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What we stand for

Role: The Voice of the animal medicines industry in Europe

Vision: “Healthy animals across Europe and beyond”

Mission:
 to highlight the importance of healthy pets and farm animals and
» to demonstrate the reliability and value of animal health products to
society.

Societal values :
Ensure availability of our products in Europe to:

** help optimise health management;

s ensure the welfare of animals;

¢ safeguard public health (zoonotic diseases);

¢ contribute to the sustainability of food production; and

“ keep companion animals free from disease.




What are vector

born diseases? What are vectors?

Anopheles

Culex

Vector-borne diseases are
illnesses

« caused by parasites,
viruses and bacteria

that are
e transmitted by vectors.

Triatome bugs

Tsetse flies




Category A Diseases

Disease Nature ‘;ﬁ::\c:- Xig?ll:t?le Control Measures
African Swine Fever
(ASF)
Viral Quarantine, culling,
A highly contagious viral disease affecting pigs, causing severe fever, | Yes (ticks) | No movement restrictions,
hemorrhages, and high mortality. There is no vaccine available biosecurity.
Viral
viral disease affecting cattle, causing fever, skin nodules, an : accination, quarantine
Aviral di ffecting cattle, causing fever, skin nodules, and Yes (flies)  |¥es Vaccination, q tine,
oo lymph node enlargement. Vaccination is available and used to culling, movement bans.
i 3 control outbreaks.
’v"}‘" \"m : Bhon!
Rift Valley Fever
A viral disease primarily affecting livestock (cattle, sheep, goats), |\Yes Vaccination, mosquito
; Yes control, quarantine, and

transmitted by mosquitoes, causing fever, abortions, and sometimes
death. Vaccination is available in certain regions, but outbreaks are
controlled through vector control and movement restrictions.

(mosquitoes)

movement bans.




Category C Diseases

Disease Nature ;ﬁ:;c:_ :3:1?:::[9 Control Measures
Viral o
Vaccination, vector control
Aviral disease affecting ruminants (especially sheep), Yes (insecticides), movement
Bluetongue transmitted by biting midges. It causes fever, mouth ulcers, and ||(midges) Yes restrictions for live animals and
swelling of the face and neck. Control measures include germplasm.
vaccination, vector control, and movement restrictions.
Viral
o Aviral disease affecting cattle, characterized by skin nodules, . VaC(;ination, quarantine,
Lumpy Skin Disease (LSD) fever, and swelling of lymph nodes. It is transmitted by biting Yes (flies)||Yes culling, movement bans, vector
insects. Vaccination is available, and outbreaks are controlled control.
by movement restrictions and vector control.
Parasitic
A parasitic disease caused by protozoa transmitted by Tick control, vaccination,
Theileriosis ticks, affecting cattle. It causes fever, anemia, and Yef‘k Yes targeted treatment,
sometimes death. Control measures include tick (ticks) movement restrictions.
control, vaccination (in some regions), and movement
restrictions




Category D Diseases

Viral
Equine Infectious Aviral disease affecting horses, transmitted by biting insects, Yes Testing, isolation, culling of
Aﬂemia (EIA) causing fever, anemia, and edema. It is typically chronic and can be (flies) No infected horses, movement
B fatal. Control includes testing, quarantine, and euthanasia of restrictions.
infected animals.
Epizootic Viral Ves Vaccination, vector control
Hemorrhagic A viral disease transmitted by midges, affecting deer and other | (midges) Yes (midges), movement
Disease (EHD) ruminants. It causes fever, swelling, and haemorrhaging. restrictions.
Category E Diseases
Disease Nature Vector-Borne X?f:(i::::le Control Measures
Parasitic Vector control, testing, and
.Surra (Trypanosoma |parasitic disease caused by Trypanosoma evansi, affecting livestock Yes (biting No treatment of infected
evansi) such as camels, cattle, and horses, transmitted by biting flies. It flies) animals with trypanocidal
causes fever, anemia, and swelling. drugs.
Viral Zoonotic Yes Vaccination of horses,
West Nile Fever A viral disease primarily affecting birds, mosquitoes, and horses, Yes (horses mosquito control measures,
' causing fever, neurological symptoms, and sometimes death in horses. [|[(mosquitoes) only) public awareness
It is transmitted by mosquito bites. y campaigns.




Why Vaccinate ?

Disease Prevention &
Control (in animals
and people)

Animal Welfare

Food Safety, Security,
Sustainability

Economic Stability




Time to market

eResearch & Discovery ( years)

sInitial phase involving identifying target diseases and developing potential vaccine
candidates.

ePreclinical Trials (3 years):
» Testing on cell cultures and animals to assess safety and immune response.

«Clinical Trials (s years):
*Testing on target species to evaluate safety, efficacy, and dosing.

eRegulatory Review ( years)
*Submission of data to regulatory bodies for evaluation and approval.

eProduction & Distribution (1 yean:
*Scaling up manufacturing and logistics to bring the vaccine to market. 1 0 1 5
- 15 years




The case of BTV3 - Time line

5 December 2023
F2F meeting
Industry/National
authorities

No Vaccines
available for that
strain

5 September 2023
first positive tests
for BTV3in NL

26 April 2024
first BTV3 vaccine
approved in NL

27 October 2023
NL CVO / Industry

8 months !




The key ingredients to success

The legal framework: Veterinary Medicinal Products (Regulation 2019/6)

AT EU LEVEL: Exceptional circumstances (article 25)
AT NATIONAL LEVEL: in case of an outbreak national competent authorities may decide to
authorise a vaccine and vaccinate (article 110)

Working on a known disease (BTV): Companies already had the BTV3 strain in
their laboratories

Company’s willingness to take on the risks (logistical, commercial & financial)

Manufacturing capacity could be sourced
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Animal Health Industry’s concerns

BTV and other transboundary emerging animal diseases have been increasing in
occurrence over the past decades.

It is only a question of time until a next outbreak occurs - be it a known or a new
disease.

Especially for known diseases, data is available that allows rough calculations for
likelihood of occurrence and potential impacts, based on today’s scientific knowledge.

In this situation, where authorities send urgent requests for a vaccine after the emergence of
an outbreak, it is very difficult for companies to act.

Such an approach implies that it is up to companies to take on the risk of developing tools
against diseases that may or may not break out within reasonable business planning cycles.




Industry’s viewpoint

3Rs ... but not the ones you think...

1 o Regular Dialogue between industry and CVOs

2 o Rapid and early decisions on vaccination

3 o Risk sharing







THE EU COMMISSION

An opportunity to learn from
experience

* Re-evaluate the list of the diseases

« Differentiate between vector borne diseases and contact
diseases

* Improve the implementation of animal health visits

* Increase support for the creation of more antigen, vaccine and
diaghostic reagent banks to increase the EU’s preparedness



THE EUROPEAN PARLIAMENT

Written question to the Commission (MEP Maestre & Sanchez
Amor) - submitted on 27 September 2024

« Cofinancing for bluetongue serotype 3 vaccines in the Union

October 2024 Plenary in Strasbourg

« subsidies for farmers due to the culling of their animals.

« Commission support for the development of vaccines

* more harmonised approach in the field of vaccination and
vaccination policies including regarding trade policies

« diagnostic banks

* Notable idea: creation of HERA for animals - European Health
Emergency preparedness and Response Authority




THE EU COUNCIL
24 June 2024 Agri Fish High-Level Conclusions

* Maintaining a high level of animal health

 Inviting Commission to consider a level of financing for veterinary
programmes

« Calling on the Commission to improve the management of Union co-
financed veterinary programmes

21 22 October 2024 Agri Fish Council - note from FR & SP

 calling for a coordinated approach at EU Level to anticipate vaccine
needs

« working to improve the availability (regarding quantity and delay) of
vaccines for animal health




THE CVMP & CMDV

23-25 October 2024 Hungarian presidency led meetings

« emphasised the key role of veterinary medicine authorisation in
preventing and treating infectious animal

« Confirmed the need to strengthen international collaboration in
veterinary medicine authorisation




Prevention
is better
than cure

Preparedness
is better than
cull
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