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Summary of the meeting

Introduction

The Agency Executive Director, Professor Guido Rasi, welcomed the participants joining the second
ESVAC annual network meeting that took place at the EMA in London 14-15 February 2012. He
highlighted the Agency’s commitment to fight against antimicrobial resistance of which the ESVAC
project is an important part.

The 2nd annual meeting of the EMA European Surveillance of Veterinary Antimicrobial Consumption
(ESVAC) network took place in London on 14-15 February 2012. Representatives of the ESVAC
network and ad hoc working groups were present as well as the European Commission , ECDC and
observers from international organizations (FAD and WHO Europe).

The main objective of the meeting was to update the network on the current status of the project, to
discuss challenges at MS level to obtain valid data with 100% coverage and the preparation of the
report of the 2010 data to be published at the end of 2012.

ESVAC results and state of play

Collection of aggregated historical data

e collection of already existing data on aggregated overall sales, in tonnes of active ingredient, of
veterinary antimicrobial agents by class in a harmonised manner from 9 European countries

e in order to report the sales by the 9 countries in a harmonized manner taking and into account the
animal population at risk of being treated with veterinary antimicrobial the production correction
unit (PCU) was developed by support from the Technical Consultative Group (TCG)

e the report on trends in the sales of veterinary antimicrobial agents in 9 European countries for the
period 2005-2009 was published in September 20111

Collection of standardized data at package level

e the ESVAC protocol and the ESVAC data collection form (ESVAC template) have been developed in
order to obtain standardised and valid data on the sales of veterinary antimicrobial agents at
package level from the MSs?

e an ESVAC data program has been developed for the purpose of quality check of the data in terms
of standardization and the ESVAC data base for the storing of the validated data

e a program for the semi-automatic calculation of PCU have been developed

e call for data according to ESVAC template sent out to 23 EU/EEA countries that agreed to provide
the data for 2010

e 19 EU/EEA countries have delivered the data, one will deliver shortly

e the data provided have been validated by the ESVAC data program and by manually validation -
i.e. checking in particular strengths and for outliers for those countries that had data for earlier
years

! Available from http://www.ema.europa.eu/docs/en_GB/document library/Report/2011/09/WC500112309.pdf

2 Available from
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000302.jsp&murl=menus/reg
ulations/regulations.jsp&mid=WC0b01ac0580153a00
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Collection of 2011 data
e call will be launched in March 2012

e for those Mss that have provided data to ESVAC for 2010 the country speific register will be
used for data collection; amendments and deletion on basis of this register will make work
easier for MSs and the ESVAC team

The technical support provided by the Technical Consultative Group (TCG) the WHO Collaborating
Centre for Drug Statistics Methodology in the provision of ATC codes for use in the ESVAC Network
work was acknowledged.

Ad hoc Working Groups on collection of data by species and
on technical units of measurement

Two ad hoc Working Groups on collection of antimicrobial consumption by species and of technical
units of measurement were established in October 2011 with the task to develop combined reflection
paper addressing these topics. The members of the two groups are selected on the basis of their
expertise in the two fields, respectively. ECDC and EFSA as well as EURL-AMR have been invited to
participate in the meetings in order to harmonise with the ESAC project and with the surveillance
programs of AMR in the human and animal field. FAO, OIE, US FDA and WHO Europe participate as
observers. The main objective of those groups is to produce a document summarising the state of art
and produce recommendation for the ESVAC project on collecting data per animal species and on
technical units of measurement to be used to report the data.

Collection of ESVAC 2010 data - approaches and difficulties. Experience by
MSs

Belgium, Ireland, Portugal, Spain and United Kingdom gave presentation for this agenda item. The
major challenge presented by these countries was how to obtain valid data in terms of obtaining 100
% coverage of the sales of veterinary antimicrobial agents by the reporting year but also how to avoid
double reporting.

As sales between wholesalers are common, it is a challenge to trace sales to final users (e.g. farms,
veterinary pharmacies, veterinary practices, feed mills). It was suggested that an important obstacle
to obtain valid data could be the import of medicated feed form other MSs, i.e. it was questioned
whether the premixes sold in one MS but used for the production of medicated feed transported to
another MS could be counted in both countries giving rise to overestimate in the exporting MS. It was
concluded that it is vital that each MS asks for sales of veterinary antimicrobial agents to end user in
the country in question and that this topic should be highlighted in the call for 2011 data

One Member State representative reported that a change of national legislation will be necessary in
order to be able to obtain valid sales data from stakeholders.

It was suggested that it takes at least 3 years in order to establish a valid baseline and this was
supported by many of the MSs that had collected data for many years.

One MS reported that MAHs were unwilling to provide the data on sales of veterinary antimicrobial
agents exported to the country due to confidentiality issues. This was later discussed with industry
during the ESVAC stakeholders meeting, industry has agreed to try to sort those problems.
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The MSs found very valuable to discuss problems collecting the data, problems that were more or less
the same for all the countries. It was therefore suggested that for the next ESVAC network meeting
the Agency should consider setting aside time to allow for bilateral discussions.

2010 data - validation procedure and usual errors/problems
in the data provided

The approach used by the ESVAC data managers for the quality check of the data in terms of
standardization and manual checking of the data was presented. It was reported that it takes from 2-5
days to validate the data by MS in order to obtain standardized data and to support the MS in question
to obtain valid data with 100% coverage.

Report 2010 data. Procedure and draft outline/content of the
report

The suggested procedure and in particular content of the report to be published by the end of 2012
was thoroughly discussed and the suggested changes and amendments have been included in the
enclosed presentation.

The approach/procedure will be as follows

e The raw data used for calculation of PCU and the calculated PCU sent out for proof reading by the
MSs (ESVAC National Representatives). Deadline 2 weeks from received

e The sales data that the MSs (ESVAC National Representatives (NRs)) have given their consent to
save in the ESVAC database is considered as proof read_and will be included in the analysis of the
data

e The countries asked to provide brief information on data sources used, legal basis, assumed
coverage

e The report developed by the ESVAC Project Team (PT). EMA experts to be consulted as appropriate

e The report sent out for proof reading and endorsement to involved MSs (ESVAC NRs/alternates).
Deadline for comments 4 weeks

e The report (including data) to be handled as confidential by the ESVAC NRs/alternates until the
report is published

e When the report has been endorsed by the involved MSs (ESVAC NRs) it will be sent to industry on
embargo approximately one week before published

e Before published the report will be presented for one or more of Commission’s Standing
Committees

e The MSs will be send the final report and the Agency’s press release two and one week,
respectively.

e The issue of demographics, i.e. differences in contribution of each species to the pCU per MS will
be discussed in the report;

e In tables and diagrams MSs will be listed alphabetically

e Provisional deadline for the publication of the ESVAC report for 2010 data is 15th September 2012.
However, if delayed it was suggested that the report could be published on the 18th of November
2012 (Antibiotic Awareness Day).
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Presentation of reflection paper on collecting data by animal
species/Presentation of reflection paper on technical unit of

measurement

The content of the 1st drafts of the reflection papers, respectively, were presented by the rapporteurs
of the WG Jeroen Dewulf and Gerard Moulin. Due to time constraint these were not discussed but the
final drafts will be sent out to the ESVAC network and relevant organizations for consultation as well as
published for consultation on the EMA web page.
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Participant List

ESVAC National Representatives/Alternates

Name

Klemens Fuchs

Lionel Laurier

Lucie Pokludova

Erik Jacobsen

Janne Sepp

Katariina Kivilahti-

Mantyla

Gérard Moulin

Janos Kovacs

Contact details

Osterreichische agentur fur gesundheit und
ernahrungssicherheit gmbh

Betriebsstatte Graz

BeethovenstraBe 8

8010 Graz

AUSTRIA

E-Mail: klemens.fuchs@ages.at

Federaal Agentschap voor Geneesmiddelen en
Gezondheidsproducten - Agence Fédérale des
Médicaments et des Produits de Santé
EUROSTATION gebouw, blok 2

Victor Hortaplein 40 / 40

Batiment EUROSTATION, bloc 2

place Victor Horta, 40/ 40

B-1060 Brussel - Bruxelles

BELGIUM

E-Mail: lionel.laurier@fagg.be

Ustav pro statni kontrolu veterinarnich biopreparatl
a léciv

Hudcova 56a

621 00 Brno - Medlanky

CZECH REPUBLIC

E-Mail: pokludova@uskvbl.cz

Danish Food safety Authorithy

Mgrkhgj Bygade 19

2860 Sgborg

DENMARK

E-Mail: erja@fvst.dk

Ravimiamet

State Agency of Medicines

1 Nooruse Street

50 411 Tartu

ESTONIA

E-mail: janne.sepp@ravimiamet.ee
Ladkealan turvallisuus- ja kehittamiskeskus
P.0.Box 55

Mannerheiminitie 103b

00301 Helsinki

FINLAND

E-Mail: katariina.kivilahti-mantyla@fimea.fi
Agence Nationale du Médicament Vétérinaire -
Agence Nationale de Sécurité Sanitaire de
|'alimentation, de I'environnement et du travail
La Haute Marche

BP 90203

Javené

35302 Fougeres Cedex

FRANCE

E-Mail: qer:ard.moulin@anses.fr

Nemzeti Elelmiszerlanc-biztonsagi Hivatal
Kozpont, Allatgydgyaszati Termékek Igazgatdsaga
Szallas utca 8

1107 Budapest

HUNGARY

Representing

Austria

Belgium

Czech Republic

Denmark

Estonia

Finland

France

Hungary
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Name Contact details Representing

E-Mail: kovacsj@oai.hu

Johann M. Lyfjastofnun Iceland
Lenhardsson Vinlandsleid 14

IS-113 Reykjavik

ICELAND

E-Mail: johann.m.lenhardsson@lyfjastofnun.is
Gavin Ryan Bord Leigheasra na hEireann Ireland (alternate)

Irish Medicines Board
Kevin O'Malley House
The Earlsfort Centre
Earlsfort Terrace

2 Dublin
IRELAND
E-mail: gavin.ryan@imb.ie
Alessandra Perrella  Ministero della Salute Italy

Via Giorgio Ribotta, 5
(ufficio IV - DGSA)

00144
Roma
ITALY
E-Mail: a.perrella@sanita.it
Valda Sejane Assessment and Registration Agency of Food and Latvia
Veterinary Service of the Republic of Latvia
Peldu iela 30
LV-1050 Riga
LATVIA
E-Mail: Valda.Sejane@pvd.gov.lv
Ugne Zymantaite Valstybiné maisto ir veterinarijos tarnyba Lithuania

Siesiku str. 19
LT-07170 Vilnius
LITHUANIA
E-Mail: uzymantaite@vet.lIt
Albert Meijering Ministry of Economic Affairs, Agriculture and Netherlands
Innovation
Postbus 20401
2500 Den Haag

NETHERLANDS
E-Mail: a.meijering@mininv.nl
Dorota Prokopiak Ministerstwo Rolnictwa i Rozwoju Wsi Poland

ul. Wspolna 30
00-930 Warsaw
POLAND
E-Mail: dorota.prokopiak@minrol.gov.pl
Dorota Krasucka Ms Dorota Krasucka Poland (alternate)
The National Veterinary Research Institute
57 Partyzantéw Avenue
24-100 PULAWY
POLAND
E-Mail : dorota.krasucka@piwet.pulawy.pl

Maria Helena Ponte Direcgdo-Geral de Veterinaria Portugal
Lg Academia Nacional de Belas Artes, 2
PT - 1249-105 Lisboa
1249-105 Lisboa
PORTUGAL
E-Mail: hponte@dgv.min-agricultura.pt
Rodica Morcov AUTORITATEA NATIONALA SANITARA VETERINARA Romania
SI PENTRU SIGURANTA ALIMENTELOR - Directia de
control si coordonare a activitatii farmaceutice
veterinare
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Str. Negustori, nr. 1B, sector 2
023951 Bucuresti
ROMANIA
E-Mail: morcov.rodica@ansvsa.ro
Martina Péteryova Ustav $tatnej kontroly veterinarnych biopreparatov a  Slovakia
lieciv
Biovetska 34
949 01 Nitra
SLOVAKIA
E-Mail: peteryova@uskvbl.sk
Anton Svetlin Veterinarska Uprava Republike Slovenije Slovenia
Dunajska 22
SI-1000 LJUBLJANA
SLOVENIA
E-Mail : anton.svetlin@gov.si

Cristina Munoz Agencia Espafiola de Medicamentos y Productos Spain
Madero Sanitarios

Parque Empresarial Las Mercedes

Edificio 8

C/Campezo 1
28022 Madrid
SPAIN
E-Mail: cmunoz@aemps.es
Kinfe Girma Department for Animal Welfare and Health Division Sweden
for Feed and Health
SE-551 82 J6nkdping
SWEDEN
E-Mail : Kinfe.girma@jordbruksverket.se

Christina Greko Statens Veterinarmedicinska Anstalt Sweden (alternate)
Strama VL, Dept of Animal health and antimicrobial
strategies
751 89 Uppsala
SWEDEN
E-Mail: christina.greko@sva.se
Nick Renn Veterinary Medicines Directorate United Kingdom
Woodham Lane
New Haw
Addlestone
Surrey
KT15 3LS
UNITED KINGDOM
E-Mail: n.renn@vmd.defra.gsi.gov.uk
Renee Sheehan Veterinary Medicines Directorate United Kingdom
Woodham Lane (alternate)
New Ham
Addlestone
Surry
KT15 3LS
UNITED KINGDOM
E-Mail: r.sheehan@vmd.defra.gsi.gov.uk
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Ad hoc working group members - technical unit of
measurement

Name Contact details Representing

Boudewijn Catry Wetenschappelijk Instituut Volksgezondheid Belgium
Juliette Wytsmanstraat 14
14 Rue Juliette Wytsman
1050 Brussel - Bruxelles
BELGIUM
E-Mail: boudewijn.catry@wiv-isp.be
Erik Jacobsen Danish Food Safety Authority Denmark
Mgrkhgj Bygade 19
2860 Sgborg
DENMARK
E-Mail: erja@fvst.dk
Gérard Moulin Agence Nationale du Médicament Vétérinaire - France
Agence Nationale de Sécurité Sanitaire de
I'alimentation, de I'environnement et du travail
La Haute Marche
BP 90203
Javené
35302 Fougeres Cedex
FRANCE
E-Mail: gerard.moulin@anses.fr
Inge van Geijlswijk Utrecht Universiteit Netherlands
Faculty of Veterinary Medicine
PO Box 80165
3508 TD Utrecht
NETHERLANDS
E-Mail: I.M.vanGeijlswijk@uu.nl
Cedric Muentener Institut flir Veterinarpharmakologie und Toxikologie  Switzerland
Vigilance
Tierarzneimittel
Winterthurerstrasse 260
8057 Zirich
SWITZERLAND
E-Mail: cedric.muentener@vetpharm.uzh.ch
Irene Litleskare WHO Collaborating Centre for Drug Statistics WHO Collaborating
Methodology Centre for Drug Statistics
Nydalen Methodology
NO-0403 Oslo
E-Mail: Irene.Litleskare@fhi.no
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Ad hoc working group members - Collecting data by species

Contact details

Ghent University

Adres Salisburylaan 133

9820 Merelbeke

BELGIUM

E-Mail: jeroen.dewulf@ugent.be

Agence Nationale du Médicament Vétérinaire -
Agence Nationale de Sécurité Sanitaire de
|'alimentation, de I'environnement et du travail
Laboratoire d'études et de recherches avicoles,
porcines et piscicoles Unité d'épidémiologie
Zoopole

B.P. 53

22440 Ploufragan

FRANCE

E-Mail: claire.chauvin@anses.fr

Statens Veterinarmedicinska Anstalt

Strama VL, Dept of Animal health and
antimicrobial strategies

751 89 Uppsala

SWEDEN

E-Mail: christina.greko@sva.se

WHO Collaborating Centre for Research and
Training in Veterinary Public Health
Buenteweg 2

30559 Hannover

GERMANY

E-Mail: roswitha.merle@tiho-hannover.de

Name
Jeroen Dewulf

Anne Chevance

Christina Greko

Roswitha Merle

Participant List

European Commission and EU Agencies

Contact details

European Commission

Belliard 232

B-1049 Brussels

BELGIUM

E-Mail: rosa.peran@ec.europa.eu

Name
Rosa Peran

Klaus Weist European Centre for Disease Prevention and
Control

Tomtebodavagen 11 A

171 83 Stokholm

SWEDEN

E-mail: Klaus.Weist@ecdc.europa.eu
EURL - AMR

Kemitorvet

Building 204

DK-2800 Lyngby

DENMARK

E-Mail: yvoa@food.dtu.dk

Yvonne Agerg

Representing
Belgium

France (alternate to Claire
Chauvin)

Sweden

WHO Collaborating Centre
for Research and Training
in Veterinary Public
Health

Representing
European Commission

European Centre for
Disease Prevention and
Control (ECDC)

EU Reference Laboratory-
AMR (EURL-AMR)
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Patric McDermott FDA - Centre for Veterinary Medicine FDA

7519 Standish Place

HFV-12 Rockville

Maryland

20855

UNITED STATES

E-mail: patric.mcdermott@fda.hhs.gov
Danilo Lo-Fo-Wong Dr Danilo Lo Fo Wong WHO

WHO Regional Office for Europe

Scherfigsvej 8

DK-2100 Copenhagen

DENMARK

E-Mail: dlo@euro.who.int
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