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ASF global situation 2022 - 2025 - Monitoring system (6 monthly reports)
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Vaccinate or not to vaccinate. That is the question

Vaccinating

T~

Not vaccinating
/-

Benefits of vaccinating v
+ Decrease in clinical diseases
+ Decrease in mortality
+ Reduction in production losses and
less disruption to business
- Improvement in overall animal health
and welfare for the pig population

Risks of not vaccinating !

- Increased reliance on implementing
biosecurity and surveillance for the
prevention and control of ASF

+ Other control measures (e.g. strict
biosecurity) might not be realistic for
some production systems in the
country (e.g. backyard pig farms)

Benefits of not vaccinating k&

- If the vaccine strain does not match the
circulating strain of ASFV, it may not be
effective and could lead to mistrust of
vaccines.

Risks of vaccinating |

+ Temporal vaccine virus shedding

- Adverse events over time (e.qg.
reversion to virulence)

- Side effects (e.g. temporary fever,
reduced feed uptake, weight loss)

+ Unable to meet the minimum vaccine
coverage

- Different vaccine efficacy than
expected
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From the lab to the field.

Farm level

=

f

Vaccine availability

Vaccine access

X

Vaccine demand

Effective and safe vaccines
exist, are produced at a
large scale and are
purchasable on the market;
it refers to the product itself.

Vaccines conforming to
national and international
quality standards and fit for
purpose (for example DIVA*
if applicable), exist.

DIVA: Differentiate infected from
vaccinated animals

Farmers can access vaccines
from sellers or
manufacturers because they
are locally available, and
vaccines are affordable.

Vaccines are registered or
authorised for use by the
national Veterinary Services
and can be procured.

Farmers are aware of the
existence of a vaccine and
want to use it because they
value the potential benefits
of using the vaccine.

Vaccination strategies are
designed and implemented
as per national and
international standards,
vaccinovigilance is in place,
and vaccination is accepted
and desired by the
population

VACCINE

ADOPTION

Vaccine exists

Vaccine registered

Vaccination Decision

* Vaccination strategy (Chapter 4.18)
* Monitoring & Learning



@ Vaccine availability |

What are the minimum
requirements for a
pure, safe and
effective vaccine?

What evidence we
need to demonstrate
safety and efficacy?”




@ Vaccine minimum requirements
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@ So, now what ?

How to demonstrate vaccine meets WOAH
international standards?

If we decide to vaccinate, how can we monitor the
vaccine is doing its job?
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@ Guidelines for ASF vaccines field evaluation and post-vaccination monitoring

10

To complement WOAH standards

« Vaccine field trials to verify purity, safety, and efficacy claimed by vaccine
manufacturers.

» WHAT? generate the evidence to verify the quality parameters related to
vaccine safety and efficacy as claimed by the vaccine manufacturers

» WHY? regulatory approval and pre-purchase decisions before national
vaccination campaign.

- Post-vaccination monitoring to verify safety and effectiveness of

vaccinationprogramme (in the field)

» Inform ASF risk manager decisions



@ The Guidelines
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E WOAH launched in January 2025 a consultancy to develop a set of guidelines on the field
evaluation of ASF vaccines and how to conduct post-vaccination monitoring, in accordance with

WOAH standards.

Target audience

(Q « Competent Authorities involved in the regulatory approval of veterinary
A\e<xA -
[~ vaccines

Veterinary Services responsible for the implementation of ASF control

strategies
Experts
o®o  The team lead by Dr Georgina Limon-Vega (The Pirbright Institute) and
ﬁ Prof Dirk Pfeiffer (City U Hong Kong)

» Peer review by international experts



@ What the guidelines will offer?
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* Practical, non-prescriptive approach for flexibility
« Guidance to vaccination for domestic pigs.

* Recognise regional diversity in the swine production
systems, the role of Competent Authorities and design and
implementation of vaccination strategies.

* Include practical examples to support local adaptation.




How will Guidelines support you?
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Sufficient
resources

Section4
Design and implement an
independent field vaccine efficay
trial

Proposal to adopt a novel vaccine
for ASF has been accepted

Request vaccine efficacy data
from vaccine manufacturer

‘Assessment of country
resource and capacity
to conduct field trial

Section 5

Collect, store, and analyse results
of field vaccine efficacy trial

Conduct benefit-risk evaluation

Insufficient
resources

Request field vaccine efficacy
data from WOAH Member
countries with similiar
production characteristics

for vaccine use

I

Apply vaccine to the

intended target NO
population
Section 6.1 YES Section 6.2
Design and implement post Design and implement vaccine
vaccination monitoring effectiveness study post-
programme (pharmacovigilance) vaccination
Section 5

Collect, store, and analyse results
observed side effects and
adverse events

Re-evaluate the benefits and

risks with available information

Collect, store, and analyse results
of field effectiveness trial

Continue using the vaccine

YES

I

Decision on whether to
continue or stop using
the vaccine

Day 0
Vaccination/
placebo

Day 0
Sampling*

Day 7
Sampling*

Day 14
Sampling*

Day 21
Sampling*

Tissue samples
from post-mortem

*Swabs
Priority: Oral = Nasal > Rectal
Collected on all sampling days

Day 28 Day 60
Sampling* Sampling*

*EDTA blood
Collected on all sampling days

Antigen Virus isolafi Real-time
ELISA PCR
,_a"/-“---"
_,/-#/

Day 240
Sampling*

Collected on all sampling days

Antibody
ELISA

ELIspot or
flow cytometry

Genome sequencing/
NGS

Typing real-time PCR
(ASF variant or DIVA PCR)

Test for live virus/antigen/nucleic acid - to identify exposure to wildtype ASFV

(DIVA tests can also identify vaccine virus shedding)

Test for antibodies or interferon gamma
- to assess the immune response

Stop using the vaccine [—




@ How will Guidelines support you?
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Scenario 1
Country X, where ASFV is endemic

Objectives of the national ASF control programme:
- Reduce the number of ASF outbreaks
+ Minimize associated production impacts

Objectives of the vaccination programme:
- Decrease ASFV transmissibility
+ Reduce associated morbidity and mortality rates

Case definitions:
+ Aclinical sign score of 10 or above (See Table 1)
+ Pig health deviation from baseline health survey

Outcome measures of the vaccination programme:
- New cases of ASF (based on case definition)
+ Change in production parameters (e.g. weight)
- Variations in morbidity or mortality rates

Scenario 2
Country Y, previously ASF-free, where ASF is
newly detected

Objectives of the national ASF control programme:
- Regain ASF-free disease status

Objectives of the vaccination programme:
» Decrease ASFV transmissibility
+ Assist in eradicating ASFV from pig population

Case definitions:
+ At least two clinical signs consistent with ASF,
along with the detection of antigen or nucleic
acid specific to ASFV

Outcome measures of the vaccination programme:
- New cases of ASF (based on case definition)

*Adapt to your needs

*Help you design the studies

*Promote transparency and data sharing
*Encourage regional collaboration and pilot testing

*Expert ad hoc advices

African Swine Fever
Reference Laboratory Network

S World Organisation
7 for Animal Health
s Founded as OIE




@ Milestones s

January 2025 Consultancy launched

Ad hoc expert Group meeting was convened to peer-review the

July first draft
September Recommendations from the ad hoc Group were presented to
P WOAH Specialist Commissions
October Specialist Commission will review the second draft _
December Final draft is expected to be finalised

Q1 2026 Publication (EN) + Translation (FR/SP)



@ Take Home messages .

v" Define your needs

v Use only registered vaccines that meet WOAH standards

v' Field evaluation and vaccination monitoring are not optional
v Share and reporting your experience. (Global learning)

v WOAH Ref laboratories are committed to supporting you

ASF 1s a WOAH listed disease and need to be officially notified to WAHIS
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