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Regulation (EU) 2019/6

• published on 7 January 2019; effective since 27 January 2019; applicable since 28 January 2022

• secondary legislation on specific topics, such as pharmacovigilance and data collection on sale 
and use of antimicrobials developed in implementation period
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Flashback to 2019/2020

• VMP-Reg programme established to deliver on the IT systems required by 
Regulation (EU) 2019/6

• In the midst of a pandemic, the programme                                                    
success remained a priority for EMA

• Excellent collaboration was key

• National competent authorities (e. g. HMA Task 
Force on the Coordination of the Implementation 
of the Veterinary Regulation, HMA TF CIVR)

• Pharmaceutical Industry (AnimalhealthEurope, 
Access VetMed)

• Federation of Veterinarians of Europe (FVE)
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VMP-Reg programme – IT systems overview
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Today

• Major regulatory changes  towards “better administration” in EU

• VMP-Reg programme delivered on time - three IT systems live since 28 January

• UPD: Union Product Database is the first central database on veterinary 
medicinal products; also first network IT system compatible with ISO IDMP

• EVV: Union Pharmacovigilance Database connected to UPD, compliant with VICH
standards, new procedure for signal management

• MWD: EudraGMDP aligned with veterinary requirements
• First public website with information on all veterinary 

medicines authorised in EU/EEA
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Today

• Pharmacovigilance: significant reduction in administrative burden, signal 
management is designed to be less resource-intensive, more effective process

• Increased monitoring in antimicrobial sales and use: project initiated and is 
delivering according to schedule; first submission under new rules in 2024 

• Programme paved the way for continued improvements in 
functionality and data quality

• Reduction of administrative burden expected after current 
change/transition period
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Lessons learnt

• Scope management - focus on must-have functionalities for January 2022

• Collaboration – deliver together with network, industry & veterinary professionals

• Governance – ensure roles, responsibilities and decision lines are clear

• Expectation management as a continuous exercise:

• Not all benefits will be realized immediately
• Everyone needs to learn how to operate in the new normal 
• Continuous processes improvement needed

• Potential efficiency gains depend on how successful we ALL 
are in the implementation and our willingness to adopt new 
ways of working
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Any intelligent fool can make 
things bigger and more 
complex…It takes a touch of 
genius – and a lot of courage 
- to move in the opposite 
direction.  

- Albert Einstein

Thank you for your courage & 
persistence on this journey 

with us!
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ivo.claassen@ema.europa.eu

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands
Telephone +31 (0)88 781 6000
Send us a question  Go to www.ema.europa.eu/contact

Further information

Follow us on @EMA_News
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