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Veterinary vaccine shortages AVC
. . Association of Veterinary Consultants
pose risks to animal health, ”
food security and One Health

In an era of new emerging transboundary
diseases of animals and zoonoses, the availability
and accessibility of veterinary vaccines is a
crucial requirement for effective disease control
and prevention.

Context of the vaccine shortage: follow-up of EVE
and AVC presentations (2022) and AVC
presentation (2024)
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https://www.efsa.europa.eu/en/events/27th-meeting-efsa-stakeholder-discussion-group-emerging-risks-stadg-er
https://www.efsa.europa.eu/sites/default/files/2023-04/avc-ukraine-russia-impacts.pdf
https://www.efsa.europa.eu/sites/default/files/2024-07/7.4-veterinary-vaccine-shortage-driver-emerging-issues.pdf
https://www.efsa.europa.eu/sites/default/files/2024-07/7.4-veterinary-vaccine-shortage-driver-emerging-issues.pdf

Emerging Infectious Diseases (EID) in AQIC
Livestock: A Growing Threat

. Infectious diseases In livestock are increasing across the EU and
worldwide.

- Recent outbreaks of Avian Influenza, Bluetongue, and Epizootic

Haemorrhagic Disease have heavily impacted farmers and the food supply
chain.

« The threat continues with other emerging or re-emerging diseases, such as
Peste des Petits Ruminants and Sheep, Goat Pox and FMD.
« Proven control measures exist—survelillance, biosecurity, animal movement
W trictions, epidemiological modelling, and vaccination - however:

o =
\\

Tim 'I?\access to appropriate vaccines remains a major challenge,

Al %Kergency situations
I i
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Causes of vaccine shortage
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Regulatory Inflexibility in regulatory processes, lack of

burdens policies and communication among stakeholders

=conomical Tariff and taxes, sanctions, business embargo

burden

Political Geopolitical situations in various regions -

situation manufacturers of veterinary medicines, APIs,
packages, raw materials

Suppl . .

disftﬁ)p)’:ion Supply chain issues (i.e. post-COVID)

Production Quality, LMICs domestic vaccine production

Issues does not covers demand
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VMP shortage: EMA actions

C

EUROPEAN MEDICINES AGENCY

Vi - ‘-""\_
A
f
LY /

N 4

General considerations
Lack of availability vs. shortage vs. unmet medical need

EUROPEAN ME[SI-C[NES AGENCY

SCIENCE MEDICINES HEALTH

Role of Consultants in the operation of Lack of availability: products that are authorised but are not marketed/no
Regulation (EU) 2019/6 Ionqer marketed

29th AVC General Assembly

Shortage: lack of products that are authorised and marketed
(supply chain disruptions that directly prevent the availability of
authorized+marketed products)

Presented by Kristina Paterson and Jana Schalansky on 5 October 2024 An agency of the European Union “

Unmet medical need (therapeutic gap): lack of authorised products

10 Role of Consultants in the operation of Regulation (EU) 2019/6
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VMP shortage: EMA actions AVC

EUROPEAN A
. 4

EUROPEAMN MEDICINES AGENCY

What is EMA doing in case of VMP shortages? (1)

What is EMA doing in case of VMP shortages? (2)

Currently no process established for critical veterinary CAPs shortages

‘ Limitations ‘

» No (legal) shortage reporting framework for MAH
» No structured industry shortage reporting channels
» Small number of notifications

I Future process to address critical VMP shortages: ‘

» Scientific expertise provided by V-Division
~ Availability team coordinates shortage case management activities
~ Review (internal) process applicable to human CAP shortages - and adjust it to the V-CAP shortages

Practice followed

» Engagement with MAH to agree on possible contingencies, incl. communication, increased manufacturing
and supply, regulatory flexibilities (Rapporteur, SA, CVMP involved)

» Exchanges with SPOC WP-V members on VMP shortage criticality and alternatives available
» Oral explanations at SPOC WP to review supply outlooks and companies’ action plans

» Interaction with veterinary stakeholders in supply chain at EU level (e.g. FVE/CMDv - missing SPOCv
members, veterinary vaccines shortages)

16 Role of Consultants in the operation of Regulation (EU) 2019/6

15 RPoie of Consultants in the operation of Regulation (EU) 2019/6

May 2025: EMA monitors situation by launching
stakeholder surveys on impact of economical and

geopolitical issues on availability of human and
veterinary medicines




VMP availablility: reporting and tracking systems

Advance notification

system- PUBLIC

UPD shows the availability
of Veterinary Medicines (ca
45.625 vmp’s registered)

Search by filter:
« Product name,
« Active substance,
« Countries authorized
« Availability per country
. etc.

33rd
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Select your choice:

v @ search| buropean Medicines 2 X @) search |urD o+ = ] o

“« Z [ % medicines. health.europa.eu/veterinany/en/search-medicines?keys — Fungitraxs o ) A+ e

Bl Hostret App Suite 5. 77 Guidelines |ESCCAP 8 Cutlookcom - Micr..  [B Hostnet App Suite 5. ) Bijsluiters - Apothee.. 77 Guidelines | ESCCAR BB Cutlook.com - Micr.. W (3 Alle bockmarks

£

Route of administration: Oral use

Pharmaceutical form

Choose some options g Pharmaceutical form: Oral solution

Target species: Crnamental bird

Target species

Choose some options -

Authorised in: == Austria  JlBelgium mmBulgaria ==Croatia = Cyprus

b Czechia p@Denmark B Estonia 4=Finland | France
ATCvet code . —
M GCermany X Greece amHungary H@Iceland 0BlIreland
Choose some options v Ilitaly mmlatvia [l Liechtenstein [ Lithuania
o Luxembourg  ‘PMalta o Netherlands Y2 Norway
Authorised in _ _
m Poland BB Portugal Bl Romania g Slovakia

(] T e el s s 1
LNogse S0me oplons o B Slovenia

United Kingdom (Nerthern Ireland)

= Spain 1@ Sweden

Available in

Available in: IlBelgium M Germany m=Luxembourg o= MNetherlands

Choose some options b

mm Poland

Marketing authorisation holder

Compare medicines

o Medicine selected (3 max.)

Source: EMA, Presentation on VMP shortages, Dr A.Tolkamp, 29" General
Assembly of the AVC, 5 October, 2024, Utrecht, the Netherlands

-
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Ex LAdanses Mews Explore our topics «  Aboutus «  Our publications ~r #EU_PARC Q

: 3 Portals » Veterinary medicinal products @ Declare a stock shortage of a vaterinary medicinal product to the market

PO RTA L 4 \ Médicaments vétérinaires

Veterinary medicinal
products

The ANMV ~  Qur activities *~ Administrative formalities ~ Our Publications = Europe & International -~

i 06/03/2024

Declare a stock shortage of a veterinary medicinal
product to the market

A stock shortage is defined as the impossibility for a person entitled to source a veterinary medicinal product on the
national market.

REPUBLIQUE
FRANCAISE

Libereé
Fralité

Fraferuiié

 PAUL FAASSEN

Eh...

Agence nationale du
médicament vecerinaire

Bonnes Pratiques

pour la.gestion des ruptures
d'approvisionnement d’'un médicament vétérinaire

1. D£finition et contexte BUt What abOUt
Une rupture est définie comme limpcessibilité pour un eyant droit de s’approvisionner sur le marché th e I a n g u a g e ’?

national en un médicament vatérinaire.

A

National registers of shortages

The table below contains the national registers of shortages
for human and veterinary medicines.

FPlease note that the information in these national registers may not be
available in English.

=SB IEHEAE



VMP shortage reporting and tracking systems

A®C
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Source: Presentation on VMP shortages, Dr A.Tolkamp, 29"
General Assembly of the AVC, 5 October, 2024, Utrecht

— i Vete medicines: www.jazmp.sifveterinarska
Latvia = Veterinary medicines: no online register available Slovenia . Ll
= Human medicines: vviki.it + Human medicines: https.//www.aemps.gob.es
I —
Lithuania - Veataerinary medicines: no online register available —
Spain « Veterinary medicines: https://cimavet.aemps.es
|_ - Mo onlinae registers availabla for human and vatarinary madicinas
Li{em bourg - v - PErp— - - e m . » Human and veterinary medicines share the same online
- O Oonune raglstara awvaila 2 Tor urmanrn an 10|.|"E'|:EFII'IEF}I" Mmadicineas . - -
register: https://www.lakemedelsverket.se
Malta _ _ Sweden
- Human meadicines (shortages of selacted meadicines): ywww.obhg-melb.r
[BSEI S
]
MNetherlands - YWeatarinary madicines: no online register availabla EEA Member
?at&
= Human madicines: no online registar availablea i+= + Human and veterinary medicines share the same online
Poland = Vaterinary medicines: wianwweteiv. gow ol register: hitps://www.ima.is
[celand
- Human medicines: wweyw. infarmed.pt , , , , .
- + Noonline registers available for human and veterinary medicines
Portugal - Veaterinary meadicines: no online register available UECht‘E‘"StE]"
 Harman e iCi st WA T - + Human and veterinary medicines share the same online
H B . register: https://legemiddelverket.n
Romania - Vetarinary meadicines: no online register available ND['WEI‘!'I’
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Veterinary vaccine shortages : signals ANC
and aCtiOnS Of far'mers (UK) Association of Veterinary Consultants

Significant shortages are affecting pig herds, with issues
reported across livestock sectors due to recalls, failed batches,

d limited i ts.
VACCINE SHORTAGES CONTINUE TO DISRUPT | °"¢ '™Miet Imporis
UK PIG PRODUCTION Less than 10% of veterinary vaccines are manufactured in the

UK; shortages are also seen across the EU and globally

NPA SBULLLLL About KeyTopics News Resources Membership Media YNPA VetStudents ContactUs Members Area
ASSOCIATION

8th Jan 2025 / By Katie Jarvis

Key contributing factors:
- Manufacturing delays and material shortages (e.g., bottles)
« Disruptions from COVID-19 and shifting production priorities
« Tight production schedules with limited flexibility
« Short shelf life and strict storage requirements for vaccines
« Economic pressures and forecasting challenges

Consequences:
« Increased antibiotic use on farms (+18% in 2023)
« Risks to animal health, antimicrobial stewardship, and supply
chain resilience (Source: National Pig Association, UK)

RUMA AGRICULTURE CALLS ON UK
LIVESTOCK SECTORS TO TAKE PART IN NEW

3 rd EFSA StaDG-ER —4-5 June 2025
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SURVEY ON VACCINE AVAILABILITY

May 13, 2025 5:17 pm Admin
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Veterinary vaccine shortages : signals and actions

of animal health organisations (2024-2025)

Veterinary medicine shortage is a main topic of the
AVC General Assembly 2024 presented by EMA and
AVC speakers.

Committee for Medicinal Products for Veterinary Use
(CVMP) Immunological Working Party (I\WP-V)
Interested Parties meeting (IP) considered signals
from FVE and Animal Health Europe and agreed that
there are gaps in vaccine availability in EU.

EMA Veterinary Innovation Day - FVE raised topic of

_m__VMP shortages and proposed initiative of creation of

e entlal veterinary medicines lists, supported by

\ Pﬁ\meetmg - FVE presented slide about
SS

p essin developlng essential VMP lists.

VMP shortages

Jana Schalansky

Head of Veterinary Strategic Support

AQDHC

@ EU Veterinary Medicine Shortage

3. Developing lists of Essential

Veterinary Medicines

The FVE/UEVP Medicines Working Group
is planning to map the essential
veterinary medicines across Europe.

Background documents:

Sheep and goats are

going to be the first

species addressed.

33rd EFSA StaDG-ER —4-5 June 2025




Veterinary vaccine availability: actions of
international animal health organisations (2025) ARC

INTERNATIONAL ALLIANCE FOR BIOLOGICAL

STANDARDIZATION  IABS-EU  Meeting  on .
Preparedness and Response to Emerging Veterinary TABS

Disease Outbreaks: Future approaches should include IABS-EU Meeting on Preparedness and Response
EU wide authorisation options (versus a few member to Emerging Veterinary Disease Outbreaks
states) to improve the availability of vaccines, both pro- R 25-26 March 2025 - Venue: Pullman Hotel Centre Mid], Brussels, Belg

actively “in peace time” and re-actively “in emergency’.
92nd WOAH General Session: The Animal Health Forum gzdoﬁge"teraflﬁsﬁlq!! wﬂrh!%iszeolﬂhw \

VETERINARY VACCINES AND VACCINATION: many
animal vaccines remain underutilised due to challenges
In vaccine availability, access, demand and adoption 9265 Tech-01/€n

Original: English

May 2025

\ Technical Item
\ VETERINARY VACCINES AND VACCINATION:
T i 3rd EFSA Sta DG_ER - 4_5 June 2025 from science to action - reflections for change




Veterinary vaccine
availability:

sighals and actions
of academia

Research to
Development
(R2D) translation

IS

critical for
Hvacglne
>«' -

Many needs in new and improved Q @
vaccines for Europe but also

transboundary disease potentially

threatening EU e.g. ASF, CSF, African
horse sickness (AHS) etc.

Association of Veterinary Consultants

Focus on work in LMICs to improve
availability of vaccines:

« E.g. FMD endemic in most sub-
Saharan Africa, conventional
vaccines needed.

« Lumpy Skin Disease (LSD)
spreading in Europe. More vaccine
needed. |

- Contagious bovine and caprine Project: to connect academia and

pleuropneumonia (CBPP and researchers with the Animal Health

CCPP) better quality vaccines industry, to improve translation R2D
needed. and new vaccine delivery.

« Vector borne disease spreading - . y y
. ources: International Veterinary Vaccine
north €.0. BTV (B|Uet0ngue VIFUS) Network (IVVN) https://www.intvetvaccnet.co.uk/,
and many strains with limited cross Professor Andrew Peters, Arpexas, UK
reactivity. More vaccine needed. ;5 ¢t ctaDGER — 4-5 June 2025




VMP availability issues & preparedness in various
countries

@ Number of MAs (INN)
200

4. Efforts for stable supply of VMPs in Japan

* Act for dealing with food supply difficulties
—Promulgated on June 21, 2024
—To be enforced by June 21, 2025 =

150 Associatiom of Veterinary Consultants

* Background:
Increasing risk of a major shortage of food supply in Japan Japan Efforts for Stable Su pply of
—Frequent occurrence of abnormal weather, Veterl nary, Medicines
—Spread of livestock infectious diseases,

100 —Heightened geopolitical risks,
—Increased demand for grains in livestock farming,
—Intensified import competition, etc.
50 4. Efforts for stable supply of VMPs in Japan
Key points of the act
0 . Unified government policy under the government task force
2022 2023 2024 2025 . Measures according to the stage of food supply shortage
! . - - . Designation of important foods and materials
Flg ) VaCCIne |mp0rt tO RUSSIa . Measures in peacetime (reporting and stockpiling) .Vac_cme_s
. . . . . .. : ® Antiseptic drugs
Increasing production of domestic vaccines: . Measures to secure supplies in emergencies Ol L
. 1n 2022, the share of domestic vaccines in the - Financial guarantees farm animals
total volume was 40% (LEBCLEulUTeA)

. 1n 2023, about 53.5%

Sources: Rosselkhoznadzor, NVA-National Veterinary Association, .
AVPHARM, Association of foreign veterinary pharmaceutical (Source: )
manufacturers, RF

Source: Presentation “Japan: Efforts for Stable Supply of Veterinary Medicine”,
Dr Y.Ujimasa, 29" General Assembly of the AVC, 5 October, 2024, Utrecht
33rd EFSA StaDG-ER —4-5 June 2025


http://en.avpharm.ru/
http://en.avpharm.ru/

Veterinary Vaccine Gap: Wildlife Rabies A®C

as a Case in Point

A Current Challenges to Vaccine Availability
 Outdated vaccine portfolio: Most ORVs were developed 30+ years ago
- From 15+ vaccines — only 2 meet WOAH standards remain in use
. Lack of competition: Limited manufacturers = vulnerable supply chain
- Regulatory gaps:
- Eastern Europe: Some ORVs licensed domestically only
- Unclear compliance with WOAH safety/efficacy standards

Association of Veterinary Consultants

& Recombinant vs. Attenuated Vaccines — A Divided Market |
- North America: Prefers recombinant (GMO-related concerns less promlnent)
- Europe: Tends to use highly attenuated vaccines

~« > Regulatory and public concerns reduce flexibility in vaccine selection

Source: Scientific and Technical Review Retrospective:
33rd EFSA StaDG-ER — 4-5 June 2025 special edition for WOAH’s centenary | 2024 |Challenges
1™ and opportunities for the next miles in global rabies control



Strategic HPAI Vaccination campaign aligned AQ)C
with Bird Migration as a Case in Point Association of Veterinary Consultants

Timeline of Vaccination Campaigns in France

October, 2023: 1% national vaccination campaign targeting
ducks

« Aligned with autumn bird migration
« Goal: Vaccinate 60+ million ducks by September 2024

October, 2024: 2nd campaign
« 68 million vaccine doses ordered
» State covers 70% costs

Sources: Anses, Reuters

33rd EFSA StaDG-ER — 4-5 June 2025



Veterinary vaccine shortage as AQHC
a driver of emerging issues '

Thoughts and suggestions 2024

« Enhance stakeholders collaboration (WOAH,
FAO, EU Commission, EFSA, EMA, ECDC,
Animal Health organisations and academia)

- Create and maintain lists of essential veterinary
vaccines and VMPs

« Monitor the territories near migration pathways
—and sites. Introduce strategic animal vaccination
-_1_;_[__eatment campaigns in these territories

rgency

| X ey
| d
\\\f - ! L\ 33rd EFSA StaDG-ER —4-5 June 2025

Updates 2025

« Developing various lists of essential
veterinary medicines by different
stakeholders

« Successful implementation of animal
vaccination and treatment campaigns
considering the bird migration cycle
on national level (France, Avian
Infuenza, Anses, 2023, 2024)

« Web platforms, events - global and
national authorities, FVE, EUFMD
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Veterinary vaccine shortages and availability issues,
identified by stakeholders worldwide, pose growing risks to
animal and human health and threaten global food security.

While many national and international efforts are underway,
there's a strong call for a harmonised EU-level One Health

strategy to strengthen preparedness.

{ Should vaccine availability be
" viewed as an Insurance Policy,
/% rather than a Fire Department?

33rd EFSA StaDG-ER —4-5 June 2025
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Special thanks to AVC members, Professor Andrew Peters,

Dr Antoinette Tolkamp and Dr Yuki Ujimasa, for their contributions

Dr Rimma Ishimbaeva, AVC President, Member of StaDG-ER
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THANK YOU

000 :
DR RIMMA ISHIMBAEVA
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