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Unsampled
and
unreported
FMD cases

e Lack of veterinary
infrastructure

» Lack of incentives to
report outbreaks

e Low priority of FMD
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Substrate/Chromogen

Species specific horse radish
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Serotype specific

guinea pig antibodies
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protection and good bioinformatics
from sequencing are missing
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Foot and
mouth disease
vaccination
and
post-vaccination
monitoring

Vaccine QA/QC

Homologous protection

Vaccine performance

Heterologous (field) protection

_FMDV vaccine QA/QC plpellne

for Africa

Licensed vaccine
(Registration)

Biosecurity and containment
procedures

GMP and in process controls
MSV records

Homologous potency testing in
cattle

Sterility, adventitious agent and
inocuity testing

Purity and safety testing
Stability and duration of immunity
Confirmation of MSV identity

Selection of reference viruses
(to cover regional risks)
Generation of reference BVS
Application of in vitro vaccine
matching tests

Development of harmonised
test formats

In vivo studies (where required)
Identification of vaccine gaps

—)

B Vx Producers (with audit at registration/purchase)
B AU-PANVAC (with assistance from WRLFMD)

B Vx producer (with supervision/audit by AU-PANVAC)

Production batches
(Batch control)

Sterility and inocuity tests
Safety test

Indirect potency test
Monitoring of long-term storage
conditions

Verification of Ag integrity of
batch

Confirmation of batch identity
Purity testing

Defining/validating heterologous
correlates (cattle and other
species)

Batch testing to generate sera
Confirmation that batch sera
passes threshold heterologous
responses

— or AU-PANVAC

B Customer (with support from FMD Reference labs/AU-PANVAC — where needed)
Il OIE/FAO FMD Lab Network

- Formulated product

(Customer requirements)

VACCINATION PLAN

Tender requirements
. Shelf life
. Antigenic relevance
. Potency
. Purity
. Duration of immunity
. Correlate of immunity
threshold
Verification /calibration studies

Field studies of post-vaccination
responses

Vaccination coverage and
outcomes

Investigation of vaccine failure
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lternative diagnostic tests for
correlates of protection
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Heterologous challenge studies

)

Homologous “traditional”
challenge study

Heterologous
challenge study
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Harmonisation Exercises

Legend

o

74 countries in total

—

. |:| Did not participate

- EU, both phases

[ | Euneignbour, both phases
[ | EUFMD - not EU, both phases

I Giobal Network (FAO), both phases [/ Self Funded, one phase only
I seif Funded, both phases

EU, one phase only

l:l EU Meighbour, one phase only
I:I EUFMD - not EL, one phase only

Global Network (FAD), one phase only
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