





Future challenges
Regulatory affairs

The federation’s technical team will continue to
focus on improving the efficiency of regulatory
systems, seeking to eliminate unnecessary costs
and delays that slow the entry of innovative new
veterinary medicines to the marketplace.

Building on progress already achieved, key areas of
activity in 2008 will involve initiatives designed to:

e Establish a regulatory-decision database, as a means
to reduce referrals to the CVMP;

e Further develop proposals for future regulatory reform,
particularly to address deficiencies in data-protection
provisions, in order to provide the necessary stimulation
for product development in the veterinary-specific, multi-
species marketplace;

e Rationalise labelling and packaging requirements to
encourage access to veterinary products in all corners of
the European marketplace;

e Remove unnecessary national requirements that hinder
efficient European decentralised marketing-authorisation
procedures;

e Investigate the causes of high product-maintenance
costs in the EU, including ‘defensive’ R&D costs;

e Develop a European policy for the consistent and
balanced assessment of the benefits and risks of
veterinary medicines during regulatory procedures.

The European Commission’s proposals for a new MRL
Regulation and new rules governing variations to existing
marketing authorisations will remain priority issues for
2008. The draft MRL Regulation will complete its first
reading in the European Parliament, and will be passed
on for initial scrutiny by the Council. The proposals for
new variation procedures are expected to enter the
comitology process during 2008.

Further progress will be sought in other areas, including
the international harmonisation of standards under the
VICH initiative and moves towards the efficient electronic
submission of regulatory documents, where the focus
will be on variation procedures and electronic application
forms. Elsewhere, IFAH-Europe will continue to defend
the use of coccidiostats, and will address developments
in the debate surrounding antibiotic resistance, including
MRSA. Bluetongue and new initiatives designed to
improve safety-assessment procedures for veterinary
medicines (notably injectable products) will also feature
among a broad range of regulatory challenges.
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Future challenges
Food chain issues

Building on progress achieved to date, IFAH-
Europe will look to consolidate links with fellow
stakeholders and forge relationships with new
partners along the food chain.

e Expanding the EPRUMA initiative: A definitive
best-practice framework for the use of antimicrobials in
food-producing animals will be published during 2008.
The document will be presented to the authorities and
disseminated throughout the EU member states in a bid
to encourage widespread compliance with best practice.
Participants will also work to raise awareness of and
broaden involvement in the EPRUMA project, while the
development of best-practice frameworks governing the
use of other veterinary product types will be discussed.

¢ Implementing improved traceability systems:
By the end of 2007, the implementation of the new
datamatrix product identification system by IFAH-Europe
member companies was well advanced. Completing the
rollout of the new system, which will improve traceability
and help users of veterinary medicines comply with
record-keeping requirements, will be a priority in 2008.

e Strengthening relations with fellow stakeholders:
The federation will look to build on its existing relationship
with the European Food Safety Authority, and will
examine the possible development of joint ‘info-days’ —
along the lines of those held regularly by IFAH-Europe
and the EMEA - to discuss issues of common interest.
Relations with other links in the food chain will also be
strengthened through participation in a range of multi-
stakeholder initiatives, with involvement in the European
Agri-Food Network (EAFN) and the European Initiative for
Sustainable Development in Agriculture (EISA) high on
the agenda.

e Shaping Community Animal Health Policy:
New approaches to EU animal health policy outlined
in the European Commission’s recent communication
are encouraging, but IFAH-Europe believes additional
elements need to be considered — notably the importance
of curative care, companion animal health issues,
approaches to the adoption of new technologies and
trade issues linked to the use of veterinary vaccines. The
federation will raise these issues through the Commission’s
Common Animal Health Policy Advisory Group.
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Future challenges

Effective communication is crucial if we are to drive
home our industry’s core messages successfully.
Exciting new developments lie ahead in this field.

e Creation of a Policy Working Group: The federation’s
new Policy Working Group, comprising members of the
IFAH-Europe Council and heads of its main committees,
met for the first time in November 2007. The Working
Group will act as a think tank, helping to shape the future
of IFAH-Europe. Sound policies are an important vehicle
for effective communications with European institutions
and for spreading messages to other stakeholders.

e Animal Health Solutions for the Future:
IFAH-Europe’s 2008 annual conference, to be held in
Brussels on 12 June, will focus on the potential that
exists for the development of new tools to prevent, treat
and control animal disease, and on the establishment of
new strategies to address emerging disease threats. The
programme will include sessions on: global responses
for global health threats; food safety and animal health
policy; fostering innovation in animal health; and
companion animal issues.

e New communication tool: The IFAH-Europe website
will undergo a major upgrade in 2008, enhancing the
range and accessibility of information available to both
members and our external audience. External users
will also benefit from the provision of new online tools
providing information on our industry and a range of
topical animal health-related issues, following on from
the bluetongue ‘fact sheet’ and Q&A resources made
available recently.



The European

animal health industry in profile

IFAH-Europe is led by a ten-member Council comprising
representatives from member companies and national
industry associations. Headed by IFAH-Europe Chairman
Brian Clark, the Council is the federation’s decision-
making body.

Policies agreed by the Council are executed by four key
operating committees: the Technical and Regulatory
Committee (TRC); the Food Chain Committee (FCC);
the Committee of National Associations (CNA); and the
Communications Committee (ComCom). These are
supported by a range of working parties and ad-hoc
groups focused on specific issues, and by a permanent,
Brussels-based secretariat led by IFAH-Europe Managing
Director Declan O’Brien.

IFAH-Europe is amember of IFAH, the federation representing
the animal health industry at international level.

¢ [FAH-Europe structure

IFAH-Europe

e Animal health market by region
© Vetnosis Ltd.

M North America: 34.1 %

M Latin America: 11.6 %

M Europe (East and West): 35.3 %
M Far East: 15.3 %

M Rest of world: 2.8 %

General Assembly

IFAH-Europe

IFAH-Europe
Secretariat Council

Committee of
National Associations

Communications
Committee

Food Chain
Committee

Technical and
Regulatory Committee

) CEESA survey of sales statistics (2007 dz
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Counyies covered include: AT, BE, CH, CZ, DE, DK, ES, Fl
Source: 14 IFAH-Europe and CEESA member companies.
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Subtotals

. IE, IT, NL, PL, PT, SK.
or‘pon-participating companies

Total values

Vaccines

€974.395.499

Antimicrobials
® |njectable forms:
e Oral forms:

€458.814.038
€416.768.483

€875.582.521

Parasiticides

e Endoparasiticides:

e Ectoparasiticides (ears excluded)
e Endectocides:

€392.346.644
€639.232.762
€139.814.440

€1.171.393.846

Topical products (skin ecto excluded)

€233.993.612

€297.704.808

Other products

€837.375.631

Total

€4.156.452.305
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IFAH-Europe Council Members

Chairman

Brian Clark
Virbac SA

Vice-Chairs

Martin Schneidereit
BfT - Bundesverband fur Tiergensundheit, Germany

Jochen Wieda
Intervet/Schering-Plough Animal Health

Treasurer

Folkert Kamphuis
Novartis Animal Health Inc

Members

Jean-Louis Crosia
Merial

Santiago de Andrés
VETERINDUSTRIA

Jean-Louis Hunault
SIMV

Jens Kjaer
Boehringer Ingelheim Animal Health GmbH

Anne Birgitte Lundholt
VIF

Phil Sketchley
NOAH
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IFAH-Europe Secretariat

Managing Director’s office

Declan O’Brien
Managing Director

Florentina Pardo
Executive Assistant

Technical affairs

Rick Clayton
Technical Director

Sylvie Meillerais
Technical Project Manager

Yara Antonissen
Technical Assistant

Marie-Héléne Delvaux
Executive Secretary

Communications

Bernd Halling
Communications Director

Myriam Alcain
Communications Manager

Laurence Leclercq
External Communications Officer

Pamela Barcellona
Senior Secretary

Administration and IT

Linda Moortgat
Administration Manager & IT Coordinator
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Corporate members

Alpharma Animal Health Division

Bayer HealthCare AG, Animal Health Division
Boehringer Ingelheim Animal Health
Ceva Santé Animale

Elanco Animal Health

Fort Dodge

Huvepharma NV

Janssen Animal Health

Merial Ltd

Novartis Animal Health Inc

Orion Corporation

Pfizer Inc., Animal Health
Intervet/Schering-Plough Animal Health
Vétoquinol

Virbac SA
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National member associations

Belgium pharma.be

Association Générale de I'Industrie du Médicament
Cyprus CAVEMID

Cyprus Veterinary Medicines Importers and Distributors Association
Denmark VIF

Veterinaermedicinisk Industriforening
Finland PIF

Pharma Industry Finland
France SIMV

Syndicat de I'Industrie du Médicament Vétérinaire et Réactif
Germany BfT

Bundesverband flr Tiergesundheit
Greece HAVEPHARM

Hellenic Association of Distributors, Importers and Manufacturers of Veterinary Pharmaceuticals
Italy AISA

Associazione Nazionale dell’Industria della Salute Animale
Ireland APHA

Animal & Plant Health Association
Netherlands FIDIN

Vereniging van Fabrikanten en Importeurs van Diergeneesmiddelen in Nederland
Norway LMI

Legemiddelindustriforeningen
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Poland POLPROWET
Polish Association of Veterinary Drug Producers and Importers
Portugal APIFARMA
Associacao Portuguesa da Industria Farmacéutica
Spain VETERINDUSTRIA
Asociacién Empresarial Espafiola de la Industria de Sanidad y Nutricion Animal
Sweden LIF
Lékemedelsindustriféreningen
Switzerland SGCI

Chemie Pharma Schweiz

United Kingdom

NOAH
National Office of Animal Health Ltd

Associated members

Croatia VETCRO
Slovenia SPMA

Working Group for Animal Health
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Glossary

3Rs

Al

CAHP

COPA-COGECA

CVMP

DCP

DG

DISCONTOOLS

EAFN

EC

EFSA

EISA

EMEA

EP

EPAA

EPRUMA

ETPGAH

Refine, reduce and replace (the use of animals in product testing)
Avian influenza
Community Animal Health Policy

Committee of Professional Agricultural Organisations - General Committee for
Agricultural Cooperation in the European Union

EMEA Committee for Medicinal Products for Veterinary Use
Decentralised Procedure

Directorate General

Disease Control Tools

European Agri-Food Network

European Commission

European Food Safety Authority

European Initiative for Sustainable Development in Agriculture
European Medicines Agency

European Parliament

European Partnership for Alternative Approaches to Animal Testing
European Platform for the Responsible Use of Medicines in Animals

European Technology Platform for Global Animal Health
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EU European Union

FAO Food and Agriculture Organisation of the United Nations

FVE Federation of Veterinarians of Europe

GL Guideline

GLOBALGAP The Global Partnership for Good Agricultural Practice - voluntary certification body
representing retailers of agricultural produce

GMP Good Manufacturing Practice

HMA Heads of Medicines Agencies

IWP Immunologicals Working Party

MA Marketing Authorisation

MRL Maximum Residue Limit

MRP Mutual Recognition Procedure

MRSA Methicillin-resistant staphylococcus aureus

NGO Non-Governmental Organisation

OIE World Organisation for Animal Health

QWP EMEA Quality Working Party

VICH International Cooperation on Harmonisation of Technical Requirements for

Registration of Veterinary Medicinal Products

WHO World Health Organisation
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