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Topics covered 

• Art57 database introduction 

• Initial submission and update of product information 

• Pharmacovigilance system master file location  

• Data quality assurance 

• Completeness checks (mapping exercise with NCA databases) 
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Article 57 database – what is it? 

• The Art57 database, also known as eXtended EudraVigilance Medicinal Product Dictionary 
(XEVMPD), is a repository of structured information on all medicinal products authorised 
in the EEA 

• The submission of data on medicines by the marketing authorisation holders is a legal 
requirement introduced by the Article 57(2) of Regulation (EU) No 1235/2010: 

– […] The marketing authorisation holders to submit information to the Agency electronically on 
all medicinal products for human use authorised or registered in the European Union by 2 July 2012, 
using this format 

– The marketing authorisation holders to inform the Agency of any new or varied marketing 
authorisations granted in the EU as of 2 July 2012, using this format […] 
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Registration with EudraVigilance 
 
• To submit information in the XEVMPD, MAHs have to be registered with EudraVigilance 

• Before applying for registration with EV, at least one user from the MAH organisation must 
complete the Extended EudraVigilance medicinal product dictionary (XEVMPD) training (e-
learning or face-to-face)  

• As part of the registration with EV process, the MAH must provide a set of documents as per the 
process described on the EudraVigilance: how to register webpage 

• Once the MAH organisation is successfully registered (i.e. an organisation profile is created, with 
organisation ID, registered QPPV) -> XEVMPD production environment 

• Product information is submitted electronically, in so called Extended EudraVigilance Product 
Report Message (XEVPRM) format 

• XEVPRMs can be submitted via an internal Gateway or using an on-line tool provided by the 
Agency called XEVMPD data-entry tool (EVWEB) 
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Initial submission of an Authorised Medicinal Product 

• No later than 15 calendar days from the date of authorisation  

• Based on the following main characteristics: 

a) Name of the medicinal product 
b) Marketing authorisation holder  
c) Marketing authorisation number 
d) Qualitative and quantitative composition (ingredients, strength, pharmaceutical form) 

• Whenever any of the characteristics above for a medicinal product are different, a 
separate medicinal product entity should be submitted in the XEVMPD  

• An XEVPRM ACKnowledgement is sent back to the sender, confirming (or not) the 
successful submission of the information 
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Initial submission of an Authorised Medicinal Product 
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Update of submitted product information 

• Information on any amendments to the terms of marketing authorisations following 
variation, transfer, renewal, suspension, revocation or withdrawal must be notified to the 
EMA no later than 30 calendar days from the date on which the amendments have been 
authorised 

• Common scenarios requiring updates:  

− Changes of QPPV, PSMF location, name of the product, composition, pharmaceutical form, 
MAH name, significant variations to section 4 of SmPC 

− If a QPPV is invalidated, the new QPPV has to be registered with EV and the MAH has to 
update their products referencing the new QPPV, else the EMA will follow-up with the non 
compliant MAH 

− In case of transfers, company A to invalidate their entries and company B to re-insert them 
with authorisation status “Valid – Transferred Marketing Authorisation” 
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Article 57 database – what is it for? 
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Performance of pharmacovigilance data analysis  
Aggregated data analysis and signal detection in the EudraVigilance Data Analysis System (EVDAS) by establishing a 
repository of medicinal product and active substance information to support the coding of reported Individual Case Safety 
Reports (ICSRs) 

Facilitate the coordination of regulatory decisions and fulfil legal obligations 

Supporting referral procedures 

Establishing a repository of Periodic Safety Update Reports (PSURs) 

Medical Literature Monitoring 

Calculation of pharmacovigilance fees 

Communicate effectively with EMA’s stakeholders 

Exchanging data within EU and internationally 

Facilitating the identification of alternatives in case of drug shortages 

Enabling targeted communication between EMA committees (e.g. PRAC) and MAHs 



Name of the medicinal product 

• Product names in Art57 database: 

 

 

 

 

 

• Full presentation name as per section 1, in the local language of authorisation -> 
particularly useful as it provides the system with a large amount of information on how a 
product is potentially reported in ICSR 

• Guidance on the splitting of the medicinal product name 
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Submission of PhV System Master File Location  

• In accordance with Article 3 of Regulation (EU) No 1235/2010 (the pharmacovigilance 
legislation), from 2 July 2015 MAHs are required to submit the Pharmacovigilance 
System Master File Location (PSMFL) information to the Article 57 database   

• To request an EV code for a PSMF, the following three characteristics need to be considered: 

1) Marketing authorisation holder 

2) Location of the PSMF 

3) Pharmacovigilance system 

• The PSMFL EV code is given based on the relation between the three variables above and 
does not solely identify the pharmacovigilance system master file 
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Submission of PhV System Master File Location  
• The PSMFL EV code is assigned at organisation level and will have to be referenced in 

each product entry owned by the MAH in the database (similar logic to QPPV) 
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Where the PSMFL details must first be submitted Where the PSMFL EV code received must be referenced 

⏎ 



Submission of PhV System Master File Location  

• Changes in the location of the PSMF require update of PSMF details in PSMF section of 
XEVMPD 

• Two MAHs using the same PSMF: each MAH request their own MFL code (as there is no 
visibility on other MAHs’ codes) and list the code assigned to the PSMF of the other MAH in 
the PSMF Comment field  
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EV code MFL10 MFL20 

MAH Company A Company B 

Location Roma Roma 

Comment field MFL20 MFL10 



Documents 

• Article 57 leaflet in italiano 

• Article 57 submission related documents webpage 

• Guidance on product information submission: 

– Chapter 3.II: Extended EudraVigilance product report message (XEVPRM) user guidance 

– XEVMPD Data-Entry Tool (EVWEB) User Manual 

• Guidance on the splitting of the medicinal product name 

• Frequently asked questions 

• XEVMPD training webpage 

• EudraVigilance: how to register webpage 
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Article 57 submission statistics 
Count of product EV codes per authorisation status 
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Article 57 submission statistics 
Count of product EV codes per authorisation country 
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 Quality assurance – how we manage it 

 

- Each version of the product is identified by 
the “owner” and a validity flag 

- Versions sent by EMA are marked as “valid”, 
subsequent updates by MAH as “pending” 

- All versions are kept in the system and can 
be used for future maintenance submission 
and reference 
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Version 1 (sender: 
MAH) Version 2 (sender: 

MAH) Version 3 (sender: 
EMA) 

Version 4 (sender: 
MAH) 

• Since June 2014 a systematic assessment of the latest version of the received 
medicinal product data is performed by checking each data element against the 
information stated in the provided SmPC or equivalent document 

• A product versioning system is set in place to handle the validation process: 
 
 



 Quality assurance – how we manage it 
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Quality assurance visualisation 
Per sender score in the context of overall data  
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• 11% average error rate found in MAH submissions 

• 2% estimated error rate in entire database post EMA validation  

(each dot represents the error rate recorded per sender dataset) 



Quality assurance - communication 

• Open channel of communication: Art57-QC@ema.europa.eu 

• Communications sent out proactively by EMA (most common reasons): 

- Product attachment needs updating (e.g.: SmPC missing, format unreadable) 

- Duplicate products are identified 

- Missing products are identified 

- Update of invalid QPPV information in product EV codes 

• Summarised data quality reports were sent out routinely in 2015 (approx. 970 manually 
created reports) and currently they are sent on request 

• Since November 2015 an automatic communication (3rd Acknowledgement) is sent via 
XEVMPD system (automated XML file in system, not an e-mail) when a product EV code is 
validated by EMA  
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Completeness checks – comparison with NCA databases 

• May 2015: EMA conducted a comparison of the data held in the Article 57 database 
against the data available in selected NCA (national competent authority) databases – 
Croatia, Ireland, Italy, Netherlands, Sweden 

- Results estimated 91% completeness of Art57 database 

• Ongoing: EMA is currently running an extension of this initial mapping with 9 additional 
NCA databases – Austria, Belgium, Czech Republic, Denmark, Estonia, France, Iceland, 
Spain  

- Work in progress, the mapping for five of the above databases shows completeness around 
97% (to be confirmed) 

• To perform the mapping exercise, products are defined primarily by their authorisation 
number, secondary by the concatenation of “invented name” and authorisation country 
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Completeness checks – comparison with NCA databases 
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Art57 structure by type of sender 

• The results have shown a pattern of compliance related to the sender type, with a 
tendency for data to be missing for senders with a small numbers of products 



Article 57 database and transition to ISO IDMP 
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• A phased approach is planned for the 
transition to SPOR and compliance with 
the ISO IDMP format  

• The current Article 57 structure will be 
expanded gradually in successive 
iterations 

• Iteration 1 will expand to approx. 80 
fields (discussions are still ongoing in 
the relevant forums) 



Article 57 database and transition to ISO IDMP 
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• Information published on the EMA website: implementation phases, timelines, minutes 
and agendas of the ISO IDMP Task Force 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000645.jsp&mid=WC0b01ac058078fbe2�


Thank you for your attention 
 

Contact us at: 
Art57-QC@ema.europa.eu for data related queries 
https://servicedesk.ema.europa.eu for guidance on submissions to Art57 
 
European Medicines Agency 
30 Churchill Place • Canary Wharf • London E14 5EU • United Kingdom 
 
Send a question via our website www.ema.europa.eu/contact 
 

Further information 

Follow us on      @EMA_News 
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