal 
Product:

- Domain

- Authorised dose form

- Indications

- ATC Codes

- Legal Basis

- MBOs

- …

Packaged 
Medicinal 
Product:
- Units of presentation

- Materials

- Package items

-... Pharmaceuti
cal Product:

- Route of administration

- Admin dose form

- Ingredient roles

- …

Subdermal use is a legacy term. Subcutaneous use is the current term.

Solution for infusion is not a route of administration – select a correct RoA.
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Summary
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Summary

OMS SMS RMS

• Make sure the mapping between 

the ORG EV Code and the LOC ID is 

correct

• Products linked to inactive 

organisations might appear in the 

Product UI

• If needed, MAHs can request access 

to historical organisations in OMS

• Make sure your manufacturers are 

included in OMS 

• Make sure that EV Codes belonging 

to the same product have the same 

active substance(s) and strength.

• Composition can be submitted as in 

M3 or SmPC (MAHs decides)

• Substances with SVG = 0 should be 

avoided (replacement is not yet 

mandatory). Good practice to submit 

newly authorised products following 

this recommendation.

• Review the mapping excels 

available in RMS.

• Use the advance queries from 

XEVMPD to check if any change is 

required on the route of 

administration or authorised dose 

form.

• Terms for materials or package 

items shall not be requested. EMA 

will review the data needed in these 

fields and communicate in due 

course.

https://spor.ema.europa.eu/rmswi/#/viewDocuments
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Review of migrated data

Being ready for PMS 

compliance
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Using XEVPMD queries 
for the review

The following tips are just suggestions on how MAHs can review their data. 
Other strategies might be followed.
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• MAHs can use the advanced queries from XEVMPD to export EV Codes’ data and review if any action is 

needed

• By comparing data from the advanced queries with data from RMS data mappings excels, MAH’s actions 

can be identified

Using XEVPMD queries for the review

1. Select the queries section in XEVMPD

2. Select Owned Authorised Products

3. Select the different fields you want to export such as EV Code, 
Product Validity, Full presentation name, Route of administration, 
Pharmaceutical form, authorisation status, etc

https://www.ema.europa.eu/system/files/documents/other/extended-eudravigilance-medicinal-product-dictionary-xevmpd-data-entry-tool-evweb-user-manual-en.pdf
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Using XEVPMD queries for the review

4. In the conditions, filter out the nullified products (Product nullified = NO)

5. Export to Excel and save it as Excel (otherwise it will be saved as Web page)
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• Users can compare the Exports from the advanced queries and the RMS mapping excels to check 

which EV Codes have any MAH action to be performed.

• Please, review the Product Validity field to check if there are Valid EV Codes not validated by XEVMPD. 

You can open a ticket for the XEVMPD team requesting the validation. 

• This query can also be used to check the MAH Code linked to each EV Code and review the OMS 

mapping

• Review the recording of the webinar to see a live demo.

Using XEVPMD queries for the review
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• MAHs can use the export tool from XEVMPD to export additional EV Codes’ data that can be used to identify changes needed on substances 

for example

• Comparing data from export with data from the SMS excel, MAH’s actions can be identified

• Comparing this data, also actions on ATC codes can be identified

• Note: these exports are quite heavy, suggestion to perform the review in groups

Using XEVPMD export tool for the review

https://www.ema.europa.eu/system/files/documents/other/extended-eudravigilance-medicinal-product-dictionary-xevmpd-data-entry-tool-evweb-user-manual-en.pdf
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Using the Product UI for 
the review
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• Dynamic reports from the Product UI can be used to compare data with XEVMPD exports, review CAP 

data, identify critical medicines or review mapping actions for MAHs linked to RMS.

Using Product UI for the review

Products of my 
organisation

All manufacturing 
operations

All ingredients

All packages

All ATC Codes

Review LOC ID and ORG ID correctly mapped 
between XEVMPD and OMS

Review CAP manufacturers and MBOs and 
enriched non-CAPs

Review migrated ingredients.
Can be used to identify SVG = 0 substances

Review if all EV Codes have been migrated from 
XEVMPD. EV Codes correctly assigned to each 
product

Identify critical products and outdated or 
missing ATC Codes
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• Use the All packages Dynamic Report to check if all EV codes from XEVMPD have been migrated and 

available in the Product UI

• Compare all packages EV Codes export and advanced query from XEVMPD to check missing EV Codes

• Steps:

◦ 1) From the advanced query of XEVMPD, remove products with Authorisation status Not valid – transferred (these products were not migrated to 

PMS)

◦ 2) From the advanced query of XEVMPD, remove the products with Authorisation status Valid – transferred in PMS. For the moment, the product 

UI is showing the Previous EV Code. Therefore, we will not be able to match these products. (EMA is working on this issue)

◦ 3) Compare the data in the advanced query from XEVMPD with the data in the all packages dynamic report (using Excel formulas (VLOOK UP)– 

review the demo performed during the webinar)

◦ 4) Review the missing products (not matched) and with the known issues in the PMS Q&A document, check if they are not migrated due to a 

known issue (missing mapping with the authorised dose form, inactive MAH). Otherwise, open a ticket providing the missing EV Codes. 

Using Product UI for the review
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• Use the All manufacturing operations Dynamic Report to check manufacturers and MBOs migrated 

from SIAMED. If any discrepancy is found, you can raise a ticket providing all the information so the 

correction can be performed.

• It can also be used to review the data provided for non-CAPs as part of the enrichment process

• Notes:

◦ Please, review EU IG Chapter 3 for additional information on which manufacturers and MBOs should be submitted to PMS.

Using Product UI for the review

https://www.ema.europa.eu/en/documents/other/process-electronic-submission-medicinal-product-information-chapter-3_en.pdf
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• Use the All ATC codes Dynamic Report to identify the Medicinal products in scope of the ULCM

• Filter by  the ATC Codes from the ULCM and RoA can also be filtered afterwards. That would be the list of 

products MAHs need to enrich with manufacturers, MBOs and structured pack size data

• This report can be used to identify products with missing ATC codes as well

• Notes:

◦ Not valid products (withdrawn, not renewed, etc) are out of scope of the ULCM – you can remove them from the 

export

◦ Use version 2 of the ULCM for this exercise

◦ You can use the formula  =IF(ISNUMBER(SEARCH(C2, I2)), “YES", "NO") to compare the route of administration 

where C2 contains the route of admin from the PUI and I2 contains the route of admin from the ULCM excel.

◦ For products with multiple RoA we recommend a manual check

◦ Remember to keep always up to date the ATC codes in XEVMPD

Using Product UI for the review

https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/availability-medicines-during-crises/union-list-critical-medicines
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• Rest of the data of the Product UI pages, can be done product by product until we have other 

reports for data such as:

◦ Indications

◦ Legal basis

◦ Additional monitoring

◦ Paediatric use

◦ etc.

• Verification of this data can be done at a later stage when reports are available

Using Product UI for the review



Classified as public by the European Medicines Agency 

Summary
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Use XEVMPD to review 
improvements in data

Use Dynamic reports in UI 
to review migrated data in 

PMS

• Use advanced queries from 
XEVMPD to export EV Codes’ 
data

• Check if any of the route of 
administrations or dose forms 
used by MAH should be 
replaced

• Use XEVMPD export tool to 
review substances with SVG =0 
(not mandatory for the 
moment) and ATC Codes

• Use Dynamic reports in the 
Product UI together with the 
exports from XEVMPD to make 
sure all EV Codes have been 
migrated

• Remember that EV Codes with 
auth status ‘Valid – transferred’ 
are showing for the moment the 
previous - EV Code

• Use dynamic reports to review 
manufacturers’ data for 
CAPs

• Use ATC Codes dynamic report 
to identify products 
belonging to the ULCM

Product UI navigation guide

https://www.ema.europa.eu/en/documents/other/extended-eudravigilance-medicinal-product-dictionary-xevmpd-data-entry-tool-evweb-user-manual_en.pdf
chrome-extension://hehijbfgiekmjfkfjpbkbammjbdenadd/nhc.htm#url=https://eudravigilance.ema.europa.eu/human/restricted/evmpdex/exportmanager.asp
https://plm-portal.ema.europa.eu/Guidance/article/KA-01048/en-us/
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Proposed 
process to start 
the PMS journey
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Request access to Product UI

Remember 
that access 

can be 
requested to 

historical 
organisations

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-1-registration-requirements_en.pdf
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Request access to Product UI

Export EV Codes’ data from XEVMPD 
advanced queries

Check the ORG 
EV Code for 
your records 

and the 
mappings in 

OMS

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-1-registration-requirements_en.pdf
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Request access to Product UI

Export EV Codes’ data from XEVMPD 
advanced queries

Use the dynamic reports to make sure 
correct LOC ID and ORG ID are used in PMS

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-1-registration-requirements_en.pdf
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Request access to Product UI

Export EV Codes’ data from XEVMPD 
advanced queries

Use the dynamic reports to make sure 
correct LOC ID and ORG ID are used in PMS

Review RMS/SMS mappings and 
perform necessary changes in XEVMPD

SMS changes 
are not 

mandatory

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-1-registration-requirements_en.pdf
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Make sure all packs are migrated 
using the combination of XEVMPD 
exports and dynamic reports

Try to identify 
duplicates 
looking for 

duplicates in 
the product 

name
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Review if any product of the portfolio 
is considered a critical medicine.
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Submit all 
marketed pack 

sizes if applicable

Start collecting 
data for these 
products and 

review 
manufacturers for 

CAPs

For the review, 
focus first on 

critical medicines or 
products that MAH 
will use in the web-

based variation 
form
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Keep track of 
new EV Codes 
submitted and 
make sure they 
are allocated in 
the correct PMS 

medicinal 
product

Enrichment of 
critical products 
can be started or 

wait for Bulk 
Update 

functionality in 
Q2

Always review 
the 

documentation 
to understand 
changes, bug 
resolutions, 

business rules, 
etc
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Useful documentation

91 PMS Project Made Easy      Q&A - slido.com  code: #PMSEASY



Classified as public by the European Medicines Agency 

EU Implementation guideline

PMS QA document

Chapter 3.II of XEVMPD

Navigation guide of Product UI

Write PMS API implementation guide

Other webinars

Access to PMS data (UI & API)

Data model

Enrichment process

View PMS API specifications

Examples

EU Implementation guideline

Frequently asked questions

Known issues and expected timelines for resolution

PMS Q&A document

Provides information on how to submit data to XEVMPD

Chapter 3.II of XEVMPD

Explains how to navigate and use the Product UI (view and write)

Navigation guide of Product UI

Technical guidance to implement the write PMS API

Write PMS API implementation guide

List of past webinars related to PMS

Other webinars

https://www.ema.europa.eu/en/human-regulatory-overview/research-development/data-medicines-iso-idmp-standards-overview/substance-product-organisation-referential-spor-master-data/substance-product-data-management-services
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://plm-portal.ema.europa.eu/Guidance/article/KA-01048/en-us/
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-write-pms-api-implementation-guide_en.pdf
https://www.ema.europa.eu/en/events/past-events?f%5B0%5D=events_list_keyword%3APMS
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PLM.ValueStream@ema.europa.eu

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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