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Please note that this session is being recorded and will be made available through EMA 

Corporate Website and YouTube channel. 

Throughout the session, participants will be able to ask questions or give their input via the audience 

interaction tool Slido.

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

consent to the processing of your personal data as explained in the EMA Data Privacy Statement 

for Slido.

0 For Questions: www.slido.com  code: #2552894

Welcome and housekeeping notes

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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Join via QR code or slido.com 2 Send or upvote the questions 

you want to hear answered

3 4Questions will be shown on the screen 

and managed live in the Q&A session
Questions not addressed 

during this session may be 

addressed in subsequent 

webinars and/or in FAQ document 

in SPOR Portal

Welcome and housekeeping notes

For Questions: www.slido.com  code: #25528941
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Webinar title Date Time

SPOR and XEVMPD Data Governance 17 April 2023 10:00-12:00 CET

Service Desk for SPOR and XEVMPD 17 April 2023 14:00-16:00 CET

Referentials Management Service (RMS) 18 April 2023 10:00-12:00 CET

Organisation Management Service (OMS) 18 April 2023 14:00-16:00 CET

Substance Management Service (SMS) 19 April 2023 10:00-12:00 CET

Product Management Service (XEVMPD) 19 April 2023 14:00-16:00 CET

Substance, product, organisation and 
referential (SPOR) application 

programming interface (API) - SPOR 
API

20 April 2023 10:00-12:00 CET

EMA Account Management 20 April 2023 14:00-16:00 CET

SPOR week is a full week of webinars during which EMA's Regulatory Data Management Service team 

talks about all aspects of regulatory data management and how it works today.

For Questions: www.slido.com  code: #2552894

SPOR Week Webinars

https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/5fa14eb22f9d4e699591d24ca4d7ec0a?ticket=4832534b00000006b2c1c24d969e176c6efa4b50efeffd5fb5909ecce1c622be366f558d59f7e2bf&timestamp=1678630131468&RGID=r9ca0c1044ed05282d0fe236251c99a9c
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/461a7d1dfb9342bbbdd77f9d1aa0d34a?ticket=4832534b00000006d785b2421a3b37703d53cf0f6501d69000ca41ae834a72d8917a506c7cb540bb&timestamp=1676630875340&RGID=r1552802c0646096c101b5e62b25dfa5d
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/8bfff1ef8d3e419d872f7b472ac2b7d4?ticket=4832534b000000065ed1defdd779b2f5cb73eeaff9308302d38d05be37abd1d34e5ec85a97065d8f&timestamp=1676630926408&RGID=r46516995ff51d5f4383d95f05cac8e38
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/480cb6ee308544fdaacae8789f51799e?ticket=4832534b00000006e519454bed789632633f0117ae30bf565c45c8f677a9a37825e22d810f4c66f1&timestamp=1676631006511&RGID=r834ea26426a57529292e0dcffc96cb5a
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/1748decde9de4fe9b40d594a4b5b2e5d?ticket=4832534b00000006bc0f564f0dcb35b4d7c57a92f0645f730fa8fc81057c5d1ba0c1c17441e6440d&timestamp=1676631064419&RGID=ra85e8fd6945484df2ff2df4f3117a19e
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/69bde1b6b4a64e2ea06a24c8f7715ed3?ticket=4832534b00000006ea2f5cb66d55567f0a0fc3dad8078eac821bb210c750e3c82f95b217da96a150&timestamp=1676631103460&RGID=r84045da9fedf6fdec5fd69c8d24a2c3a
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/08bb6c9b2dca431595ee76169d0ba796?ticket=4832534b000000067e234b0ff33bac9933f28fa37eb0c291544f2720a6355b6a19dc5e4f5832b294&timestamp=1676631150909&RGID=r00e936a4aeb9d8e1ed61fac53c879858
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/08bb6c9b2dca431595ee76169d0ba796?ticket=4832534b000000067e234b0ff33bac9933f28fa37eb0c291544f2720a6355b6a19dc5e4f5832b294&timestamp=1676631150909&RGID=r00e936a4aeb9d8e1ed61fac53c879858
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/08bb6c9b2dca431595ee76169d0ba796?ticket=4832534b000000067e234b0ff33bac9933f28fa37eb0c291544f2720a6355b6a19dc5e4f5832b294&timestamp=1676631150909&RGID=r00e936a4aeb9d8e1ed61fac53c879858
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/08bb6c9b2dca431595ee76169d0ba796?ticket=4832534b000000067e234b0ff33bac9933f28fa37eb0c291544f2720a6355b6a19dc5e4f5832b294&timestamp=1676631150909&RGID=r00e936a4aeb9d8e1ed61fac53c879858
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/f219f370232c48dcb47f75a8329976b0?ticket=4832534b0000000621259842bfa5d9f77ba5c4bfb428e6dacab82aa10938739cb91231fe356abac9&timestamp=1676632710337&RGID=r393a359debcd8d2cd14a974465c369e8


C lassified as  public by the European Medicines Agency 

4

Re-cap of XEVMPD submissions requirement and processes for AMPs and DMPs 

Provide an update on the planned improvements 

Give an overview of XEVMPD statistics

Provide more information on the relationship between XEVMPD and PMS

For Questions: www.slido.com  code: #2552894

Goals of the session
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Agenda
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1 Welcome

14:00 – 14:05

2

3

4

5

Introduction to XEVMPD

Authorised medicinal products 

(AMPs) in the XEVMPD

Development medicinal products (DMPs) 

in the XEVMPD

6

XEVMPD statistics7

8

9

XEVMPD recent & planned activities

XEVMPD and its relationship with PMS and eAF

Key Takeaways and Conclusions

Q&A Session

15:45 – 16:00

10

XEVMPD Documentation & help

For Questions: www.slido.com  code: #2552894

XEVMPD process

XEVMPD Data Quality (DQ) Management

11

12

Agenda
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Introduction to XEVMPD

For Questions: www.slido.com  code: #2552894

Presented by Marcos Fernandez Gomez 
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XEVMPD introduction

XEVMPD

XEVMPD is a central source of medicinal product data (authorised and un-
authorised) that supports different processes in the Network

XEVMPD database can be accessible through a user interface (EVWEB) or 
through a gateway (API)

7

• Product data is submitted and maintained in the Article 57 database/ 
XEVMPD by MAHs and sponsors.

• AMP data is validated by the EMA to ensure standardisation 

• Customer support is provided via EMA Service Desk

For Questions: www.slido.com  code: #2552894
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Sponsor and MAH organisations must be registered with:

• Responsible person (RP) and/or Qualified Person for Pharmacovigilance (QPPV) must be registered under the HQ profile of the 

organisation

• User roles are managed in the EMA Account Management portal

• At least one user from the organisation must follow the XEVMPD training course to be in possession of the ‘Notification of 

successful completion of the XEVMPD training course’ -> required as part of the organisation's registration process with EV

• Training is available as:

• E-learning training course and

• Face-to-face training course (currently held virtually)

Organisation Management Service (OMS) 

EudraVigilance for medicinal product reporting

For Questions: www.slido.com  code: #2552894

Pre-submission requirements
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User submits request for 

registration via Service 

Desk

10 - 15 request per 

month

Registration 

request is 

assessed

Assessment documents 

and XCOMP credentials 

provided to user

Approved User performs assessment 

and submits documents for 

evaluation by adding them 

to the Service Desk ticket

User is advised why 

registration cannot be 

completed

Not approved

EMA provides user with 

‘Notification of successful 

completion of the XEVMPD 

training course’

Pass

User receives new 

documents for assessment 

of failed part 

Fail
5 WD SLA

EMA performs 

assessment
5 WD SLA

3 attempts for each failed part

If user fails all 3 attempts, they are 

advised to follow the face-to-face 

training course

For Questions: www.slido.com  code: #2552894

XEVMPD e-learning training process
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User registers for 

specific training 

date/course with DIA

User 

attends 

training

User 

performs 

assessment

Assessment 

evaluated by the 

training provider

Result 

communicated 

to EMA

EMA provides user with ‘Notification of 

successful completion of the XEVMPD 

training course’

Pass

User receives 

new documents 

for assessment 

of failed part 

Fail

3 attempts for each failed part

For Questions: www.slido.com  code: #2552894

XEVMPD face-to-face training process
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Submission methods
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Medicinal product data must be submitted to XEVMPD electronically in an eXtended 

EudraVigilance Medicinal Product Report Message (XEVPRM) via: 

XEVPRM ACK will be provided to the sender organisation after each submission

WebTrader submission mode using the XEVMPD 

data entry tool (‘EVWEB’)

Gateway transmission mode

For Questions: www.slido.com  code: #2552894
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For Questions: www.slido.com  code: #255289412

Registration with EV for product reporting

Overview of EV registration process (MAHs and sponsors) 

One user from the 

organisation attends the 

XEVMPD training and obtains 

'Notification of successful 

completion of the XEVMPD 

knowledge

evaluation'

First user registers with the

EMA Account Management Portal

Submit ticket via EMA Service 

Desk with 

• Reference role request ID 

• Provide supporting 

documents

• Provide Gateway connection 

details, if applicable

Is organisation 

registered in OMS?

Create organisation 

in OMS

Request 

‘Responsible 

Person’ or ‘QPPV’ 

role in the EMA 

Account 

Management Portal

In EV restricted area 

complete/update 

information  in the 

‘Manage your 

profile’ section

Receive confirmation 

about submission 

mode set-up 

(Webtrader or 

Gateway)

Approve users’ roles 

in the EMA Account 

Management Portal

no

yes

Organisation and 

users are registered

The EV Registration team provides additional 

support for non-commercial sponsors.
See section 8. Non-Commercial Sponsors 

Additional Organisation & User
management support of EV Registration Manual

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eudravigilance-registration-manual_en.pdf
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For Questions: www.slido.com  code: #255289413

XEVMPD Process

Presented by Marcos Fernandez Gomez
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Quality Control

Sampling & checking 

of performed 

activities

Quality Assurance

Root causes & 

process 

improvements

Service 

Coordination

With 

Data governance 

&

IT delivery

Performance 

management

- Invoicing

- KPI reporting

- Customer 

satisfaction

SPOR User

Data services

- Proactive data curation 

(e.g. AMP validation)

- Data cleansing and 

corrections, FUPs with 

users

Report 

technical 

issues

Request 

Information

Request 

Services

Data Quality 

Management

Service 

Management
Data Stewardship

Bussiness lead/ Product Owner

Data management processes are defined, operational and are monitored/reported on

Details for each SPOR domain elaborated in individual webinars this week.

XEVMPD Data management processes

Data profiling

Monitoring 

& investigation 

across entire data

EMA Data Steward

Customer Service

AMP/DMP

submission

For Questions: www.slido.com  code: #2552894

Data publication

Monthly publication of 

AMP data to share PhV

contact details
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Authorised medicinal products (AMPs) in the 
XEVMPD

For Questions: www.slido.com  code: #2552894

Presented by Marcos Fernandez Gomez
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MAHs must submit to the XEVMPD information on medicinal products for human use 

authorised under a national, mutual-recognition, decentralised and/or centralised authorisation 

procedure in the EU, EEA countries and the Northern Ireland.

• New authorised medicinal products must be submitted as soon as possible and no later 

than 15 calendar days from the date of authorisation 

• Amendments to the terms of the marketing authorisations following variation, transfer, 

renewal, suspension, revocation or withdrawal of the marketing authorisation must be 

submitted no later than 30 calendar days from the date of which the amendments have been 

authorised

Legal obligation from Article 57(2) of Regulation (EC) No 726/2004, the EEA Agreement and the 

Protocol on Ireland/Northern Ireland

Mandatory reporting requirements for MAHs

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32004R0726&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:21994A0103(01)&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A12020W/TXT
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MAHs may 

submit to 

the XEVMPD 

information 

on

'Named patient use’ and 'EU Distribution Procedure’ - Art 5(1) and Art 5(2) Dir 

2001/83/EC 

Medicinal products authorised outside the EEA or following a non-EU procedure

Products without a marketing authorisation in the EU/EEA, which are approved under 

emergency use, compassionate use or other national schemes

Herbal medicinal products - Art. 16a Dir No 2001/83/EC (traditional use registration application)

 

Homeopathic medicinal products - Art 14 Dir No 2001/83/EC (simplified registration application)

 

Parallel Distributed/Imported medicinal products - Art 76(3) and (4) Dir No 

2001/83/EC]

For Questions: www.slido.com  code: #2552894

Voluntary reporting requirements for MAHs
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Submit AMP data in 

XEVMPD:

• Insert AMP 

information, 

including 

MAH/PSMFL/QPPV 

information

• Insert and reference 

in the AMP record(s) 

supporting 

document(s) (e.g. 

SmPC/PIL)

Authorising 

body

15 calendar 

days from 

the date 

of authorisation 

Perform validation based on

• Information provided in documents 

• Chapter 3.II describing the business 

rules/approach for entering AMP data

• Data quality control methodology

• Rational assessment of the submitted 

information

Within 2 weeks 

since initial 

submission

Medicinal product 

authorised
Initial submission

Technical 

validation
Content validation/Standardisation

MAH

Check if mandatory data 

is  provided in 

accordance with technical 

and business rules in place

- Chapter 3.I: Technical 

specifications

- Chapter 3.II: business 

guidance

1st and 2nd XEVPRM ACK 

generated

XEVMPD

EMA Data 

Steward

Guidance/references 

& tools

• Supporting document(s)

• Chapter 3.II standards

• QC methodology 

AMP: Initial submission process

https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal_en.pdf
https://www.ema.europa.eu/en/documents/other/data-quality-control-methodology-data-submitted-under-article-572-regulation-ec-no726/2004_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3i-technical-specifications-detailed-guidance-electronic-submission-information-medicinal_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3i-technical-specifications-detailed-guidance-electronic-submission-information-medicinal_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal_en.pdf
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AMP: Validation process

For Questions: www.slido.com  code: #255289419

Content validation outcome - AMP validated/flagged for FUP

Product entry is validated

(with or without changes 

made as part of the validation)

AMP record data (except for MFL and QPPV 

details) become visible to other users in EVWEB, 

not just the owner organisation and EMA. 

AMP record is used to support PhV activities

If MAH disagrees with the changes made as part 

of the validation/in case of additional questions, 

raise ticket via the EMA Service Desk portal

Product entry not assessed, 

FUP communication triggered

MAH receives validation 

related XEVPRM ACK

(3rd XEVPRM ACK)

MAH receives FUP 

communication

FUP emails are sent 

on weekly basis

MAH amends product entry as 

required/provides additional documents

As per the timelines specified in the FUP 

communication (i.e. 15 or 30 calendar days)

EMA Data 

Steward

MAH

MAH
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For Questions: www.slido.com  code: #255289420

Insert/update/invalidate 

AMP data in XEVMPD as 

applicable

• Based on processes 

described in Chapter 3.II: 

business guidance

• Insert and reference in the 

AMP record(s) supporting 

document(s)

Authorising 

body

30 calendar days 

from the date when

the amendments 

were authorised 

Perform follow-up validation

• Re-validation is performed as needed and max 

within 2 years since last validation

MA amendment 

is authorised

MAH updates 

Art57 database

Technical 

validation
Content validation/Standardisation

MAH

1st and 2nd XEVPRM ACK 

generated within 24 

hours since submission 

XEVMPD

EMA Data 

Steward

Guidance/ 

references & tools

• Supporting document(s)

• Chapter 3.II standards

• QC methodology 

AMP: Amendments following regulatory procedure process

https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal_en.pdf
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Regular check performed by the EMA

• Number of presentations in EMA DB 
(SIAMED) is compared with XEVMPD entries

• Product information is entered in:

• EMA’s scientific group table

• European Pharmacovigilance Issues 
Tracking Tool (EPITT)

• If CAP data is not inserted in XEVMPD by the 
MAH within 15 calendar days since 
authorisation -> the QPPV is contacted

• XEVMPD entry check is performed: 

• Did the former MAH invalidate their 
AMP record? 

• Did the new MAH submit a new record?

• If transfer of MA is not performed correctly 
by the MAH within 30 calendar days since MA 
amendment authorisation -> the QPPV is 
contacted

New CAPs Transferred CAPs

21 For Questions: www.slido.com  code: #2552894

AMP CAP submission compliance check
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Data Publication

22 For Questions: www.slido.com  code: #2552894

QuarterlyMonthly Ad-hoc

List of medicinal 
products authorised 

in the EU/EEA 
published on 

EMA web page: 
Public data from Article 

57 database | EMA 
(europa.eu) 

to share MAH’s 

pharmacovigilance 
contact details (phone 
number and e-mail)

XEVMPD controlled 
vocabulary lists 

published on: 
Guidance documents | 

European Medicines 
Agency (europa.eu)

Updates of 

documentation 

(Guidance docs, Q&A 

docs, other) as required

This publication has been 

discontinued in 2023; 

information is available in 

the relevant SPOR 

services

https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/public-data-article-57-database
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/public-data-article-57-database
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/public-data-article-57-database
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/reporting-requirements-authorised-medicines/guidance-documents
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/reporting-requirements-authorised-medicines/guidance-documents
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/reporting-requirements-authorised-medicines/guidance-documents
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For Questions: www.slido.com  code: #255289423

Development medicinal products (DMPs) in 
the XEVMPD

Presented by Veronika Baker
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Mandatory reporting requirements for Sponsors

24 For Questions: www.slido.com  code: #2552894

Regulation (EU) No 536/2014 

Detailed guidance on the collection, verification and presentation of adverse event/reaction reports arising 

from clinical trials on medicinal products for human use (‘CT-3’) 

Sponsors to submit in the XEVMPD information on the investigational medicinal product (IMP) before 

completing the clinical trials application (CTA) form

• CTA to be submitted in the European Union Drug Regulating Authorities Clinical Trials (EudraCT) 

database

• From 31 January 2022 clinical trials can be registered via the Clinical Trials Information System 

(CTIS)

• ‘EU substance number’ and ‘EU product number’ must be available in CTIS to register the trial

• The search in CTIS must be performed for the EU MP number together with the EU substance number 

(i.e.: the number of the substance referenced in the product in the XEVMPD as the active substance)

The legislation (CT-3) does not 
cover the product information 
update in the XEVMPD however, it 
is required to maintain the 
information up to date in CTIS

https://health.ec.europa.eu/system/files/2016-11/reg_2014_536_en_0.pdf
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2011:172:0001:0013:EN:PDF
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2011:172:0001:0013:EN:PDF
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• Sponsors with access to EVWEB: search in the XEVMPD substance look-up tables 

• Sponsors without access to EVWEB: download the current/non-current substance lists from the SMS portal

EU substance number = Substance EV Code in the XEVMPD (a code assigned to a specific substance record in the XEVMPD) 

Substance records are inserted in the XEVMPD by the EMA’s Substance Management Service (SMS) data stewards on 

request from marketing authorisation holders and/or sponsors of clinical trials

* Inc lude:

• brief description of the 

substance;

• subs tance request 

form;

• supporting 

documentation

EV Code is assigned and 

shared with the requestor

• Data updated in SMS & 

published in consuming systems

• Substance is available in the 

XEVMPD

Validate the request

(SLAs apply)

Request approved

Reques t rejected

Reasons for 

rejection 

explained to 

requestor

Sponsor
EMA Data 

Steward

For Questions: www.slido.com  code: #255289425

Substance 

available

Substance 

missing

Request addition/ 

update of substance 

in the XEVMPD via EMA 

Service Desk request for 

SMS services*

How to obtain EU substance number for CTIS

https://spor.ema.europa.eu/smswi/
https://www.ema.europa.eu/en/documents/template-form/template-registering-new-active-substance-eutct_en.xlsx
https://www.ema.europa.eu/en/documents/template-form/template-registering-new-active-substance-eutct_en.xlsx
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=6fac4352c3195d10e68bf1f4e40131a5
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=6fac4352c3195d10e68bf1f4e40131a5
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EU product number = Product EV Code (a code assigned to a specific product record in the XEVMPD)

• Authorised medicinal product information is inserted in the XEVMPD by MAHs

• Un-authorised (aka ‘development’) medicinal product information is inserted in the XEVMPD by sponsors 

• EMA does not enter information about authorised and/or un-authorised medicinal products in the XEVMPD on behalf of 

MAHs/sponsors

For Questions: www.slido.com  code: #255289426

How to obtain EU product number for CTIS: Authorised medicinal product

Product EV Code of an authorised medicinal product record in the XEVMPD

Submit a new EMA Service Desk request for XEVMPD/Art.57 Services*

Access to 

EVWEB

No Access 

to EVWEB

Search in the XEVMPD

Sponsor

The XEVMPD/Article 57 business team performs the search based on 

the specified criteria and, if the product record is found, provide you 

with the EV Code(s) > 5 w/d SLA

*Spec ify:

• name of the medic inal 

product (as  s tated in 

sec tion 1  of the SmPC )

• authorisation number

• authorisation country

• name of the MA H

https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=5cd0ff1ec3995d10e68bf1f4e40131bb
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For Questions: www.slido.com  code: #255289427

How to obtain EU product number for CTIS: Development medicinal product

Product EV Code of a development medicinal product record in the XEVMPD

Sponsors must submit the medicinal product information in the XEVMPD:

• If an active substance is used in a clinical trial in a new pharmaceutical 

dose form and/or in a new strength 

 → submit a new DMP in the XEVMPD

• If a medicinal product not authorised in the EU/EEA is used in a clinical 
trial in the EU/EEA 

→ submit a new DMP in the XEVMPD

If the submission was successful, the DMP EV Code will be shared with the sponsor 
organisation that submitted the information via an XEVPRM acknowledgement

• XEVPRM ACKs are sent within 24 hours

• The product EV code will be retrievable in CTIS the next day

Sponsor
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For Questions: www.slido.com  code: #255289428

Submit DMP data in the XEVMPD

• Insert DMP information according 

to information in the IB

• I f the required sponsor 

organisation is not present 

in the XEVMPD -> insert it 

with the DMP  

• I f the required ac tive 

subs tance is not present in 

the XEV MPD -> request the 

insert of the substance 

information via ‘Request 

SMS services’ form in the 

EMA Service Desk

Initial submission Technical validation

Sponsor

Check if  mandatory data is  

provided in accordance 

with technical and bus iness 

rules  in place

• C hapter 3 .I : Technical 

spec ifications and

• Bus iness guidance on 

submission of IMPs

1st and 2nd XEVPRM ACK 

generated

XEVMPD

Retrieve XEVPRM ACK

• I f WebT rader: In 

WebTrader Inbox/Archived 

Inbox

• I f Gateway: In internal 

sys tem

Sponsor

DMP  EV code is 

retrievable in C TIS the 

following day

EV Code is assigned

DMP  entry is f lagged  

as ‘Valid’ in XEVMPD

I
n
s
e
rt

 

s
u
c
c
e
s
s
fu

l

Correct data as  

per XEVPRM ACK 

and re-submit

Sponsor

I
n
s
e
rt

 

u
n
s
u
c
c
e
s
s
fu

l

EMA Service 

Desk

Questions 

& support 

DMP: Initial submission process

Outcome

https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=6fac4352c3195d10e68bf1f4e40131a5
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=6fac4352c3195d10e68bf1f4e40131a5
https://www.ema.europa.eu/en/documents/other/chapter-3i-technical-specifications-detailed-guidance-electronic-submission-information-medicinal_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3i-technical-specifications-detailed-guidance-electronic-submission-information-medicinal_en.pdf
https://www.ema.europa.eu/en/documents/other/guidance-electronic-submission-information-investigational-medicinal-products-human-use-extended_en.pdf
https://www.ema.europa.eu/en/documents/other/guidance-electronic-submission-information-investigational-medicinal-products-human-use-extended_en.pdf


C lassified as  public by the European Medicines Agency 

Points to consider for submissions (1/3)

An active substance is studied in a clinical trial in the same pharmaceutical 

dose form with different strengths → separate development medicinal 

products must be submitted to the XEVMPD for each pharmaceutical product

An EV Code will be assigned to each development medicinal product. 

Incorrectly entered

Correctly entered

For Questions: www.slido.com  code: #255289429
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For Questions: www.slido.com  code: #255289430

Same medicinal product studied by different sponsors

If the same medicinal product is studied in clinical trials by different sponsors 

→ each sponsor submits the DMP information in the XEVMPD: 

• Each DMP in a clinical trial needs to be uniquely identifiable and is sponsor-specific 

• Data entered in the XEVMPD as 'development' are strictly confidential and visible 

to the sponsor organisation that 'owns' this product data in the XEVMPD 

• Updates of this data can only be performed by the owner organisation

Points to consider for submissions (2/3)
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Auxiliary medicinal product (AxMP) is defined by the regulation as "a medicinal product authorised in 

accordance with Regulation (EC) No 726/2004, or in any Member State concerned…”

For Questions: www.slido.com  code: #255289431

Valid marketing authorisation (MA) in the EU/EEA 

Medicinal product exists with a valid marketing authorisation 

(MA) in the EU/EEA -> the product is submitted in the XEVMPD 

as an AMP by the MAH.

• If studied in a clinical trial in its authorised form (same 

pharmaceutical dose form, active ingredient and its 

concentration)

→ in the CTA form, the sponsor makes a reference to 

the AMP entered in the XEVMPD by the MAH

• If studied in a clinical trial in different pharmaceutical 

dose form and/or composition (active ingredient and 

concentration): 

→ the sponsor enters a DMP entry in the XEVMPD and

→ makes a reference to the DMP in the CTA form

Valid MA outside the EU/EEA 

Medicinal product exists with a valid MA outside the 

EU/EEA and is used in a clinical trial in the EU/EEA:

 

• If studied in its authorised form (same pharmaceutical 

dose form, active ingredient and its concentration):

→ the sponsor enters a DMP entry in the XEVMPD

→ The sponsor makes a reference to the DMP in the 

CTA form

Points to consider for submissions (3/3)

• If studied in different pharmaceutical dose form 

and/or composition (active ingredient and 

concentration): 

→ the sponsor enters a DMP entry in the XEVMPD and

→ makes a reference to the DMP in the CTA form
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XEVMPD Data Quality Management

For Questions: www.slido.com  code: #2552894

Presented by Marcos Fernandez Gomez 
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Data Monitoring & Follow-up communication

Activity Monitoring

Data Quality is ACCEPTABLE if:

<0.001% major errors (Auth details, name, 
Farm dose form, ...)

<0.005% medium errors (MedDRA, ATC codes)

<0.01% minor errors (package)

33

Data mgmt

Task
• P roduc t validation Tasks are routinely 

sampled (~20%) and inspected to detect 

errors

• Sampled tasks are re-inspected by EMA to 

calibrate QC results

Quality Control

Data E.g.

QPPV

PSMFL

SmPc

• P rofiles are built to identify data not meeting 

the DQ  rules

• Notifications are sent to MAHs if Q PPV or MFL 

codes  are wrong or miss ing or if SmP C is  

miss ing

Data Profiling

Quality Assurance

• Defects/errors are classified 
into Major/Medium/Minor

DQ Defects

• Issues reported to Service 
Desk on DQ of Orgs/Locs 

Issues

Data services
Identified defects/errors are 

correc ted in in XEVMPD

ReactiveProactive

• Root causes are 
analysed and where 
possible preventive 

actions are identified/ 
implemented

• Process improvements

Customer 

Services

For Questions: www.slido.com  code: #5882317  

XEVMPD Data Quality Management at a glance
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XEVMPD Data Quality Management

34

Error Type Error category Justification

Major

Legal basis

Major impact on internal processes 
(PV fees, ICSRs, etc.)

Organisation details

Authorisation country, status, number

Name and name parts

Pharmaceutical dose form

Medium

Authorisation procedure

Lower impact on internal processes

MedDRA codes

Potential MAH duplicate identified

ATC Codes

Minor

PV email and phone

Minor or no impact on processesMFL details

Package description

For Questions: www.slido.com  code: #2552894
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• Number of products audited in 

2022: 27.175

• Number of products without errors:

• 26.609 (97,9%)

• Number of products with any type of 

error: 566 (2%)

• Number of high impact errors: 397

• Number of medium impact errors: 141

• Number of low impact errors: 28

35

XEVMPD Data Quality Management

For Questions: www.slido.com  code: #2552894
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XEVMPD Statistics

For Questions: www.slido.com  code: #2552894

Presented by Marcos Fernandez Gomez 
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For Questions: www.slido.com  code: #255289437

• Total Nr of Records:Total number of products 

(AMPs, DMPs; including nullified and invalidated)

• Total Active Validated Records: Total number 

of products (AMPs, DMPs; excluding nullified and 

invalidated; including validated only) 

1,376,249

55,531

305,008

559,223

0

500,000

1,000,000

1,500,000

2021 2022

Rate of Change - AMPs

New Products Updated Products

• 2021 was the first year to start counting this 

KPI

• XEVMPD receives 10 times more updates than 

new records

XEVMPD in numbers

1,422,966

671,096

16,813

10,072

0

500,000

1,000,000

1,500,000

2,000,000

Total Number of Records Total Active Validated Records

AMP and DMP Records

AMP DMP
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For Questions: www.slido.com  code: #255289438

8595

52301 50966

26922

78132 77155

0

10000

20000

30000

40000

50000

60000

70000

80000

90000

2020 2021 2022

Record Validation Tasks - AMPs

New Products Validation Updated Products Validation

35517

130433 128121

7040

34936
27175

200 1057 566
0

50000

100000

150000

2020 2021 2022

Records validated vs Audited - AMPs

Total no. product validation tasks performed Audited Errors

• Product validations are audited to guarantee high 

quality on validations.

• A total of 27.175 records were audited in 2022

• Only 2% of records had any error in the validation 

• (1% on indications, 1% paediatric use, Renewal Date 

and Excipient name, 1% others)

Product Validation

• New Records Validated: All new EEA AMPs are 

validated.

• Total Active Validated Records: more than 20% of 

updates are validated at the end of the year. 

Prioritisation is based on available capacity.

Note: KPIs started end of 2020
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• Number of tickets is increasing every year as more 

processes are handled through Service Desk

• In 2022, e-learning started to be managed through 

Service Desk

• Overall compliance is linked to SLAs met for every 

ticket type.

• Incidents related to e-learning (mostly IT related) 

were not addressed into the SLAs

• SLA overall compliance is within the target score

XEVMPD Statistics – Service Desk

For Questions: www.slido.com  code: #255289439

360

1520

1839

0

500

1000

1500

2000

2020 2021 2022

Number of Service Desk calls Overall Compliance

Q4/
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For Questions: www.slido.com  code: #255289440

Overview of XEVMPD Statistics - 2022

681,168

614,754

128,121

1,839
0

100000

200000

300000

400000

500000

600000

700000

800000

Total Active
Validated Records

Total number of
submissions

Total Validation
Tasks

Total Number of
Tickets

• Number of records and submissions increased 

every year

• Main activity: validation of records submitted to 

XEVMPD (new or updated records)

• Service Desk tickets has increased over the years, 

it represents requests for training/questions/etc 

and represents less than 5% of all processing
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For Questions: www.slido.com  code: #255289441

Data services: change requests, customer service, documentation

Customer Satisfaction

1.431.780 MP

680.911 active validated MP

80 DQ Incidents reported

14809 Users

User Perspective

Customer Satisfaction Survey

• Low level of DQ incidents in Art 57 in 2022:
• Only 1% of users report DQ Incidents (80 DQ incidents/14809 

users)

1%
4%

19%

42%

35%

0%
3%

18%

48%

29%

0%

10%

20%

30%

40%

50%

60%

Very Poor Poor Average Good Excellent

Customer satisfaction

Data services Data Quality

Data Services and Data Quality in XEVMPD 

were positively rated overall by users with 

over 77% as "Good" or "Excellent"
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Documentation overview & help

For Questions: www.slido.com  code: #2552894

Presented by Veronika Baker
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XEVMPD documentation & help (I)

43 For Questions: www.slido.com  code: #2552894

EV Restricted Area

• Access to EV Services (EVWEB, XEVMPD Export 

and Bulk update tools etc.)

• User Support section– technical documentation

EMA Service Desk

• To request information, support with XEVMPD data 

management, report technical issues

• Managed through the ServiceNow Portal

EMA Account Management Portal

• Guidance on to obtain access to EMA systems 

(including SPOR & XEVMPD) 

• Create a new EMA account and request SPOR 

user role

EMA corporate website

• Overview of reporting requirements for MAHs, links to guidance documents

• Overview of data submission requirements for sponsors and link to guidance document

• Information on how to register with EV for product reporting

Training opportunities

• @emainfo channel contains Videos of SPOR 

webinars with tips/tricks and questions 

raised from users

• XEVMPD Training webpage contains 

overview of available training courses, 

training documents & step-by-step guidesDocuments 

& Help

https://eudravigilance.ema.europa.eu/human/restricted/publicview/list2.asp
https://support.ema.europa.eu/esc
https://register.ema.europa.eu/
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/reporting-requirements-marketing-authorisation-holders
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/reporting-requirements-authorised-medicines/guidance-documents
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/data-submission-investigational-medicines-guidance-clinical-trial-sponsors
https://www.ema.europa.eu/en/documents/other/guidance-electronic-submission-information-investigational-medicinal-products-human-use-extended_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/pharmacovigilance/eudravigilance/eudravigilance-electronic-reporting
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/extended-eudravigilance-medicinal-product-dictionary-xevmpd-training
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XEVMPD documentation & help (II)

44 For Questions: www.slido.com  code: #2552894

EMA corporate website

What:

• Background information for marketing authorisation holders

• Documents related to data submission for authorised medicines
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XEVMPD documentation & help (III)

45 For Questions: www.slido.com  code: #2552894

EMA corporate website

What:

• Background information for sponsors of clinical trials

• Documents related to data submission of investigational medicines
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XEVMPD documentation & help (IV)

46 For Questions: www.slido.com  code: #2552894

EMA corporate website

What:

• Information on how to register for product reporting

• EMA EudraVigilance Registration Manual

provides detailed instructions

EMA Account Management portal

What:

• General guidance on how to register users 

and use IAM tool

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eudravigilance-registration-manual_en.pdf
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EMA YouTube Channel

What: 

• Videos of webinars

• Related PPTs can be found in SPOR portal

ServiceNow - SPOR Dashboard

What:

• To request XEVMPD related information

• To request support with management of XEVMPD data and/or 

to register for XEVMPD e-learning training knowledge 

evaluation

• To report a technical issue with the XEVMPD

XEVMPD documentation & help (V)

For Questions: www.slido.com  code: #2552894

https://www.youtube.com/@emainfo/search?query=rms
https://support.ema.europa.eu/esc?id=emp_taxonomy_topic&topic_id=bc9e83d2c3195d10e68bf1f4e4013187
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For Questions: www.slido.com  code: #255289448

XEVMPD and its relationship with PMS and eAF

Presented by Marcos Fernandez Gomez 
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Origin of existing product data in PMS: Initial data load

49

SIAMED 

II

CAPs product data

PMS

• Data mapping & migration 

XEVMPD

1

CAPs & non-CAPs 

product data

PMS containing centrally 

authorised products and 

data from SIAMED II -

2022

• Data mapping & migration 

for non-CAPs

• Match and merge for CAPs
2

PMS containing centrally 

and non-centrally 

authorised products and 

data from SIAMED II and 

XEVMPD - 2023

For Questions: www.slido.com  code: #2552894
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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

Medicinal Product

Manufacturer Item

Package Item 
(Container)

Ingredients

Pharmaceutical 
Product

Device

Shelf life / Storage

Data Carrier

Package 
Component

IngredientsRoute of Admin

Marketing Status

For Questions: www.slido.com  code: #2552894

Legend:

Fields coming from Art. 57

Fields coming from SIAMED

Fields without migrated info

Fields coming from Art. 57 but missing data

Fields coming from SIAMED but missing data

Fields to be checked with highest priority

From end of Q2 2023

XEVMPD data used in PMS

50
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XEVMPD contains non-CAPs product data:

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

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

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

Marketing 
Authorisation 

Holder

Authorisation 
Country

Active 
Substance(s)

Strength of 
active 

substance(s)

Authorised 
pharmaceutical 

dose form

Product full 
name*

Authorisation 
number**

*All countries except BE, FI and LI

**BE, FI and LU

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

For Questions: www.slido.com  code: #2552894

Migration of XEVMPD data into PMS
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3 EV codes in XEVMPD 

(1 per presentation)

1 Medicinal product with

3 Package medicinal products

3 EV codes in XEVMPD 

(1 per product)

3 Medicinal product with          

1 Package medicinal product each

Example 1

Example 2

For Questions: www.slido.com  code: #2552894

Examples
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Data quality issues

• There might be data quality issues in XEVMPD (visible via the PLM portal)

• Applicants can update their product data directly in XEVMPD and it 

will be synchronised with PMS

• Any data quality issue present in XEVMPD can result in an incorrect 

migration of product data or generation of products into PMS

• More information can be found in EU IG Chapter 7

53 For Questions: www.slido.com  code: #2552894

https://plm-portal.ema.europa.eu/
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso_en-0.pdf
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• Check that your product:

– is in XEVMPD (if not, check question above)

– is not nullified in XEVMPD

– has the correct MAH (MAH name, address and EV code)

• Check OMS to confirm that the EV code - OMS ID mapping is correct

• Check that you are logged in the PLM portal within the same MAH/Organisation

• If all the above is correct, please raise a ticket with relevant information so we can investigate the issue 

(technical issue or data quality issue).

For Questions: www.slido.com  code: #255289454

XEVMPD - PMS – eAF: FAQs

My product is out of scope of Art57 requirements. How will it be available in the PLM portal?

• If your product is out of scope of Art. 57 but you want to use it in the eAF variation form, then, a voluntary

submission to XEVMPD is needed. This way, it will be migrated to PMS and will be available in the PLM portal.

• Additional information is already available and will be extended to address the details of specific homeopathic 

medicinal products.

I cannot find my product in the PLM portal. What can I do?
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I need to use the eAF variation form for a medicinal product that has not been authorised yet (e.g., 
the national phase for an MRP or DCP has not concluded yet). Can I submit this product to XEVMPD?

• XEVMPD, PMS and eAF are synchronised. Any change done to XEVMPD will be propagated to PMS – eAF. Time to 

see the update in PMS and PLM portal will depend on the amount of messages to be processed. Our goal is to 

increase the performance of these updates during 2023.

The data that I see for my product coming from XEVMPD is wrong. How can I correct it?

• Once the data is visible in the PLM portal, XEVMPD, PMS and eAF will be synchronised. Any change done to XEVMPD 

will be propagated to PMS – eAF. You can therefore submit an update to XEVMPD and it will be reflected in PMS – eAF.

• If the data is correct in XEVMPD, but incorrect in the PLM portal, please raise a ticket with relevant information so we 

can investigate the issue (mappings).

I have performed an update in XEVMPD. When can I expect to see it in the PLM portal?

For Questions: www.slido.com  code: #255289455

XEVMPD - PMS - eAF: FAQs

• The XEVMPD is discussing a process to include those products that, temporarily have not been authorised yet without 

disrupting any ongoing process (e.g., won’t be included in the PV fees, ICSRs are not disrupted, etc). 

• This is foreseen to be in place by Q3 2023.

• In the meantime, please use the PDF eAF for these products and do not submit them to XEVMPD until further notice
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56 For Questions: www.slido.com  code: #2552894

What does this mean for you and XEVMPD?

DMP submissions should be done in XEVMPD for 

the foreseeable future

Pending AMPs submissions in XEVMPD

• Needed if specific variations for pending products 

should happen with eAF var form (due to need to 

select the product)

• Notification on when submissions of pending NAP 

products can start will be sent – Q3 2023

New voluntary AMP submissions in XEVMPD

• Needed if eAF var form should be used with those 

products (due to need to select the product)

• can start submitting voluntary AMPs to XEVMPD 

today – functionality exists

AMP submissions

• XEVMPD submissions are still mandatory and are the 

only way to keep PMS updated.

Data enrichment to PMS

• Not possible for the moment until other enablers are 

in place (Product UI and API submission for example)

• Roll-out plan of capabilities to enrich and re-use data 

will be provided in advance

• Transition period is also expected

Same long term goal

• Replace XEVMPD submission with direct submissions 

to PMS for CAPS and NAPS
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For Questions: www.slido.com  code: #255289457

XEVMPD recent & planned activities 

Presented by Veronika Baker
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58 For Questions: www.slido.com  code: #2552894

XEVMPD recent changes

Chrome update (version 113) scheduled for 26 April 2023 affecting IE Tab extension

• No impact for users who deployed IE Tab from the Chrome Web Store (EMA recommended solution)

• the IE Tab listing in the Chrome Web Store has already been updated with a workaround solution

• the update will be automatic

• Impact on users who deployed IE Tab with an offline or custom deployment package; these users 
should update the IE tab extension to at least version 16.3.28.1 to avoid a breaking change that will be 
coming. Contact the EMA Service Desk for assistance. 

Multi-factor authentication (MFA) 

deployed in XEVMPD production 

on 28 March 2023

XCOMP to follow, date TBC

Access to EV/XEVMPD to be reviewed 

and confirmed by QPPV/RP (or trusted 

deputy) in EMA Account Management 

portal every 6 months

from Q3/2023

Second (optional) language 

code field available in EVWEB  

from April 2023 

to allow to reference 2 language 

codes in attachments with 

content in two languages

https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=dbcfabdac3995d10e68bf1f4e4013143
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Modernise Data & 

Information Management

Deliver efficient and 

effective regulatory 
data services

Improve customer 

satisfaction and success

XEVMPD - Data Management (Data services)

XEVMPD – Data Quality

XEVMPD – Customer Services

P rioritised Epics (eAF, IRIS, ePI, shortages and other) 

Information Management Modernisation initiatives

XEVMPD – Awareness & visibility

XEVMPD – Documentation

SPOR 

webinars

SPOR Customer 

Satisfaction survey
SPOR week

Objections to AMP validation changes to be raised via Request XEVMPD/Article 57 services in EMA Service Desk (from May)

Process change: CV lists (referential terms/MAH organisations/substances) to be extracted from SPOR Portal

Chapter 3.II update & publication

Increased new product validation (1/week -> 2/week)

Review & condense of XEVMPD docs & Review & update of information on XEVMPD related webpages

MAH data cleansing exercise in XEVMPD

Remap of development substances in DMPs

Q4 2023Q3 2023Q2 2023Q1 2023
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Knowledge base articles to be created in EMA Service Desk 

For Questions: www.slido.com  code: #2552894

Planned XEVMPD activities

Process improvement: Request creation of 

proposed terms via RMS

Submission of MAH information in the XEVMPD as per information submitted to OMS 1

4

2

3

https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=5cd0ff1ec3995d10e68bf1f4e40131bb
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XEVMPD Data Management (Data services) 

To support 
successful PMS 

implementation and 
OMS synchronisation

• MAHs to insert MAH details in the XEVMPD 
as they were submitted to OMS

• (i.e.; MAH info is provided 
in accordance with the rules/ 

standards for the organisation name 
and address specified by OMS);

• LOC ID to be referenced in 
the ‘Comment ‘ field (0.18) of the 
MAH organisation entity in XEVMPD

--> Q2/2023

Impact: Change in process, 
update of MAH data in the 

XEVMPD

Benefit: Improved data 
quality, less likely to have 

issues with PMS migration and 
data being used by eAF.

MAH organisation 
details 
submission 
according to OMS 
rules/standards

Submission of 

proposed terms

WHY HOW & WHEN IMPACT on users:

1

2

For Questions: www.slido.com  code: #2552894

• Proposed terms from the 
relevant XEVMPD lists are 

requested/created in RMS and will 
then be created in XEVMPD by RMS 

team

 --> Planned start Q2/2023

• Creation of proposed terms 
in XEVMPD to be blocked

 --> date TBC

To support successful

PMS & eAF implementation

Impact: Change in process, 
users become familiar with 

requesting data via RMS

Benefit: Improved data quality

less likely to have issues with 

PMS migration and data being 

used by eAF.
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XEVMPD Data Quality (I)

MAH organisation
data cleansing 
exercise

WHY HOW & WHEN IMPACT on users:

For Questions: www.slido.com  code: #2552894

To improve the 
MAH organisation list in 

the XEVMPD and 
support successful

PMS implementation 
and OMS synchronisation

• EMA to 

nullify MAH organisations flagged as 

obsolete by MAHs (around 60)

• EMA to review country code fields of 

an MAH entity and correct, if 

required (e.g.; an MAH entity 

referencing ‘London’ and country 

‘Northern Ireland’)

• MAH to review information in 

the ‘Comment’ field (O.18) and 

remove information that should not 

be there (e.g.: “change of name and 

address…”, “company renamed….”, 

“change of company name but same 

legal entity…”, “company name 

changed….” etc.)

                 -> by end of Q2/2023

3

Impact: Update of MAH data in 

the XEVMPD

Benefit: Improved data quality
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XEVMPD Data Quality (II)

Re-map of 
development 
substances in 
DMPs to 
approved 
substances

WHY HOW & WHEN IMPACT on users:

For Questions: www.slido.com  code: #2552894

4

To increase data 

quality and ensure that 

the same substance ID is 

used across 

the product lifecycle

• EMA to request supporting documentation 

from sponsors

           -> From Q2/2023

• Sponsors to provide supporting docs by 

specified date or update DMPs to reference 

the replacement approved substance

• EMA to perform re-liking of development 

substances to approved substances in DMPs

            -> From Q3/ 2023

• EMA to perform 

development substance nullifications

            -> from Q4/2023 

Impact: 

• Approved substance EV 

Codes to be referenced in 
DMPs in the XEVMPD 

instead of development 
substance EV Codes

• Sponsors/EMA to update 
DMP information

Benefit: Improved data 

quality
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For Questions: www.slido.com  code: #255289463

Key Takeaways and Conclusions
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This presentation explained what are the submission requirements for marketing 

authorisation holders and how authorised medicinal product data is currently managed in 

the XEVMPD

For Questions: www.slido.com  code: #2552894

Information on statistics and planned improvements for 2023 was shared

Conclusions

Sponsors were reminded of their submission requirements and an overview of how 

development medicinal product data should be submitted in the XEVMPD was provided

The relationship between XEVMPD, PMS and eAF was clarified
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Any questions on the webinar?

For Questions: www.slido.com  code: #2552894
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Webinar title Date Time

SPOR and XEVMPD Data Governance 17 April 2023 10:00-12:00 CET

Service Desk for SPOR and XEVMPD 17 April 2023 14:00-16:00 CET

Referentials Management Service (RMS) 18 April 2023 10:00-12:00 CET

Organisation Management Service (OMS) 18 April 2023 14:00-16:00 CET

Substance Management Service (SMS) 19 April 2023 10:00-12:00 CET

Product Management Service (XEVMPD) 19 April 2023 14:00-16:00 CET

Substance, product, organisation and 
referential (SPOR) application 

programming interface (API) - SPOR API
20 April 2023 10:00-12:00 CET

EMA Account Management 20 April 2023 14:00-16:00 CET
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SPOR week is a full week of webinars during which EMA's Regulatory Data Management Service team 

talks about all aspects of regulatory data management and how it works today.

For Questions: www.slido.com  code: #2552894

SPOR week webinars

https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/5fa14eb22f9d4e699591d24ca4d7ec0a?ticket=4832534b00000006b2c1c24d969e176c6efa4b50efeffd5fb5909ecce1c622be366f558d59f7e2bf&timestamp=1678630131468&RGID=r9ca0c1044ed05282d0fe236251c99a9c
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/461a7d1dfb9342bbbdd77f9d1aa0d34a?ticket=4832534b00000006d785b2421a3b37703d53cf0f6501d69000ca41ae834a72d8917a506c7cb540bb&timestamp=1676630875340&RGID=r1552802c0646096c101b5e62b25dfa5d
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/8bfff1ef8d3e419d872f7b472ac2b7d4?ticket=4832534b000000065ed1defdd779b2f5cb73eeaff9308302d38d05be37abd1d34e5ec85a97065d8f&timestamp=1676630926408&RGID=r46516995ff51d5f4383d95f05cac8e38
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/480cb6ee308544fdaacae8789f51799e?ticket=4832534b00000006e519454bed789632633f0117ae30bf565c45c8f677a9a37825e22d810f4c66f1&timestamp=1676631006511&RGID=r834ea26426a57529292e0dcffc96cb5a
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/1748decde9de4fe9b40d594a4b5b2e5d?ticket=4832534b00000006bc0f564f0dcb35b4d7c57a92f0645f730fa8fc81057c5d1ba0c1c17441e6440d&timestamp=1676631064419&RGID=ra85e8fd6945484df2ff2df4f3117a19e
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/69bde1b6b4a64e2ea06a24c8f7715ed3?ticket=4832534b00000006ea2f5cb66d55567f0a0fc3dad8078eac821bb210c750e3c82f95b217da96a150&timestamp=1676631103460&RGID=r84045da9fedf6fdec5fd69c8d24a2c3a
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/08bb6c9b2dca431595ee76169d0ba796?ticket=4832534b000000067e234b0ff33bac9933f28fa37eb0c291544f2720a6355b6a19dc5e4f5832b294&timestamp=1676631150909&RGID=r00e936a4aeb9d8e1ed61fac53c879858
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/08bb6c9b2dca431595ee76169d0ba796?ticket=4832534b000000067e234b0ff33bac9933f28fa37eb0c291544f2720a6355b6a19dc5e4f5832b294&timestamp=1676631150909&RGID=r00e936a4aeb9d8e1ed61fac53c879858
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/08bb6c9b2dca431595ee76169d0ba796?ticket=4832534b000000067e234b0ff33bac9933f28fa37eb0c291544f2720a6355b6a19dc5e4f5832b294&timestamp=1676631150909&RGID=r00e936a4aeb9d8e1ed61fac53c879858
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/f219f370232c48dcb47f75a8329976b0?ticket=4832534b0000000621259842bfa5d9f77ba5c4bfb428e6dacab82aa10938739cb91231fe356abac9&timestamp=1676632710337&RGID=r393a359debcd8d2cd14a974465c369e8
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Contact us through ServiceNow @ https://support.ema.europa.eu/

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands

Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us

Send us a question  Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000

Further information

Follow us on    @EMA_News

https://support.ema.europa.eu/

	Slide 0
	Slide 1: Welcome and housekeeping notes 
	Slide 2: Product Management Service (XEVMPD)
	Slide 3
	Slide 4
	Slide 5: Agenda
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16
	Slide 17
	Slide 18
	Slide 19
	Slide 20
	Slide 21
	Slide 22
	Slide 23
	Slide 24
	Slide 25
	Slide 26
	Slide 27
	Slide 28
	Slide 29
	Slide 30
	Slide 31
	Slide 32
	Slide 33
	Slide 34
	Slide 35
	Slide 36
	Slide 37
	Slide 38
	Slide 39
	Slide 40
	Slide 41
	Slide 42
	Slide 43
	Slide 44
	Slide 45
	Slide 46
	Slide 47
	Slide 48
	Slide 49: Origin of existing product data in PMS: Initial data load
	Slide 50
	Slide 51
	Slide 52
	Slide 53
	Slide 54
	Slide 55
	Slide 56: What does this mean for you and XEVMPD?
	Slide 57
	Slide 58: XEVMPD recent changes
	Slide 59
	Slide 60
	Slide 61
	Slide 62
	Slide 63
	Slide 64
	Slide 65
	Slide 66
	Slide 67

