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Day 01  
21 October 2024

Room 1A / 09:15-16:30 CET

Registration and welcome coffee / 08:30-09:00                                              

Official welcome and opening remarks                                                          
Ivo Claassen, EMA / 09:15-09:30

Chair: Emily Drury, EMA

Opening seminar - Antimicrobial Resistance and medicines regulation: 
current state of affairs in EU candidate countries
EU candidate country representatives
09:30-10:45                              

Coffee break / 10:45-11:15 / outside room 1A   

Seminar 1 - Regulation (EU) 2019/6 and new requirements on AMs and 
AMR  
Luben Goranov, DG SANTE
11:15-12:30                              

Lunch / 12:30-13:30 / EMA restaurant    

Seminar 2 - Regulatory considerations for approving new antibacterials 
Kristina Paterson, EMA
13:30-14:30                              

Coffee break / 14:30-15:00 / outside room 1A    

Seminar 3 - Re-evaluation of already authorised antimicrobial VMPs 
Ana Azaceta, EMA
15:00-16:00                              

Group photo / 16:00-16:30 / outside room 1A    

Networking event / 16:45-18:30 / EMA Sky lounge (18th floor)   



Day 02
22 October 2024

Room 1A / 09:15-16:15 CET

Registration and welcome coffee / 08:30-09:00

Introduction Day 2                                                          
Zoltan Kunsagi, EMA / 09:15-09:30

Chair: Zoltan Kunsagi, EMA

Seminar 4 - Data collection for sales of veterinary antimicrobials and use of 
antimicrobials in animals and related IT systems 
Cristina Ribeiro-Silva, EMA
09:30-10:30  

Coffee break / 10:30-11:00 / outside room 1A   

Seminar 5 - EMA’s strategic approach to AMR: Insights from CVMP, CMDv, 
and Working Parties 
Filipa Oliveira, EMA
11:00-12:00                               

Lunch / 12:00-13:00 / EMA restaurant 

Seminar 6 - CVMP Antimicrobials Working Party: Development of recent 
guidance documents 
Damien Bouchard, ANSES
13:00-14:00                              

Seminar 7 - Recent scientific reports and advices from the EMA developed 
under the One Health Approach
Zoltan Kunsagi, EMA 
14:00-14:45                              

Coffee break / 14:45-15:15 / outside room 1A   

Closing seminar - Alternatives to anti-microbials 
Ivo Claassen, EMA
15:15-16:00                              

Closing remarks 
Martin Harvey Allchurch, EMA / 16:00-16:15                              



About this event

About the European medicines regulatory system and EMA

Venue

Welcome to EMA!

This event is part of the European Commission funded Instrument for Pre-Accession 
Assistance (IPA) programme.

The main objective of this training is to prepare the integration of current candidate 
countries and potential candidates into the European Union regulatory systems by 
bringing them in closer alignment with the Acquis Communautaire in the field of 
medicines regulation.

The European medicines regulatory system is based on a network of around 50 
regulatory authorities from the 30 EEA countries (27 EU Member States plus 
Iceland, Liechtenstein and Norway), the European Commission and EMA. This 
network makes the EU regulatory system unique. 

The network is supported by a pool of some four thousand experts drawn from across 
Europe, allowing it to source the best possible scientific expertise for the regulation 
of medicines in the EU and to provide scientific advice of the highest quality. 

EMA and the Member States cooperate and share expertise in the assessment of new 
medicines and of new safety information. They also rely on each other for exchange 
of information in the regulation of medicines, for example regarding the reporting of 
side effects of medicines, the oversight of clinical trials and the conduct of 
inspections of medicines’ manufacturers. 

European Medicines Agency
Domenico Scarlattilaan 6
1083 HS Amsterdam
The Netherlands

EMAInternational@ema.europa.eu 
www.ema.europa.eu
Tel: +31 (0)88 781 6000

How to find us


