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Data submission in XEVMPD overview
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XEVMPD
(aka ‘Article 

57 database’)

Authorised medicinal product data is submitted and maintained in the 
XEVMPD by marketing authorisation holders (MAHs)

   as per Article 57(2) of Regulation 726/2004

Un-authorised (referred to in the XEVMPD as ‘development’) medicinal 
product data is submitted and maintained in the XEVMPD by sponsors

  as per Article 81(3) of Regulation (EU) No 536/2014 

Substance records are submitted and maintained in the XEVMPD by EMA’s 
Substance Management Service (SMS) data stewards

MAH and sponsor organisation records are submitted and maintained in 
the XEVMPD by MAHs and sponsors

Referential terms are submitted and maintained in the XEVMPD by EMA’s 
Referentials Management Service (RMS) data stewards and sponsors 
(development terms only)

Centralised source 
of information on 
authorised and 
un-authorised 

medicines

https://health.ec.europa.eu/system/files/2016-11/reg_2004_726_en_0.pdf
https://health.ec.europa.eu/system/files/2016-11/reg_2014_536_en_0.pdf


AMP: Initial submission process overview
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MAH submits AMP 
information in 
XEVMPD
Including 
MAH/PSMFL/QPPV and 
supporting document(s) 
(e.g. SmPC/PIL/Module 3 
extract)

Authorising 
body

15 calendar 
days from 
the date 

of authorisation 

Content validation is performed 
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

Marketing 
authorisation

Initial submission to 
Art57 database Technical validation Content validation/Standardisation

MAH

XEVMPD
EMA Data 
Steward

Positive ACK

Marketing 
authorisation 
approval is 
granted

Outcome of technical 
validation is provided 
via XEVPRM 
Acknowledgement 

1st and 2nd XEVPRM ACK 
(within one XML file)

Negative ACK

MAH reviews 
and corrects 
information

Within 48 hours

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/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/data-quality-control-methodology-data-submitted-under-article-572-regulation-ec-no726/2004_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


AMP: Content validation process overview

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) e-learning3

Content validation outcome - AMP validated/flagged for FUP

Product entry is flagged as 
validated
(with or without changes 
made as part of the validation) 
in XEVMPD

AMP record data (visibility 
restrictions apply) become 

visible to other users in 
XEVMPD user interface, not 
just the owner organisation 

and EMA. 
AMP record is used to 
support PhV activities

Product entry is not 
assessed in XEVMPD, 
follow-up (FUP) 
communication 
triggered

MAH receives validation 
related XEVPRM ACK

(3rd XEVPRM ACK)

MAH receives FUP 
communication email 

(sent on weekly basis)

MAH amends product entry 
as required/provides additional 

documents 
(as per the timelines specified in the FUP 

email (i.e.; 15 or 30 calendar days)
and informs EMA Data Stewards 

via EMA Service Desk

EMA Data 
Steward

MAH

EMA Data 
Steward

Product entry is 
flagged as validated

in XEVMPD

MAH agrees with 
changes made (if applicable) MAH updates 

internal database

MAH does not agree with 
changes made (if applicable)

MAH contacts EMA Data 
Stewards via EMA 

Service Desk



AMP: Amendments following regulatory procedure process
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MAH 
inserts/updates/invalidates 
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 

MA amendment 
is authorised

Data amendment in Art 
57 database Technical validation Content validation/Standardisation

XEVMPD
EMA Data 
StewardMAH

Outcome of technical 
validation is provided 
via XEVPRM 
Acknowledgement 

1st and 2nd XEVPRM ACK 
(within one XML file)

Positive ACK

As needed and max 
within 2 years since 

last validation

Negative ACK

MAH reviews 
and corrects 
information

Content validation 
is performed 

Outcome of content 
validation is shared 

with MAH via 
3rd XEVPRM ACK*

Within 48 hours

*Not every version of an AMP is validated

No further validation is performed on nullified or invalidated AMPs

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


DMP: Initial submission process
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Enters and submits 
DMP data in the 
XEVMPD
• Insert DMP 

information 
according to 
information in the 
IB

Initial submission Technical validation

Sponsor

Outcome of technical 
validation is provided 

via XEVPRM 
Acknowledgement 

1st and 2nd XEVPRM ACK 
(within one XML file)

XEVMPD

Retrieves XEVPRM 
Acknowledgement

DMP EV Code is 
retrievable in CTIS 
within 48 hoursEV Code is assigned

DMP entry is flagged  
as ‘Valid’ in 

XEVMPD

In
se

rt
 

su
cc

es
sf

ul

Correct data as 
per XEVPRM ACK 

and re-submit

Sponsor

In
se

rt
 

un
su

cc
es

sf
ul

EMA Service 
Desk

Questions 
& support 

Sponsor

Outcome

Within 48 hours



Organisation submission process 

If a MAH or sponsor organisation information is missing in the XEVMPD 
 Check if your organisation is in OMS; if not, request the addition of the organisation in OMS via an OMS 

change request in EMA Service Desk

 Insert it via an XEVPRM as it is entered in OMS and reference the Loc ID in the ‘Comment’ field of the 
organisation 

6

MAH/Sponsor 
organisation is 
missing in XEVMPD

Submit new 
MAH/sponsor 
organisation entity in 
the XEVMPD via an 
XEVPRM

Positive XEVPRM ACK 
received?

Organisation is 
created in XEVMPD;
an EV Code is 
assigned

Yes

Correct the submission 
XEVPRM and re-submit

No

List of MAH and sponsor organisations available in the XEVMPD:
• XEVMPD ‘Sponsors’ or ‘MAH’ look-up tables 
• OMS extracts in the OMS portal (The EV code of an organisation can be found in the ‘Mappings’ section of the organisation in OMS)
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MAH/Sponsor

https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=060e53cd47ccbe504b8f86fd436d43ac
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=060e53cd47ccbe504b8f86fd436d43ac
https://spor.ema.europa.eu/omswi/#/searchOrganisations
https://spor.ema.europa.eu/omswi/#/searchOrganisations


Substance submission process 

If a substance information is missing in the XEVMPD 
and it is not/cannot be re-mapped to another existing approved substance 
 Request the addition of the substance information in the XEVMPD via EMA Service Desk request for 

SMS services
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List of substances available in the XEVMPD:
• XEVMPD look-up tables (‘Approved Substances’ or ‘Development substances’)
• SMS substance extracts in the SMS portal

EV Code is assigned and 
shared with the 
requestor
• The data is updated in 

SMS & published in 
consuming systems; 

• the substance is 
available in the XEVMPDValidate the request

 (SLAs apply)

Request approved

Request rejected

Reasons for rejection 
explained to requestor

MAH/Sponsor
SMS Data 
Steward

Substance is 
missing in 
XEVMPD

Submit request for SMS 
services via EMA Service 

Desk

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) e-learning

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://spor.ema.europa.eu/smswi/#/
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


Term submission process (standard or proposed) 

If pharmaceutical form, route of administration or an ATC Code is missing in the XEVMPD 
and the terms are not/cannot be re-mapped to another existing term
 request the addition of the term in the XEVMPD via an RMS change request in EMA Service Desk
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Lists of PFs/RoA/ATC Codes are available in the XEVMPD can be retrieved from:
• XEVMPD ‘Pharmaceutical Forms’, ‘Routes of Administration’, ATC Codes look-up tables
• RMS lists in the RMS portal
• List of proposed terms that can be mapped to standard terms is available in the ‘Documents’ section of the RMS portal 

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) e-learning

EV Code is assigned and 
shared with the 
requestor
• The data is updated in 

RMS & published in 
consuming systems; 

• the term is available 
in the XEVMPDValidate the request

 (SLAs apply)

Request approved

Request rejected

Reasons for rejection 
explained to requestor

MAH/Sponsor
RMS Data 
Steward

Standard or 
proposed 
pharmaceutical 
form, route of 
administration 
or an ATC Code 
is missing in 
XEVMPD

Submit RMS Change 
Request via EMA Service 

Desk

https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=dd7eecb5c384b690971b37f60501318d
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=dd7eecb5c384b690971b37f60501318d
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=dd7eecb5c384b690971b37f60501318d
https://spor.ema.europa.eu/rmswi/#/
https://spor.ema.europa.eu/rmswi/#/
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=dd7eecb5c384b690971b37f60501318d
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=dd7eecb5c384b690971b37f60501318d
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=dd7eecb5c384b690971b37f60501318d
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=dd7eecb5c384b690971b37f60501318d


Development terms submission process 

MAH/sponsors can also submit in the XEVMPD ‘development terms’ for a pharmaceutical form, route of 
administration and an ATC Code:

• terms that are still under development and the information about such terms is considered 
confidential;

• can only be referenced in development product entries; 

• sponsor-specific; only the owner organisation can reference such terms in their DMPs;

• must not match any current standard or proposed term already present in the XEVMPD. 
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PhF, RoA or ATC Code 
under development 
by the sponsor is 
missing in XEVMPD

Submit new 
development entity in 
the XEVMPD via an 
XEVPRM

Positive XEVPRM 
Acknowledgement 

received?

Development term is 
created in XEVMPD;
an EV Code is 
assigned

Yes

Correct the submission 
XEVPRM and re-submit

No
MAH/Sponsor

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) e-learning



Attachment submission process 

If the required attachment entity is missing in the XEVMPD
 submit the attachment entity in the XEVMPD via an XEVPRM
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MAH/Sponsor

• Optional to reference attachments in DMPs
• Can be retrieved from XEVMPD ‘Attachments’ look-up table 

Submit new attachment 
entity via an XEVPRM 
together with the 
product entry. 
Attachments must be 
referenced in at least 
one product (AMP/DMP) 
in the XEVPRM if 
submitted via the 
XEVMPD user interface

An attachment 
is missing in 
XEVMPD Positive XEVPRM 

Acknowledgement 
received?

Attachment entity is 
created in XEVMPD; 
an EV Code is 
assigned

Yes

Correct the submission 
XEVPRM and re-submit

No
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