EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

EMA Veterinary Medicines Info Day 2021 - II

Updates on regulatory policy, scientific
and procedural developments in relation to Regulation (EU) 2019/6

30 November 2021, 10:00 - 16:30 CET - Virtual event (Webex)

Programme
10:00 Introduction and welcome
Ivo Claassen (EMA)
Session I: Regulatory policy Chair: Barbara Freischem (EMA)

Veterinary Medicinal Products Regulation - towards 28 January 2022

10:10 Update from the Commission (20')
Eva Zamora Escribano (European Commission)

10:30 Updates on the implementation of VMP-Reg and secondary legislation (30')
Ivo Claassen (EMA)

11:00 CVMP update on activities relating to VMP Regulation (30)
David Murphy (Chair of CVMP)

11:30 Industry preparedness (30')
Andreas Werner (Bela Pharm)
Jackie Atkinson (Elanco)
Patrizia Oelker (Boehringer Ingelheim)

12:00 Questions and answers session (40)

12:40 Lunchbreak
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Session II: Scientific developments Chair: Jordi Torren (EMA)

14:00 Variations Requiring Assessment - timelines and what’s changing (30")
Catherine Griffin (EMA)

14:30 Pharmacovigilance, signal detection and surveillance (20’)
Jos Olaerts (EMA)

14:50 Coffee break

15:00 ERA for generics: CVMP Reflection paper on the interpretation of Article 18(7)
of Regulation (EU) 2019/6’ (20"
Kristina Paterson, Michael Empl (EMA)

15:20 Actions for industry until January 2022 and beyond (30')
Jana Schalansky (EMA)

15:50 Questions and answers session (40")

16:30 Close of the meeting

Ivo Claassen (EMA)

Registration

The event will be hosted on Webex and online pre-registration is required by 29 November 2021.
Registration guidance is provided here. Live broadcast will also be available (link here).

The event will be recorded and made publicly available on the event page.

For any additional information, you may contact us at: vetchange.programme@ema.europa.eu
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