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Representing the
Furopean Animal Health
Industry

IFAH-Europe (International Federation for Animal Health Europe) is the
federation representing manufacturers of veterinary medicines, vaccines
and other animal health products in Europe. It represents both corporate
members and national animal health associations in Europe. These
associations comprise local, small and medium-sized enterprises (SMEs)
and international companies. IFAH-Europe’s membership covers 90% of
the European market for veterinary products.

Our Mission

IFAH-Europe’s mission is to promote a predictable, harmonised, science-
based marketplace for the provision of innovative, quality animal health
products that contribute to the supply of safe, healthy food and to high
standards of health and welfare for animals and people.

As a responsible industry, we want to ensure that our stakeholders
understand the work we do and the broad range of benefits we provide for
society at large. To achieve this, as the voice of the European animal health
industry, we encourage constructive dialogue with governments, public
policy makers, legislators, regulators, non-governmental organisations, the
veterinary profession, the food chain, consumers and other stakeholders.




A MESSAGE FROM IFAH-EUROPE’S CHAIRMAN AND MANAGING DIRECTOR

Disedse detection and control on frack;
nedicines avallaility still hangs IN the alance

2013 has been a year with a strong focus on the legislative aspect of animal health with the publication of a
Proposal for a Regulation of the European Parliament and of the Council on Animal Health (commonly referred
to as the draft Animal Health Law) and our continued wait for the publication of the revised veterinary directive
and medicated feed legislation.

Animal Health Law - detection and control

We warmly welcomed the draft Animal Health Law, expressing our views at related conferences hosted by COPA-
COGECA in May and DG SANCO in June. Proposals to monitor the efficacy of antibiotics against certain bacteria
that cause disease in animals has our full backing as this completes the monitoring programme (zoonotic bacteria are
already the subject of monitoring). Such information will provide an early warning system for any disease becoming
more difficult to treat. This information will also be of considerable value to veterinarians concerning their choice of
medicines to minimise potential development of disease resistance. We support the emphasis on education and
believe that the work of the stakeholder-driven ‘European Platform for the Responsible Use of Medicines in Animals’
(EPRUMA - www.epruma.eu) should be considered as a means of delivering a key part of this concept. Ensuring
maximum collaboration between the Commission and Member States in terms of the organisation and deployment
of antigen, vaccine and reagent banks is crucial to preparedness for future disease outbreaks.

The veterinary medicines legislative review - medicines availability

Once again we focused on the planned revision of the veterinary medicines directive and medicated feed
legislation at our June stakeholder roundtable. Speaking at the event, Commissioner Borg said, “To succeed,
we need to harmonise, simplify and modernise the rules - adopting a more risk-based approach. This should
result in reduced administrative burdens for the industry.” His commitment to the overall goal of increasing the
availability of veterinary medicines was greatly appreciated. It is regretful that the legislative proposals remained
unpublished at the end of the year but we hope for a swift release in early 2014 ready for the new Parliament
to start their work on the proposals in July. Ensuring a true single market for veterinary medicines and a more
efficient regulatory process will not only improve the availability of medicines to protect animal health but it will
contribute to public health and a safe, sustainable food supply. It may be late 2017 before the revised legislation
becomes operational at Member State level, so with this in mind, we are working hard to make improvements
in the implementation of existing legislation. Areas under scrutiny include variations, packaging, vaccine batch
release, pharmacovigilance, electronic dossier submission, etc. One major aspect of the timing of the review is
the fact that the next revision of the legislation will be in 2032 - a full 18 years from now! As such, the legislation to
be agreed in 2014/2015 must be fit for purpose and workable right through to 2030 and not just in 2017.

Infernational harmonisation

Continuing the legislative theme on an international level, we are very supportive of the VICH initiative
(international harmonisation of technical requirements) as a means of creating global standards for licensing
medicines. This goes hand-in-hand with the commitment to further the replacement, reduction and refinement
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(8Rs) of animal use in regulatory testing by creating global standards concerning the tests required. Whilst
VICH was initiated by the EU, Japan and the US with Australia, Canada and New Zealand as observers, the
initiative is now engaged in an outreach process whereby all continents are becoming involved, paving the way
for truly global standards. IFAH-Europe continues in its commitment to VICH and will host a global meeting in
Brussels in 2014. We very much appreciate the backing of the World Organisation for Animal Health (OIE) in
advocating for VICH.

Responsible Use and Transparency

In terms of issues addressed this year, the use of antibiotics in veterinary medicine continues to be actively
discussed in many fora. Like people, animals get sick and need medicines too but we believe that the solution to
addressing antibiotic resistance on the veterinary side is different to that on the human side. We are committed
to protecting both public and animal health alongside the long term efficacy of existing antibiotics. As we
have distinct herds or flocks of animals on individual farms, we can monitor sensitivity to antibiotics over time
and so choose the most appropriate product. We advocate a two-pronged strategy: ‘Responsible Use’ and
‘Transparency at the Use Phase’. We support the earlier-mentioned EPRUMA, advocating the Responsible
Use of antibiotics in the context of bio-security, good housing, good nutrition, appropriate vaccination and
under the prescription by a veterinarian as required by law. Data on use at the farm level provided electronically
by the prescribing veterinarian to the authorities will ensure that the intensity of use is transparent and, if it
is not in line with best practice in the region, assistance should be provided to ensure it is in accordance
with expected norms. This combination of Responsible Use and Transparency addresses resistance in the
veterinary sector. During 2013, we asked the European Commission to promote Responsible Use by providing
resources to communicate the message to veterinarians and farmers across the EU. We have also advocated
that policy in this area should concentrate on Responsible Use and Transparency as this addresses resistance
concerns in a focused mannet.

Animals are good for us, be good to them

European Pet Night, the platform promoting the benefits of companion animals, was especially interesting
in 2013. We featured the fantastic work of Activ’dog in bringing pets to visit the elderly. The volunteers’
stories about the joy their pets bring to people they visit was moving and clearly of great value to society.
Their generosity in giving their time free of charge deserves our respect. Guest speaker APOPO and their
‘HeroRATs” who detect landmines literally gives land back to the people in several countries in Africa and Asia
as they clear it of landmines - a worthy contribution to humanitarian efforts. In parallel their ability to detect
tuberculosis in humans ensures more people receive treatment and faster, reducing the spread of this very
dangerous disease. APOPO sincerely deserves our admiration and support.

As Chairman and Managing Director, we wish to thank all those who have contributed to our work especially
our companies and trade associations who participate in our various committees in pursuit of our goals.
A special thank you also to our enthusiastic secretariat for their commitment to the work of IFAH-Europe.

As ever, we look forward to working with all stakeholders to ensure that we have safe, high quality and effective
veterinary medicines available across Europe to benefit both food and companion animals as well as public
health while ensuring a safe, secure and sustainable food supply.



COMPANION ANIMALS

IMmagine a World without Veterinary Medicines

“Animals are good for us, be good to them. We care”: This is the slogan of IFAH-Europe’s campaign focusing
on the care of companion animals. With more than 70 million homes in Europe having a pet, it is not surprising
that the animal health industry has seen an increase in the demand for medicines for companion animals and
indeed the sector now represents around 40% of sales.

Today a lot of people consider their pets as another member of the family to be cared for as they bring joy to
their owners and provide companionship. But they are more than simple companions. Research has shown
that stroking cats or dogs can lower your blood pressure and heart rate, and taking your dog for regular
walks provides us with a daily exercise routine and can also help to increase social contact. Pets also play an
increasingly social role for today’s aging population. They can help the elderly stay active and healthy and give
them a sense of responsibility. Working animals such as therapy pets encourage social interaction in nursing
homes and hospitals, rescue dogs help search for survivors and victims of disasters, and medical alert and
assistance dogs help people with serious illnesses, warning them of an impending medical crisis and can
help with everyday tasks.

Like people, animals also get sick and need medicines too

Just like us, companion animals can suffer from illness, disease and other health issues and require proper care
from the owner with the help of a veterinarian. Prevention programmes, including vaccination, protect pets from
a number of diseases such as rabies in dogs or feline leukaemia in cats, but despite the success of preventative
measures, pets can still get sick and may require treatment.

The benefits of veterinary medicines are almost incalculable as regards both companion and working animals:
» the reduction in animal suffering

» the safety of close contact with pets through disease/parasite prevention

» continued relationships with assistance and medical alert dogs

» the opening up of cross-border travel for both pets and working animals

» the contribution to public health by zoonosis control
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Thanks to innovations in animal health companion animals now live longer, healthier lives. Pain relief medicines,
for arthritis for example, have meant that dogs no longer have to suffer unnecessarily. Vaccinations play a
hugely important role too, particularly in the early stages as puppies and kittens are particularly prone to certain
diseases that can be difficult if not impossible to treat, leading to suffering and in some cases death.

Health is a prerequisite to good welfare

The animal health industry actively promotes responsible pet ownership through the
Responsible Use of medicines ensuring good health for our pets and allowing them to lead
comfortable lives. One important factor of responsible pet ownership is the ready availability of
veterinary medicines essential to guaranteeing animal health, a prerequisite to animal welfare.

Europe currently has one of the world’s most stringent licensing systems for controlling
medicines and with an unusually high administrative burden associated with the licensing
of veterinary medicines (double that of human medicines) many stakeholders agree that
reducing current processes to one single EU-wide marketing authorisation process would
greatly improve the availability of medicines for animals. A more streamlined regulatory system
wherein a company submits one dossier, for one EU assessment, leading to one pan-European
marketing authorisation would encourage innovation and improve the availability of authorised
veterinary medicines for the benefit of vets, pet owners and animals across all EU Member
States. Improved data protection is also necessary to provide the incentive for the animal
health industry to develop their products for use in additional species, such as companion
animals.

Protecting animal health safeguards our health

Whilst ensuring the health of Europe’s animals is the main objective of the animal health industry, it is clear that
protecting animal health is vital to safeguarding the health of people in terms of disease transmission. Affecting
companion animals (dogs and cats) as well as some wild animals (foxes), rabies still kills on average 55,000 people
globally every year. Whereas most areas of Europe have seen few rabies cases reported for a number of years now
thanks to the development of vaccines and diagnostics, along with the implementation of effective vaccination
programmes and strict travel regulations, half of the global population is still considered at risk of contracting
rabies. It is absolutely essential that rabies vaccinations remain mandatory for travelling pets as animals that have
not been properly immunised are sometimes brought into the EU representing a dangerous source of infection.

The importance of animal medicines is priceless not only in terms of disease transmission but also in terms of
what pets and working animals do for us. 2014 will see IFAH-Europe celebrate the tenth edition of European
Pet Night, the multi-stakeholder platform for institutions, academics, NGOs, charities, and other parties with an
interest in the companion animal sector to get together to celebrate the benefits of animals for people. Europe
has a responsibility for all animals and one of those responsibilities is to ensure their health and welfare. Caring
for our pets can be facilitated by pan-European access to all veterinary medicines, the responsible use of those
medicines and continuous investment in innovation so that new solutions can be identified. If we are to ensure
our animals’ health and welfare for the future we must safeguard the veterinary medicines we have in terms of
their availability and efficacy and we must encourage innovation whenever we can. Taking care of our animals is
after all, taking care of our families and our health!



AT A GLANCE

/ jan  WE CARE FACEBOOK PAGE

Launch of the We Care Facebook page promoting responsible pet ownership and
highlighting the numerous benefits of pets.

www.facebook.com/WeCare.petsEurope

20 feb EUROPEAN PET NIGHT

Hosted by MEPs Horst Schnellhardt and Maria Irigoyen, European Pet Night 2013
featured APOPO, whose HeroRATs have been detecting landmines and tuberculosis
in Tanzania, Mozambique, Thailand, Angola and Cambodia and Activdog with their
animal-assisted activities for educational, social and therapeutic purposes.

25 feb CAMPAIGN

“Animals give us daily companionship and support. We care for them” - Launch
of the campaign on promoting the benefits of pets for the elderly.

/-8 mar INFO DAY

The Latest Developments in Scientific Review, Marketing Authorisation Procedures
and Legislation, focus of the 2013 EMA and IFAH-Europe Info Day at EMA's offices in
London.

13-15 mar - RESPONSIBLE USE

Gwyn Jones, EPRUMA Chairman and Vice-Chairman of Copa-Cogeca’s Animal Health
and Welfare Working Party, spoke at the OIE global conference on the Responsible
Use of antimicrobial agents for animals about current initiatives promoting the
Responsible Use of veterinary medicines, such as EPRUMA, and emphasised the need
for a harmonised multi-sectorial approach to tackle antimicrobial resistance.

EUROPEAN MEDICINES AGENCY
SCIENCE

MEDICINES HEALTH

rope
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1 apr NEW WEBSITE

Launched in early April, IFAH-Europe’s revamped website - www.ifaheurope.org -
welcomes visitors with a fresh design and presents direct links to the latest information
as well as featured content on companion and food-producing animals.

28 may EVALUATING RESISTANCE TRANSFER

Evaluating the Transfer of Resistance in E.coli, report by MB Consult commissioned
by IFAH-Europe showed that data reviewed from a Danish report for two classes of
antibiotics (cephalosporins and fluoroquinolones) suggests that resistance is very low
in animals and stable, and that consumption by animals of these classes of antibiotic
is low and falling.The increase in resistance on the human side is driven by human use.

13 jun TARGET PATHOGEN MONITORING

Declan O’Brien spoke about the importance of Target Pathogen Monitoring during
the European Commission conference on the ‘Animal, Plant and Control Package:
Smarter Rules for Safer Food'.

21 jun  MORE HARMONISED REGULATION

IFAH-Europe’s Roundtable on the Veterinary Medicines and Medicated Feed Legislative
Review gathered stakeholders to discuss the need for more harmonised regulation fo
encourage the development of innovative solutions for the protection of both animal
and public health with European Commissioner for Health and Consumers Tonio Borg
and representatives of the Irish, Lithuanian and Greek presidencies to the EU.

16 sep « EPRUMA

An EPRUMA delegation led by Gwyn Jones, Chairman, met the European Commissioner
for Health and Consumers, Tonio Borg. EPRUMA requested that the Commission make
the Responsible Use of veterinary medicines a key component of the EU’s antibiotic
strategy. www.epruma.eu




10-12 oct = STAR-IDAZ

ETPGAH and DISCONTOOLS Coordinator Declan O'Brien presented the FP6 and FP7
projects to delegates at the STAR-IDAZ Conference on Zoonoses in Mexico City.
www.discontools.eu - www.efpgah.eu

17-18 oct TOPRA

IFAH-Europe chairs session on ‘The current Regulatory Framework: Member States and

Industry” at TOPRA 2013 Veterinary Symposium in Lisbon, Portugal. www.fopra.org

23-25 oct CALLISTO

IFAH-Europe participates in second CALLISTO Synthesis Conference tfo discuss the
outcomes arising from the second cycle of the CALLISTO project dedicated fo the
overview of the current situation and knowledge gaps on companion animals

ZOONOSES. www.callistoproject.eu

28 oct WELFARE OF CATS AND DOGS

IFAH-Europe speaks at the European Commission’s Conference on the Welfare of
Dogs and Cats in the EU - ‘Building a Europe that cares for companion animals’ -
highlighting the importance of animal medicines for animal welfare.

7/ nov  TRAINING ON RESPONSIBLE USE

EPRUMA partners conveyed to Marit Paulsen MEP (Agriculture Committee) the need to
support the training of veterinarians, farmers and other operators on the Responsible
Use of veterinary medicines through EU ‘train the trainer’ programmes.

11 dec ANTIMICROBIAL RESISTANCE

Declan O'Brien spoke at the European Commission’s conference on antimicrobial
resistance "State of play of the & year action plan” emphasising the value of "Responsible
Use” and "Transparency at the Use Phase”

CALLISTG
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IThe curopean Animdal

Health Industry in Profile

The animal health industry is a highly regulated, science-driven
sector focused on the provision of products that preserve the health
and welfare of animals, protect human health and help to ensure the
provision of safe, affordable and high quality food.

IFAH-Europe
member companies
invest over .

The industry
€400 provides around
million

in research 50’ 000
and development full—hme jobs
every year. in Europe.

ANIMAL HEALTH PRODUCTS SUBTOTALSIN € TOTALVALUESIN €

%

Vaccines 1,263,828,443 27.07
Antibiotics 761,729,075 16.31
Injectable forms: 425,918,983
Oral forms: 335,810,092
Parasiticides 1,415,444,386 30.31
Endoparasiticides: 563,552,281
Ectoparasiticides (ears excluded) 713,783,304
Endectocides: 138,108,800
Topical products (skin ecto excluded) 314,432,326 6.73
Other products 914,325,090 19.58
Total 4,669,759,319 100

Countries covered include AT, BE, CH, CZ, DE, DK, ES, FR, UK, GR, HU, IE, IT,

NL, PL, PT, SK.

Source: 10 IFAH-Europe and CEESA member companies. 20% added for non-participating companies. CEESA stands

for European Animal Health Study Centre www.ceesa.eu

IFAH-EUrope
Overview

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

Policies agreed by the Council are
executed by five key operating
committees: National Associations,
Technical and Regulatory, Food Chain,
Communications and Public Affairs.
These committees 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’s
Managing Director, Declan O’Brien.

IFAH-Europe is a member of IFAH,
the federation representing the animal
health industry at a global level.

Find out more about IFAH-Europe,
its membership, structure and activities
at www.ifaheurope.org.

ANIMAL HEALTH MARKET BY REGION

Latin America 10.7%

Europe 27%

North America 41.7% \§

Asia 11.7%
» Pacific 6.2%

© CEESA (2013)



IFAH-EUrope
memobers

Corporate members

Bayer HealthCare Animal Health Division
www.animalhealth.bayer.com/

Boehringer Ingelheim Animal Health
http://www.boehringer-ingelheim.com/
products/animal_health.html

Ceva Santé Animale

www.ceva.com

DOPHARMA

www.dopharma.com

Elanco Animal Health
www.elanco.com

Merial
www.merial.com

Novartis Animal Health Inc
www.ah.novartis.com

Orion Corporation
www.orion. fi

Vétoquinol
www.vetoquinol.com

Virbac SA
www.virbac.com

Zoetis

HUVEPHARMA NV www.zoetis.com

www.huvepharma.com
MSD Animal Health (Merck Animal Health

in US & Canada)
www.merck-animal-health.com

National Member Associations

Belgium Pharma.be - Association Génféfale de 'lndustrie du Médicament . www.pharma.be
Algemene Vereniging van de Geneesmiddelenindustrie
Czech Republic & Slovakia ~ CSAVPC/CSAVFS - Czech and Slovak Association of Veterinary Pharmaceutical Companies
Denmark VIF - Veterineermedicinisk Industriforening www.vif.dk
Finland PIF - Pharma Industry Finland www.pif i
France SIMV - Syndicat de I'lndustrie du Médicament et Réactif Vétérinaires WWW.SImV.org
Germany Bft - Bundesverband fur Tiergesundheit www.bft-online.de
Greece HAVEPHARM - Hellenic Association of Distributors, Importers and Manufacturers of Veterinary Pharmaceuticals
Hungary HAIVPM - Hungarian Association of Innovative Veterinary Pharmaceutical Manufacturer’s Representatives
www.innovativallatgyogyszer.hu
Ireland APHA- Animal & Plant Health Association www.apha.ie
[taly AISA - Associazione Nazionale Imprese Salute Animale http://aisa.federchimica.it
Netherlands FIDIN - Vereniging van Fabrikanten en Importeurs van Diergeneesmiddelen in Nederland www.fidin.nl
Norway LMI - Legemiddelindustrien www.Imi.no
Poland POLPROWET - Polish Association of Producers and Importers of Veterinary Medicinal Products
http://www.polprowet.pl/indexpl.php
Portugal APIFARMA - Associagéo Portuguesa da Industria Farmacéutica www.apifarma.pt
Slovenia SPMA - Slovenian Pharmaceutical Manufacturers Association
Spain VETERINDUSTRIA - Asociacion Empresarial Espafiola de la Industria de Sanidad y Nutricién Animal
www.veterindustria.com
Sweden LIF - Lakemedelsindustriféreningen www.lif.se
Switzerland Sciencelndustries Switzerland - Business Association Chemistry Pharma Biotech www.scienceindustries.ch

United Kingdom

NOAH - National Office of Animal Health www.noah.co.uk

11
IFAH-EUROPE



Europe

1EAH

Representing the European
Animal Health Industry
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