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The New Veterinary Regulation 

Regulation (EU) 2019/6 

• Published on 7 January 2019; came into effect on 28 January 2019 

• 3 years implementation period (applicable from 28 January 2022) 

• Will modernise existing rules on authorisation and use of veterinary medicines in EU 

• Contains new measures for increasing availability and safety of VMP and enhances EU action 
against antimicrobial resistance 
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EMA role in implementing the Regulation 

EMA contributes to discussions on implementing and delegated acts, which the European 
Commission is preparing as part of the implementation of the Regulation. In particular, the 
Agency provides scientific and technical recommendations as and when requested by the 
European Commission. 

EMA is also responsible for: 

• revising its procedures and regulatory and scientific guidance documents, in line with the 
Regulation and its implementing and delegated acts; 

• leading the implementation of IT systems required by the Regulation, including the Union 
Product Database (UPD), which will provide information on all authorised veterinary 
medicines and their availability in EU Member States; 

• implementing the outcomes of the implementing and delegated acts. 
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Timelines for the UPD 
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2019 2022 2019 2020 2021 2022 

Entry in force 

28/01/2019 

Application date 
Initial input from MS completed 

28/01/2022 

UPD development 
2020 to 2021 

8/01/2019 – 27/01/2021 Specification of UPD- Implementing act 

1/03/2019 – 31/08/2019 Phase I: Mandate Governance and Scope 
Definition 

1/06/2019 – 31/08/2019 Phase II High level requirements 
(functional and non functional); high 
level architecture model; data fields, 
contingency arrangements;… 

Presenter
Presentation Notes
The Advice on UPD has been finalised, and took into account the work already done under SPOR to a certain extent, focused on a minimum viable product mostly covering the legislative requirements from the NVR and some additional ones to make those workable in the day-to-day business;




Presentation of Advice prepared by expert group on UPD 
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Out of scope 
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What has been done so far ? 
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1) Development of the high level business processes 
 

8 



2) Development of the functional business requirements 
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2) High-level non-functional requirements 
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3) Identification of use cases of the UPD 
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4) Access policy : roles/permissions 
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5) Development of a high level UPD Conceptual data model 



6) List of data fields 
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Other topics included in the Advice to the Commission  
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• Interoperability and interface 
• Data exchange mechanism and format for electronic submission 
• Contingency  arrangements, including proposal for phasing of initial data entry 
 



Out of scope of the UPD expert group mandate 
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Some adjustment to the UPD requirements will undoubtedly need 
to be done when the requirements for the above systems are 
known but work on these has not started yet. 
 

Presenter
Presentation Notes
While the objectives, as described above, include making available a system that is ready for integration with other system, the development of any other NVR systems or functionality requirements within those systems, e. g. to make the consumption of product data possible, remain out of scope of the UPD system concept. This includes, but is not limited to: 




Status update / Next steps (1/3) 

• Advice published on Commission website  

• the Commission will draft the implementing act and further consultation periods are foreseen (organised 

by the Commission); 

• The Agency intends to initiate the NVR-UPD development project in agile methodology in early 2020, in 

collaboration with the member states.  

• Governance structure approved, nomination still to be reviewed 

• NVR-UPD Project Group and Key User Group(s) to work on: 

• Detailing business requirements 

• Discuss future architecture and development of the UPD concept, interconnection, data exchange and key functions 

• Input to the EU Telematics Enterprise Architecture Board 

• Detailing data specification 

• Defining legacy data to be provided for the initial input 

• First meeting NVR UPD Project Group: Mon 28 Oct. 
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https://ec.europa.eu/food/animals/health/veterinary-medicines-and-medicated-feed/imp-regs-2019_en


Status update / Next steps (2/3) 

• EU Telematics governance: 

• 15 Oct: TEAB: Start discussion on the architecture for UPD 

• 02 Dec: TEAB: Agree on the architecture for UPD 

• 29 Oct: IT DEC Presentation UPD project 

• [07 Nov? Date TBC]: EUTMB: Presentation UPD business case 

 

18 



Status update / Next steps (3/3) 

• Start implementation: Jan 2020 

• As per request EC: “the Agency will adopt agile methodology for the development of the UPD”, 
“Application of this agile methodology is envisaged from January 2020 ” 

• Challenge: The requirements will only be final and stable once the IA has been completed, in Dec 2020. 

• Therefore: Starting to develop in Jan 20 the requirements that will be known in Dec 20, is development 
at risk. However, the timeline in the regulation does not leave any choice. 

• Partial risk mitigation: Start with the development of the “certain” components 

• TBD with the NVR UP Project Group 

• 20-22: 

• Agile development of the requirements in the product backlog, as prioritised by the NVR UPD 
Project Group and / or Key User Groups: 

• Sprints of (e.g.) 15 days, delivering testable cumulative functionality 

• 28 Jan 22: Initial input to the product database by competent authorities completed (Reg 

2019/6: Art 155) 

• Test system available some time before then 19 



Governance for the development of the UPD 
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UPD Governance – SPOR Governance 
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What member States can already start doing 

• 1) Identify nationally authorised products that will need to be sent to the Union product database 

(Authorised veterinary medicinal products; Registered homeopathic products; Veterinary medicinal 

products intended for animals which are exclusively kept as pets; Parallel traded products) 

• 2) Now that Advice on UPD published, Check that the fields identified in the Data fields section are 

available for your products, and check when fields should have reference terms, whether this is the case 

for your products 

• 3) Map the reference terms 

• Final goal: Send relevant product data to Union Product Database by date of application (DoA) of the NVR 

• Note: Once the development project on the NVR-UPD will be established and launched, more practical 

details will be communicated, for instance whether a testing environment will be available beforehand for 

MS to test sending data, whether all categories of products will need to be sent at the same time or 

whether there might be some stepwise approach, and most importantly what will be exactly the mandatory 

fields to be provided for legacy data. 
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1. Mapping is a pre-condition for NCAs which use or plan to use SPOR through a 

system/data integration 

2. EU harmonised vocabularies and comprehensive organisations dictionary 

depend on NCAs completing their mapping 

3.  Products and Substances cannot be implemented in the Network without 

harmonised vocabularies and organisations 

Why mapping is critical? 



Data mapping process 

Data mapping -  is the process of matching data objects 
between two (or more) distinct sets of data 

1. Know your data & 
Determine Mapping 
approach 

 

2. Map (or Match) 
data 

3. Transform & 
Enrich data 

4. Submit 
changes/ 
updates 

5. Determine 
Synchronisation 
approach 
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Thank you for your attention! 
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Annex – Data fields required in legislation 
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Annex – Additional Data fields 
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