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CR introduction

Cows 563,000 (dairy 372,000 / beef 191,331)
Pigs 1,600,000
Sows 98,000
Chicken 21,463,000
Hens 6,755,000
S 2 milion (high percentage of pedigree
dogs)
Cats 1 milion
Trade with life animals Export / Import
Cattle 200,000 / 3,600
Pigs 48,000/ 14,000
Piglets 11,000 / 80,000

Important MUMS: bees, fish (carp), game (pheasants)




CR — Animal Health Status examples - |

Rabies (domestic, wild animals) — from 2004
Pigs

Aujezsky disease — domestic pigs from 1988
Classical swine fever — from 2002

African swine fever — free



CR — Animal Health Status examples - Il

* Aujezsky disease in wild boar (2011 — 2013)
™ Numberodsamples | positives | %positie

5627 1850 33%

e Classical swine fever in wild boar (2011 — 2013)

2011 5355
2012 6501 0 344
2013 6365 0 380




CR — Animal Health Status examples - IlI

e Cattle

 Foot and Mouth disease — 1975
 Tuberculosis — free from 2002

* Enzootic leucosis — free from 2002
* Brucelosis — free from 1964

e Bluetongue — free from 2013



Pending Animal Health Programmes - |

Cattle

Infectious Bovine Rhinotracheitis
— DIVA Vaccines

— State aid — approx. 33 mil. Euros
Voluntary programmes

— BVD/MD
e http://eagri.cz/public/web/svs/portal/zdravi-

zvirat/ozdravovaci-program-od-bvd/

Programmes under discussion
— Paratuberculosis



http://eagri.cz/public/web/svs/portal/zdravi-zvirat/ozdravovaci-program-od-bvd/
http://eagri.cz/public/web/svs/portal/zdravi-zvirat/ozdravovaci-program-od-bvd/
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Pending Animal Health Programmes - |l

* Pigs
e State aided ,repopulation” programmes
— From 2006
— Main focus PRRS
— Projected to 2015 - 2020
— Approx. 50% of sow herds repopulated so far

— Results:

* 75% lower costs on veterinary services
— 2,50 CZK / kg vs. 0,6 — 0,8 CZK / kg
e 28-29 slaughtered pigs / sow / year
— Total costs 33-35 CZK vs. 26-28 CZK
— Repopulated farms —different infections from conventional
farms

* Clostridia, Leptospira, Salmonella



Pending Animal Health Programmes - Il

* Chicken

 National control programme for Salmonella in
layers
— Obligatory vaccination against S. enteritidis
— DIVA vaccines — state aid

 National control programme for Salmonella in
chicken reproductive flocks

— Voluntary vaccination

 National control programme for Salmonella in
broiler chicken

— Voluntary vaccination




Constant change - |

Newly appearing/introduced infections
— Schmallenberg virus

— Hepatitis E virus (pigs, cattle)

— Carp edema virus (CEP)
Disappearing/eradicated infections

— IBR

— Swine dysentery

Pathogen evolution

— 2013/2014 — several reports on CPV vaccines failure /
pParvovirosis in puppies
e 12/2004 CPV 2c

Transport / travel



Constant change - I

Political drivers

— Public health

— Animal welfare

— Human — animal relationships
— Rural development

— Competitiveness

— Trading with 3rd countries
Economic drivers

Advances in Diagnostics
— Methods with improved sensitivity / specificity

General: more complex in today’s world




Immunologicals - not only biological
safety..

CZ residue monitoring programme — increased Hg
levels found by the State Veterinary
Administration in the kidneys

Limit used — the only available EU limit derived
for pesticides — 0,01 mg/kg

New proposed limit for Hg in kidney: 0,1 mg/kg
Document available at:
http://www.uskvbl.cz/attachments/779 Stanovis

K0%20pro%20SVS%202014-srpen.pdf (Czech
only)



http://www.uskvbl.cz/attachments/779_Stanovisko pro SVS 2014-srpen.pdf
http://www.uskvbl.cz/attachments/779_Stanovisko pro SVS 2014-srpen.pdf
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Availability of immunologicals in the CR -
|

Authorised products _ Numbers

Pharmaceuticals 1269
Immunologicals 395
Total 1664

e Portfolio of products shall meet the needs of
practice

e High quality, reliable products are expected by
the practice as well as decision makers who
rely on the vaccines



Availability of immunologicals in the
CR-1I

e Modern animal husbandry

— integrated production

— development of sophisticated vaccination
programmes related to biosecurity and animal health
management measures

— compatibility of vaccines — availability of suitable
combinations / associations

e Consumers — traditional products from extensive
farming systems

e Reliable supply of products



Ways to make vaccines available in the
CZ

 Marketing authorisation

e Use under cascade — products authorised in
another Member State

e Use of products authorised in the third
countries (export of animals to the 3rd
countries)

e Autogenous vaccines




Products authorised in another
Member State - |

e Very good indirect indicator of availability of
iImmunologicals as well as pharmaceuticals

e Simple administrative procedure prior to
product import by the attending veterinarian

* In case of emergency — no prior notification
required — shall be sent in due time after
iImport



Products authorised in another
Member State - ||

Duck plaque 2

2010 Botulism in pheasants 1
M. heamolytica, P. multicida in sheep 21

M. heamolytica, P. multicida in sheep 36

2012 Botulism in pheasants 1
Bovine mastitis 1

Swine flu 3

5014 M. heamolytica, P. multicida in sheep 40
Botulism in pheasants 1

Clostridium perfringens, A 3



Veterinary autogenous vaccines - |

e System in place from 2003
e |nactivated products only, not allowed for horses

e System based on:
— Prescription by the attending veterinarian — proper
justification
— |solation of pathogens — limited period of 6 months for their
use after isolation
— Manufacturing license — GMP

— Starting materials (excl. pathogens) — meeting criteria of Ph.
Eur.

— Use only in the holding from which pathogens were isolated
e Records on use —5 years

— Notification of official bodies prior manufacture is started
(medicines authority + regional veterinary authority)



Veterinary autogenous vaccines - |

No. Of batches / doses manufactured - CZ

Period Cattle Pigs Other species
Batches Doses Batches Doses Batches Doses
2010 162 99,000 353 1,100,000 2 3800 7]
’ S 1,200,000
2012 134 91,000 212 460,000 6 8200 =)
’ ’ 580,000
2014 147 102,000 185 310,000 7 8850 B
’ ’ 420,000
Period Country species Batches / Doses
Germany Chicken 7 / 375,000
2014
Germany Ducklings 300,000




VAV — indications in Bo,

Bovine

B Repiratory
B Enteric

= Mixed - respi + enteric

N

H Other

Porcine

Su

B Repiratory
B Enteric
1 Mixed - respi + enteric

H Other



Combinations in VAV — Bo, Su

Bovine - respiratory VAV

B Mono m Combined m Respi- plus

Porcine - respiratory VAV

B Mono ™ Combined ™ Respi- plus

0%




Veterinary autogenous vaccines - |l|

e Vast majority — combined vaccines — 97%
— Only 9 of 339 batches — single antigen

e Justification for use of VAV

— Unavailability of suitable combination

— Authorised vaccines cannot be used in the established
vacination programme (timing of vaccination)

— Animal welfare

 Trend —reduction in use of autogeneous vaccines
— Related to pending animal health programmes

— Repopulated farms
e Better level of biosecurity
* Managemet
e Different parthogens



National requirements for immunologicals

 No derogationsre.Q /S / E for veterinary
immunologicals — diseases do not respect the size of

the country
— CZ - update of dossiers between 2002 — 2004

— Update to the requirements of the Ph.Eur as required by
the legislation

— Old products — also included

e Quality part
e Product history taken into account in the B:R assessment

 Derogations for labelling
* 3Rs initiative



Perspective - |

 The practice will be more specialised in the future

— Trend towards SPF farms or defined health status
farms

— Tailored vaccination programmes
— Will follow consumer expectations
 CR - strong influece of the retail suppliers

— Animal products quality, incl. Antimicrobials, animal
welfare, castration.....

 Food safety — high priority for the CR population
today



Perspective - Il

 Regulation of veterinary immunologicals —
essential part of the system and consumer trust
building

e Current requirements for Q /S / E of veterinary

immunologicals appropriate and in line with
expectations of the society

* Pre- and post- authorisation activities proved
necessary
— OCABR / OBPR

— Pharmacovigilance




Perspective - ||

* Big room for regulatory science development -
examples

— Adjuvants

— Immunology of infections

e Search for surrogates for challenge and other studies
— Antibodies, cytokines ...

— Vaccine delivery systems
— In vitro techniques

— Quality part- validation requirements for ,,similar”
formulations

e e.g. Comparable antigens (e.g. different serotypes) — same
adjuvants — manufacture




Perspective - |V

e Adaptive licensing concept
— Based on defined level of public interest
— Prospective plan for product development

e E.g. Laboratory testing x clinical testing

— Requirements for clinical trials design

e Any future developments - evidence based
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<
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Specific Challenge

The final lot testing for safety and potency of established vaccines often suffers from inaccuracies due to the inherent
variability of the animal tests used. Recent advances in quality and process control and modern vaccines of well-
defined composition suggest that quality and safety control of the final product may be possible without in vivo safety

and potency testing.

Other Funding Opportunities

Scope

The Consistency Approach is a new paradigm for improved quality control of vaccines aiming at an integrated quality



Thank you for your attention!

uskvbl@uskvbl.cz
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