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Regulation (EU) 
2019/6 

Commission 
Implementing Regulation 

EU 2021/1281

- Guidelines on Veterinary 
Good Pharmacovigilance 
Practices
- Processes 
- Training

https://www.ema.europa.eu/en/veterinary-
regulatory/post-authorisation/pharmacovigilance
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Essential DATA systems

Union Product database

Union 
Pharmacovigilance 

database

Signal Management 
reporting module

•QPPV
•PSMF reference

•AE reports
•Data Warehouse

•Signals
•Annual statements
•Alerts
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• Adverse Event collection and recording

• 10 November 2021 (500+)
• 13 January 2022

• Continuous Adverse Event analysis by MAH (signal management)

• 23 and 24 November 2021 (signal analysis) (500+)
• 18 and 19 January 2022 (yearly statements and signal submission)

• Pharmacovigilance Inspections and Pharmacovigilance Master File

• 8 December 2021

Trainings
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Key messages on signal management

• Signal management is a continuous process throughout the product life-cycle

• Risk-based approach

• Flexibility and sound scientific and clinical judgement should always be applied 

• Trust (& inspections)
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Annual submission statements

Benefit-risk balance

X I confirm that the benefit-risk balance remains unchanged

A procedure is ongoing concerning the benefit-risk assessment 

Adherence to VGVP guidelines

X
I confirm that the signal management process has been conducted in compliance with 
the pharmacovigilance guidelines published by the Agency (VGVP) and all assessed 
signals have been submitted
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Due dates for Signal Management
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Regulatory overview

• Establishing a Pilot EU expert group is ongoing;

• To ensure a consistent EU approach to PhV signal management

• To ensure a risk-based approach

• Measuring resource effectiveness
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Signal management

• The analysis part

• To procedural part

• The publication part – focus on veterinarians in practice
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PhV – signal management – underlying basics
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Any questions?

jos.olaerts@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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