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Annex 13

CHAPTER 11.4.

BOVINE SPONGIFORM ENCEPHALOPATHY

Article 11.4.1.

General provisions

1) The recommendations in this chapter are intended to mitigate the human and animal health risks associated
with the presence of the bovine spongiform encephalopathy (BSE) agents in cattle only. BSE manifests in two

main forms: classical BSE and atypical BSE. Oral exposure to contaminated feed is the main route of
transmission of classical BSE. Atypical BSE is a condition that occurs at a very low rate and is assumed to

occur spontaneously in any cattle population. Oral-expesure—to—contaminatedfeed-is-themain—route—of
transmission-ofclassical BSE: Given that cattle have been experimentally infected by the oral route with a low

molecular weight type of atypical BSE (L-type BSE;), atypical BSE is also petentially-considered capable of

being recycled in a cattle population if cattle are orally exposed to contaminated feed.

2) BSE primarily affects cattle. Other animal species may be naturally and experimentally susceptible to BSE,
but they are not regarded as being epidemiologically significant, particularly when feeding ruminants with
ruminant-derived protein meal is not practicedpractised.

3) For the purposes of the Terrestrial Code:

1a) BSE is an invariably fatal neurological prion disease of cattle caused by a misfolded form of the prion
protein (PrPESEPrPSC) including which includes both classical (C-type BSE) and atypical strains (H- and
L-type BSE)-ferrespeetively having, respectively, a proteaseresistant-PrPBS*PrPSc fragment of higher
and lower molecular mass than classical BSE). The term ‘BSE’ includes both classical and atypical forms;
unless-otherwise-specified.

2b) The occurrence of a BSE case is defined by the immunohistochemical (IHC) or immunochemical
detection of RPrRESEPIPSC in brain tissue of a bovid_of the species Bos taurus or Bos indicus. —with
dDiscrimination between atypical and classical BSE strains js based on the Western immunoblot banding
pattern, as described in the Terrestrial Manual.

4) For the purposes of this chapter:
3a) ‘Cattle’ means a-bovids of the species Bos taurus or Bos indicus.
4b) ‘Protein meal’ means any final or intermediate solid protein-containing product, obtained when animal
tissues are rendered, excluding bleed-and-blood-products—peptides of a molecular weight less than
10,000 daltons and amino-_acids.

5) When commodities are imported in accordance with this chapter, the BSE risk of the importing country or zone
of destination is not affected by the BSE risk of the exporting country, zone or compartment of origin.

6) Standards for diagnostic tests are described in the Terrestrial Manual.
Article 11.4.1bis.
Safe commodities

When authorising the importation or transit of the following commodities_derived from cattle, Veterinary Authorities
should not require any conditions related to BSE, regardless of the BSE risk posed by the cattle population of the
exporting country, zone or compartment:

1)  milk and milk products;

2) semen and in vivo derived cattle embryos collected and handled in accordance with the relevant chapters of
the Terrestrial Code;
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Annex 13 (contd)

3)
4)
5)

6)

hides and skins;

gelatine and collagen;

tallow with maximum level of insoluble impurities of 0.15% in weight_and derivatives made from this tallow;

| vatives:

#6) dicalcium phosphate (with no trace of protein or fat});

ja)

foetalfetal blood.

Other commaodities of cattle can be traded safely if in accordance with the relevant articles of this chapter.

Article 11.4.2.

TFhe-General criteria for the determination of the BSE risk of the-cattle population-of a country, zone or

compartment

Fhe-Pue-Owing to its specific etiological and epidemiological features, the BSE risk of the-cattle-pepulation-ef-a

country, zone or compartment is determined on the basis of the following criteria:

1

54

aA BSE risk assessment in accordance Wlth the prowsmns of Chapter—1.8:the ~Application for official

' that evaluates the likeliheod-risk

of BSE a;g% being recycled wnthln the cattle populatlon by |dent|fy|ng all potential factors associated with
the occurrence of BSE and their historic perspective. Member Countries should review the risk assessment
annually to determine whether the situation has changed.

AThe

The risk assessment for the purpose of BSE, based on the framework provided by Article 2.1.4., consists of:

a)

b)

Entry assessment

AnThe entry assessment evaluates the likelihood that the classical BSE agent has been introduced into
the country, zone or compartment via-impertedthrough the importation of the following commodities-_in

Qroteln meal;

iv) FEfertilizsers that contain ruminant-derived protein meal;

v) Aany other commodity that either is or could be contaminated by commodities listed in
Article 11.4.14.

Exposure assessment
AnThe exposure assessment evaluates the likelihood of cattle being exposed to BSE_during the

preceding eight years, either through imported commodities or as a result of the presence of BSE agents
#-within the indigenous cattle population of the country, zone or compartment.

a conS|derat|0n of the |mgact of

i) Livestock industry practices en-preventing cattle from being fed ruminant-derived protein meal,
taking account of:

demographics of the cattle population and production and farming systems;
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Annex 13 (contd)

= slaughtering and waste management practices;
= rendering practices;
— feed production, labelling, distribution and storage.

Depending on the outcome from this step, an evaluation of mitigation measures specifically targeting
. - - . ; )

rtlcle ll 4.14.);

parameters of the rendering process;

prevention of cross-contamination during rendering, feed production, transport, storage and
feeding;

c) Consequence assessment
AThe consequence assessment evaluates the likelihood of cattle becoming infected with—following
exposure to the BSE agents together with the likely extent and duration of any subsequent recycling and
ampllflcatlon within the cattle population during the preceding eight years. The factors to be considered
in the consequence assessment are:
)  age atexposure;

i)  production type;

measures under a feed ban

d) Risk estimation

The risk estimation combines the results and conclusions arising from the entry, exposure and
consequence assessments to provide an overall measure of the risk that—o_f BSE agents have—been—bég
recycled in-within the cattle population

mégenea&eases—ansnm—as—a—eensequenee t termine th te from which the risk of BSE

2) the-The ongoing implementation of a surveillance programme for classical BSE in the cattle population in

3) theThe history of occurrence and management of BSE cases.
Article 11.4.3.
Negligible BSE risk

The BSE risk of the-cattle-population-ef-a country;_or zone ercompartment can be considered to be negligible if_all
the following conditions for the cattle population are met for atleast at least the preceding eight years:
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Annex 13 (contd)

1) Arrisk assessment as described in Article 11.4.2. that has identified all potential risk factors associated with
the occurrence of BSE has been conducted, and the Member Country has demonstrated through documented
evidence that the likelihoedrisk of BSE agents being recycled ir-within the cattle population has been negligible

2)  The surveillance provisions as described in Article 11.4.2018. have been implemented.
3) EITHER:

a) there has been no case of BSE or, if there has been a case, every case of BSE has been demonstrated
to have been imported or has been diagnosed as atypical BSE as defined in this chapter;

OR
b) if there has been an indigenous case of classical BSE;
ElTHEREeither:

i) all cases were born at-least-eight-years-ago-|
being recycled within the cattle population has been negligible;

OR

=~

i)  where a case was born withinthe-preceding-eightyyears-after that date, subsequent investigations
have confirmed that any identified source of infection has been mitigated and the likelihoodrisk of

BSE agents being recycled within the cattle population has continued to be negligible.

4)  Any cases of BSE that have been detected have been completely destroyed or disposed of to ensure that
they do not enter the animal feed chain.

The country or the zone will be included in the list of countries or zones posing a negligible risk for BSE in
accordance with Chapter 1.6. Retention on the list requires annual confirmation of the conditions in points 1 to 4
above. Documented evidence should be resubmitted annually for points 1 to 4 above.

Any changes in the epidemiological situation or other significant events should be notified to the OIE in accordance
with Chapter 1.1.

Article 11.4.3bis.

Recovery of negligible BSE risk status

WhenShould an indigenous case of classical BSE is+eperted-in an animal born within the preceding eight years

occur in a country or zone recognised as havingposing a negligible BSE-risk for BSE, the status;_of the regligible

BSE-risk-statuscountry or zone is suspended-and-the-recommendations—forcontrolled BSErisk-status—apply;

pending. The status may be recovered when the outcome of subsequent investigations esnfirmingconfirms that any
identified source of infection has been mitigated and the likeliheedrisk of BSE agents being recycled within the cattle

population continues to be negligible. Fheln the interim, the provisions for a country or zone will-regainwith a
controlled BSE risk status apply.

The negligible BSE risk status of the country or zone will be reinstated only after the submitted evidence has been
accepted by the OIE.
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Article 11.4.4.
Controlled BSE risk

The BSE risk ef-the-cattlepoepulation-of a country_or; zone ercempartment-can be considered to be controlled

provided all of the conditions of Article 11.4.3. are met, but at least one of these conditions has not been met for at

leastthe preceding eight years.

The country or the zone will be included in the list of countries or zones posing a controlled risk for BSE in
accordance with Chapter 1.6. Retention on the list requires annual confirmation of the conditions in points 1 to 4 of
Article 11.4.3. Documented evidence should be resubmitted annually for points 1 to 4 of Article 11.4.3.

Any changes in the epidemiological situation or other significant events should be notified to the OIE in accordance
with Chapter 1.1.

Article 11.4.5.
Undetermined BSE risk

The BSE risk ef-the-cattle-population-of a country or; zone ercempartment-is considered to be undetermined if it
cannot be demonstrated that it meets the requirements for negligible or controlled BSE risk.

Article 11.4.7.

Recommendations for importation of cattle from a country, zone or compartment posing a negligible or
controlled BSE risk

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) theThe cattle selected for export:

43 came from a country, zone or compartment posing a egllglble or _controlled BSE risk and are |dent|f|ed

AND EITHER:

2) theThe cattle selected for export were born and kept in the a country, zone or compartment posing a negligible
or controlled BSE risk after the date from which during-the-period-when the likelihoedrisk of the-BSE agents
being recycled ir-within the cattle population has been demonstrated to be negligible;.

OR

3)
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Annex 13 (contd)

b) are_itlt is demonstrated as-havingthat the cattle selected for export have not been fed protein meal derived
from ruminants.

Article 11.4.8.

Recommendations for importation of cattle from a country or; zone er-cempartmentposing an undetermined
BSE risk

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that-cattle

selected-for-export:

1) theThe cattle selected for export are identified by-a-permanentindividual-through an animal identification
system frem-birth-enabling each-animalthem to be traced throughout its-their lifetime;,

2) areitlt is demonstrated as-having-that the cattle selected for export have not been fed protein meal derived

from ruminants.

Article 11.4.10.

Recommendations for importation of fresh meat and meat products from a country, zone or compartment

posing a negligible or controlled BSE risk

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the cattle from WhICh the fresh meat and meat products were derlved eame—frem—a—eeun&w—zene—e#

animal identification system;
2) they have been subjected to an ante-mortem inspection with favourable results;

AND EITHER:

3)  they were born and kept in the a country, zone or compartment posing a negligible or controlled BSE risk after
the date from whichduring-the-period-when the likelihood-risk of the-BSE agents being recycled in-within the
cattle population has been demonstrated to be negligible;

OR

4) the fresh meat and meat products:

a) derived from cattle not subjected to a stunning process with a device injecting compressed air or gas
into the cranial cavity, or to a pithing process, or to any other procedure that can contaminate blood with
nervous tissue, prior to slaughter; and

b) were produced and handled in a manner which ensures that such products do not contain and are not
contaminated with:

i) the commodities listed in points 1} a}and-1)-b) of Article 11.4.14.;
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Annex 13 (contd)
ii)  mechanically separated meat from the skull andaeror from the vertebral column frem-of cattle over
30 months of age.
Article 11.4.11.

Recommendations for importation of fresh meat and meat products from a country, zone or compartment
posing an undetermined BSE risk

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the cattle from which the fresh meat and meat products were derived:

a) are identified through an animal identification system;

2) itis demonstrated as-havingthat the cattle from which the fresh meat and meat products were derived have
not been fed protein meal derived from ruminants;

b3) the cattle from which the fresh meat and meat products were derived:
a) were subjected to an ante-mortem inspection with favourable results;
€b) were not subjected to a stunning process with a device injecting compressed air or gas into the cranial
cavity, or to a pithing process, or to any other procedure that can contaminate blood with nervous tissue,

prior to slaughter;

24) the fresh meat and meat products were produced and handled in a manner which ensures that such products
do not contain and are not contaminated with:

a) the commodities listed in points 1) a)-and-1-b) of Article 11.4.14.;

b) mechanically separated meat from the skull ardperor from the vertebral column frem-of cattle over
30 months of age.

Article 11.4.12.

Recommendations for importation of cattle-derived protein meal from a country, zone or compartment posing
a negligible BSE risk

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
cattle from which the protein meal was derived-came-from-a-countryzone-orcompartmentposing-a-neglgible BS

Article 11.4.13.

Recommendations for importation of blood and blood products derived from cattle (except foetal-fetal blood)
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

EITHER:
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the—cattle from whrch the bIood and bIood products were derlved are were |dent|f|ed through an animal

identification system and were born and kept in the a_country, zone or compartment posing a negligible or
controlled BSE risk after the date from which during-the period-when-the likelihood-risk of the BSE agents

being recycled ir-within the cattle population has been demonstrated to be negligible;

23) the blood and blood products were:

a)

slaughter;_and

b) collected and processed in a manner that ensures they are not contaminated with nervous tissue.

Article 11.4.14.

Recommendations in relation to the trade of the commodities with the greatest BSE infectivity

iologicals. ; icos:

al)) distal-Distal ileum from cattle of any age; b} skull, brain, eyes, vertebral column and spinal cord from
cattle that were at the time of slaughter over 30 months of age Lor an¥ commodity contamrnated b¥

brologrcals! or medrcal dEVICES! Whrch orrgrnate from a country, zone or comgartment posing:

b) acontrolled BSE risk or a negligible BSE risk if the commaodities are derived from cattle born before
the i date from which the risk of the—BSE agents being recycled in-within the cattle

2)  Protein products, food, feed, fertilisers, cosmetics, pharmaceuticals including biologicals, or medical devices

prepared using commodrtres listed in pornts 1)—a9—9r—19—b) a@@ef—thr&arﬂele—whrehengmate#em&eeunw

3) Cattle-derived protein meal; or any commodities containing such products; which originate from a country,
zone or compartment posing a controlled or undetermined BSE risk-should-not-be-traded.

Article 11.4.15.

Recommendations for importation of tallow (other than as defined in Article 11.4bis.) intended for food, feed,
fertilisers, cosmetics, pharmaceuticals including biologicals, or medical devices

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that_the
tallow:
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1) thetallew-came from a country, zone or compartment posing a negligible BSE risk; or

2) the-tallow-is derived from cattle which have been subjected to an ante-mortem inspection with favourable
results, and has not been prepared using the commodities listed in peintspoint 1}a)and-1)}-b) of Article 11.4.14.

Article 11.4.15bis

eterinary Authoritie

tallow derivatives either:

2) are derived from tallow that meets the conditions referred to in Article 11.4.15.; or

3) have been produced by hydrolysis, saponification or transesterification that uses high temperature and
pressure.

Article 11.4.16.

Recommendations for importation of dicalcium phosphate (other than as defined in Article 11.4.1bis.)
intended for food, feed, fertilisers, cosmetics, pharmaceuticals including biologicals, or medical devices

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that_the

I. . : -
1) the-dicaleiumphosphate-came from a country, zone or compartment posing a negligible BSE risk; or

2) thedicalciumphesphate-is a co-product of bone gelatine.

Article 11.4.17.

Procedures for reduction of BSE infectivity in protein meal

The following procedure should be used to reduce the infectivity of any transmissible—spongiform
encephalopathyBSE agents whichthat may be present during the production of protein meal containing ruminant
proteins::

1) Fthe raw material should be reduced to a maximum particle size of 50 mm before heating-;

2)  Fthe raw material should be heated under saturated steam conditions to a temperature of not less than 133°C
for a minimum of 20 minutes at an absolute pressure of 3 bar.
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Article 11.4.18.

Surveillance

e)

21) BSE is a progressive, fatal disease of the nervous system of cattle that usually has an insidious onset and

62

that is refractory to treatment. A range of clinical signs that vary in severity and between animals have been
described for classical BSE:

a) progressive behavioural changes that are refractory to treatment such as increased excitability,
depression, nervousness, excessive and asymmetrical ear and eye movements, apparent increased
salivation, increased licking of the muzzle, teeth grinding, hypersensitivity to touch and/or sound
(hyperaesthesia), tremors, excessive vecalizationvocalisation, panic-stricken response and excessive
alertness;

b) postural and locomotory changes such as abnormal posture (dog sitting), abnormal gait (particularly
pelvic limb ataxia), low carriage of the head, thead shyness), difficulty avoiding obstacles, inability to
stand and recumbency;

c) generalizedgeneralised non-specific signs such as reduced milk yield, loss of body condition, weight
loss, bradycardia and other disturbances of cardiac rhythm.

Some of these signs are also likely to be relevant for atypical BSE, particularly those associated with difficulty
in rising and recumbency. A nervous form_of atypical BSE resembling classical BSE may be observed with
over-reactivity to external stimuli, unexpected startle responses and ataxia. In contrast, a dull form of atypical
BSE may be observed, with dullness combined with a low head carriage and compulsive behaviour (licking,
chewing, pacing in circles).

The clinical signs of BSE usually progress on a spectrum over a feW weeks to several months, but ion rare
occasions cases can develop acutely and progress rapidly.

Since these signs are not pathognomonic for either classical or atypical BSE, all Member Countries with cattle
populations may-are likely to observe individual animals displaying clinical signs suggestive of BSE. The-rate
atwhich-they-are likely to-oceurGeneral statements about the likely frequency of occurrence of such animals
cannot be reliably-predictedmade as they will vary depending on the epidemiological situation in a particular
country. a-addition-in

Surveillance for BSE consists of the reporting of all animals that lie-en-the contindum-of the show symptems
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In those countries where cattle are intensively reared and subjected to regular observation, it is likely that sueh
animals_that display clinical signs suggestive of BSE will be more readily seen. Behavioural changes, that
which may be very subtle in the early clinical phase, are best identified by those who handle animals on a
daily basis and who can monitor them closely for a progression of the signs. In more extensive systems,
however, where cattle are not monitored as closely, situations may inevitably-arise where an animal might be
considered as a clinical suspect, yet if it was-has not been observed for a period of time, it may only be initially

seen as a downer (non ambulatory) or found dead (faIIen stock). Undea’—sueh—eweumstanees—#—the#e—is—an

behavioural or neurological signs (e. |nfect|ous metabollc traumatic, neoplastic or toxic causes hav
been ruled out;

b)

c)

common causes of recumbenc h \% been ruIed out);

d) those found dead (fallen stock), with an appropriate supporting clinical history (i.e. other common causes

transgorters and slaughterhouse/abattow workers are familiar W|th the cllnlcal signs suggestive of BSE
I . - ]

b) the fact that BSE is a compulsorily notifiable disease throughout the whole territory;

c)

d) robust, documented, evaluation procedures and protocols for the identification and reporting of potential
candidates for BSE surveillance, for determination of animals to be subjected to laboratory testing, for
the collection and submission of samples for laboratory testing, and for follow-up epidemiological
investigation for BSE positive findings.
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Annex 14

CHAPTER 1.8.

APPLICATION FOR OFFICIAL RECOGNITION BY
THE OIE OF RISK STATUS FOR BOVINE
SPONGIFORM ENCEPHALOPATHY

Article 1.8.1.
Guidelines

In accordance with Article 11.4.2., the bovine spongiform encephalopathy (BSE) risk of the-cattle{Bos-indicus-and
Bes-taurus)-pepulation-of-a country or zone is determined on the basis of a risk assessment that evaluates the risk
of BSE agents (classical and atypical) being recycled within the cattle (Bos indicus and Bos taurus) population by
identifying all potential factors associated with the occurrence of BSE, the ongoing implementation of a surveillance
programme, and the history of occurrence and management of BSE cases.

In this chapter, “BSE” refers to both classical and atypical forms;-unless-specified-otherwise.
The information specified in Articles 1.8.2. to 1.8.6. should be provided by OIE Member Countries in support of their

application for official recognition of BSE risk status in accordance with Chapter 11.4. of the Terrestrial Code. The
structure of the dossier should follow guidelines provided in the “Standard Operating Procedure for official

recognition of disease status and for the endorsement of national official control programmes of Member Countries”’
(available on the OIE website).

Each element of the core document of the dossier provided to the OIE; should be clearly and concisely addressed,
with an explanation, where relevant, of how each one complies with the provisions of the Terrestrial Code for the
BSE risk status for which the Member is applying. The rationale leading to the conclusions reached for each section
needs to be clearly explained and, as appropriate, figures, tables and maps should be provided. The core document
of the dossier should include the following sections:

—  Tthe history of occurrence and management of BSE cases in the country or zone (Article 1.8.2.)
—  Llegislation (Article 1.8.3.)

—  Mveterinary system (Article 1.8.4.)

- BSE risk assessment (Article 1.8.5.)

- BSE surveillance (Article 1.8.6.).

The terminology defined in the Terrestrial Code and Terrestrial Manual should be referred to and used in the dossier.
The dossier and all of its annexes should be provided in one of the OIE official languages.

Article 1.8.2.
History of occurrence and management of BSE cases in the country or zone

Describe the history of occurrence and management of BSE cases by providing the following documentary
evidence:

1) If a case of BSE has ever been diagnosed in the country or zone, indicate the total number of BSE cases,
and:
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Annex 14 (contd)

a) Provide a table of aggregated data on all cases of BSE encountered in the country or zone, by type
(classical or atypical), origin (indigenous or, if imported, the country of origin), and the year of birth;

b) For the past eight years, provide a table to indicate, for each case, the year of occurrence, the origin
(indigenous or, if imported, the country of origin), the type (classical or atypical), and the year of birth of
each indigenous case of classical BSE.

2) If there have been cases of BSE, confirm that they were excluded from the feed chain and describe how this
was achieved. In the table under Article 1.8.3. provide details of the national legislation, regulations and
Veterinary Authority directives that describe these procedures.

Article 1.8.3.
Legislation

Provide a table listing all relevant legislation, regulations, Veterinary Authority directives, legal instruments, rules,
orders, acts, decrees, etc., related to BSE. For each, provide the date of promulgation and implementation as well
as a brief description of the relevance to mitigating against-the risks associated with BSE. The table should include
the legislation, regulations and directives referred to in the core document of the dossier. These instruments may
be provided as annexes or as weblinks to supporting documents.

Article 1.8.4.
Veterinary system

The quality of the Veterinary Services of a Member is important to the establishment and maintenance of confidence
in its international veterinary certificates by the Veterinary Services of other Members (Article 3.2.1.). It also supports
an evaluation of the BSE risk status efthe-cattle-pepulation of a country or zone.

1) Describe how the Veterinary Services of the country comply with the provisions of Chapters 1.1., 3.2. and 3.3.

2) The applicant Member may provide information on any recent (not older than five years) OIE PVS evaluation
conducted in the country and follow-up steps within the PVS Pathway, and highlight the results relevant to
BSE.

3) Describe how the Veterinary Services supervise, control, enforce and monitor all BSE-related activities.

4)  Provide a description of the involvement and the participation of industry; producers; farmers;-herdsmen; cattle
owners and keepers; private veterinarians; veterinary paraprofessionals; transporters; workers at livestock
markets, auctions and slaughterhouses/abattoirs; and other relevant non-governmental stakeholders in the
control of BSE.

5) Describe the official cattle identification, registration, traceability and movement control system. Provide
evidence of its effectiveness. In the table under Article 1.8.3., provide any legislation, regulation or directives
relevant to this topic. Indicate #whether there are any industry associations or organisations involved in cattle
identification, registration, traceability and movement control systems that provide guidance, set standards or
provide third party audits; include a description of their role, membership and interaction with the Veterinary
Services or other Competent Authority.

Article 1.8.5.
BSE risk assessment

1.) Entry assessment

As described in Article 11.4.2., an entry assessment evaluates the likelihood that the classical BSE agent has
been introduced into the country or zone through the importation of commodities.

For the purposes of undertaking an entry assessment, the period of interest is the preceding eight years
(Articles 11.4.3. and 11.4.4.).
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The commodities to be considered in the entry assessment are:
—  Cecattles;
—  Rruminant-derived protein meal:;

—  Ffeed (nret-intended-forpetsexcept packaged and labelled pet food) that contains ruminant-derived
protein meals;

—  Ffertilizers that contain ruminant-derived protein meal:;

a) For each commodity listed above indicate #whether they were imported in the preceding eight years,
and if so, from which countries.

For each commodity listed above describe the import requirements applied by the applicant country or
zone and how they are related to the BSE risk status of the exporting country or zone and whether or
not they are consistent with, or provide an equivalent level of assurance with-fo, the recommendations
laid out in Chapter 11.4. for the importation of such a commodity. Where the import requirements are not
consistent with the recommendations in Chapter 11.4. but are considered to provide an equivalent level
of assurance, provide an explanation outlining the rationale and supporting evidence. In situations where
an import requirement does not provide an equivalent level of assurance to the relevant measure in
Chapter 11.4., provide an explanation of how this is likely to impact the entry assessment.

Describe the importation process for these commodities and how are they controlled, regulated and
monitored by the Competent Authority with references as appropriate to the relevant legislation in the
table under Article 1.8.3. Provide supporting evidence of the importation process including, where
relevant, import permits or their equivalent, and examples of international veterinary certificates issued
by exporting countries.

Describe the intended end use of the imported commodities, for example: cattle may be imported for
breeding or immediate slaughter; rendered products may be imported for incorporation into feed for non-
ruminant species such as pigs or poultry. Provide information on any systems in place and-theirresults
to monitor or track imported commodities and their results to ensure they are used as intended.

Describe the actions available under national legislation to prevent illegal introduction of the commodities
considered above and provide information on any illegal introductions detected and the actions taken.

b) Conclusions for the entry assessment.

Given the sanitary measures applied (if any), what was the likelihood that, during the preceding eight
years, any of the commaodities, in the form that they were imported, harboured or were contaminated by
the classical BSE agent?

Clearly and concisely describe the rationale leading to the conclusions reached.

Exposure assessment

As emphasised in Article 11.4.1., atypical BSE is a condition that occurs at a very low rate and is assumed to
occur spontaneously in any cattle population. Although uncertainty remains regarding the potential
transmissibility of atypical BSE through oral exposure to contaminated feed, this is the main route of
transmission of classical BSE. Considering that atypical BSE may potentially be capable of being recycled in
a cattle population if cattle were to be exposed to contaminated feed, it is necessary to undertake an exposure
assessment regardless of the outcome of the entry assessment.

As described in Article 11.4.2., an exposure assessment evaluates the likelihood of cattle being exposed to
the BSE agents either through imported commodities (classical BSE) or as a result of the presence of BSE
agents (classical or atypical BSE) in-within the indigenous cattle population of the country or zone.

OIE Terrestrial Animal Health Standards Commission/September 2021 67

30



Annex 14 (contd)

68

For the purposes of undertaking an exposure assessment for the evaluation of BSE status, the period of
interest is the preceding eight years (Articles 11.4.3. and 11.4.4.). At its discretion, the applicant Member may
provide the information requested for a different period (i.e. longer than eight years for those applying for a
negligible risk status, or for the time-period for which they have the information if applying for a controlled risk
status) to establish-theperiod-when-indicate the date from which the likelihood-risk of the BSE agents being
recycled in-within the cattle population has been demenstrated-te-be-negligible (i.e. to determine the peried-of
time-date to be attested in peinrt2-of accordance with Articles 34::4-6511.4.7.,11.4.910.,11.4.12., ard 11.4.13.

and 11.4.14.).

As indicated in point 1(b) of Article 11.4.2., the first step in the exposure assessment involves an evaluation
of the impact of livestock industry practices on preventing cattle from being fed ruminant-derived protein meal
and, depending on the outcome of this step, an evaluation of the impact of specific mitigation measures on
preventing cattle from being fed ruminant-derived protein meal.

a) Livestock industry practices-

Because oral exposure to contaminated feed is the principal route of transmission of the BSE agents,
the exposure assessment begins with a detailed description of the cattle population and associated
industry practices, with a particular emphasis on; feeding practices; disposal of dead steck-animals and
waste from slaughtered animals; rendering; and production, distribution and storage of feed that may
lead to cattle being exposed to potentially contaminated feed.

The intent of this section is not to describe the implementation and enforcement of measures specifically
targeting the exposure of the cattle population to BSE agents (such as a legislated feed ban) as they will
be considered where relevant in Section b) An evaluation of BSE specific mitigation measures. The
intention here is to evaluate the likelihood and extent of exposure of the cattle population to the BSE
agents, given the ongoing livestock industry practices in a country or zone.

i) Demographics of the cattle population and production and farming systems-

Describe the composition of the cattle population and how the cattle industry is structured in the
country or zone; considering the types of production; systems—including—al-thatapphy—such as
dairy, beefr earlng—feedlet—fafetenmg and_beef finishing, and the farming systems, such as intensive,
extensive, semi-semi-intensive, transhumant, pastoral, agropastoral, and mixed-species farming.
The description should include the number and size of herds farms in each type of production and
farming system.

ii)  Feeding practices.

For each type of production system, describe the rearing and production practices related to
feeding ruminants of various ages, including the types of feed and feed ingredients (animal or plant
based). Where animal-based ingredients are used, describe whether or not they are derived from
rendered products of ruminant or non-ruminant origin as well as the respective proportions used.

Provide an indication of the proportion of the national feed production prepared commercially
(including local mills) or mixed on farm using either imported or domestically produced ingredients.

Describe whether or not fertilizsers containing ruminant-derived protein meal, composted materials
derived from fallen stock (i.e. cattle of any age which were found dead or were killed on a farm,
during transportation,_at livestock markets or auctions, or at a slaughterhouse/abattoir),
slaughterhouse/abattoir waste or animals condemned at ante-ante-mortem inspections or any other
materials derived from or that incorporate ruminant protein are applied to land where cattle graze
or where forage is harvested for feeding to cattle. Where such fertilizsers or composted materials
are used, provide information on the extent and frequency of use.

Describe, for mixed-species farms that include ruminants, the number and size of such farms and
whether or not there are any practices in place to ensure that ruminants are not likely to be fed with
feed meant for non-ruminant species or that ruminant feed is not likely to be cross-contaminated
with feed intended for non-ruminants that may contain rendered products of ruminant origin.
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iii)  Slaughtering and waste management practices.

Describe the practices for fallen stock, including cattle euthanised as part of a BSE surveillance
programme under Article 11.4.18. that—eeeu;—en—fapm—daﬂng—tpmqspept—a{—mgeelemaﬂéets—e#

, with particular reference to their transportation, disposal or
destruction, including composting, burial, rendering or incineration. In the table under Article 1.8.3.,
provide any legislation, regulation or directives relevant to this topic.

Describe the places where cattle are slaughtered (for example, on farm, at a
slaughterhouse/abattoir or market) together with the respective proportions and associated ages.

Describe whether or not places where animals are slaughtered are required to be registered or
approved by the Veterinary Services or other Competent Authority and if they are subject to official
veterinary supervision. In the table under Article 1.8.3., provide any legislation, regulation or
directives relevant to this topic.

Describe how animals condemned at ante-ante-mortem inspection and waste declared as unfit for
human consumption from slaughtered animals are processed, disposed of or destroyed, including
composting, burial, rendering, incineration or other industrial uses such as salvaging and crushing
bones for use in animal feed. In the table under Article 1.8.3., provide any legislation, regulation or
directives relevant to this topic.

iv)  Rendering practices.

Rendering is a process by which animal material is transformed into products such as protein meal
that may be used in animal feed. It provides the pathway for the introduction of the BSE agents
(classical or atypical) into the animal feed chain.

Describe whether or not there are any rendering facilities in the country or zone, if they are required
to be registered or approved by the Veterinary Services or other Competent Authority and if they
are subject to official veterinary control or supervision. In the table under Article 1.8.3., provide any
legislation, regulation or directives relevant to this topic.

Using tables as appropriate, for each of the preceding eight years, provide a breakdown of the
number of rendering facilities operating, indicating for each facility:

—  the source and types of raw materials handled;

—  whether or not they receive and process material from a particular species or process mixed
materials including those derived from ruminants;

— whether or not ruminant waste is segregated from non-ruminant waste and if so how
segregation is maintained to avoid potential cross-contamination of non-ruminant rendered
materials during processing, storage and transport of rendered products, for example through
dedicated lines, storage bins or silos, transport vehicles or establishments;

—  the parameters of the rendering process (time, temperature, pressure, etc.);

—  the type and intended end use of the rendered products-preduced. If available, provide the
amount of rendered products produced annually by type and intended end use;

—  if materials derived from imported cattle are managed differently, describe the process.

Indicate if there are any industry associations or organisations involved in the rendering industry
that provide guidance, set standards or provide third party audits in relation to Hazard Analysis and
Critical Control Points (HACCP) programmes, good manufacturing practices, etc. Include a
description of their role, membership and interaction with the Veterinary Services or other
Competent Authority.

v)  Feed production, labelling, distribution and storage.

Where rendered products are used as ingredients in the production of animal feed the exposure of
cattle to the BSE agents (classical and atypical) may arise as a result of the use of rendered
products containing materials of ruminant origin as ingredients in cattle feed or as a result of cattle
feed being cross-contaminated when such products are used in the production of feed for other
species.
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b)

vi)

Describe whether ernetfacilities producing feed for ruminant or non-ruminant livestock as well as
pets are required to be registered or approved by the Veterinary Services or other Competent
Authority and if they are subject to official veterinary control or supervision. In the table under
Article 1.8.3., provide any legislation, regulation or directives relevant to this topic.

For each of the preceding eight years, provide a breakdown using tables as appropriate of the
number and types of facilities producing feed, indicating for each facility:

—  excluding—thoselisted—in—Article114-1bis; whether or not rendered ruminant products,
excluding those listed in Article 11.4.1bis., were used as ingredients in feed for ruminants,
non-ruminants and pets;

—  whether or not each facility was dedicated to manufacturing feed for a particular species or
manufactured feed for multiple species including ruminants.

Where facilities manufactured feed for multiple species including ruminants, indicate whether or
not there were any practices in place to avoid ruminant feeds from being contaminated with
rendered ruminant products during feed manufacture, storage and transport.

Indicate if there are any industry associations or organisations involved in feed production,
distribution and storage that provide guidance, set standards or provide third party audits in relation
to HACCP programmes, good manufacturing practices, etc. Include a description of their role,
membership and interaction with the Veterinary Services or other Competent Authority.
Conclusions for livestock industry practices,

—  Given the livestock industry practices described above, is the likelihood that the cattle
population has been exposed to either classical or atypical BSE during the preceding
eight years negligible or non-negligible?

—  Clearly and concisely describe the rationale leading to the conclusion reached.

—  Where the likelihood estimate is negligible, proceed to Section 4) Risk estimation.

—  Where the likelihood estimate is non-negligible, proceed to Section b) An evaluation of BSE
specific mitigation measures.

An evaluation of BSE-BSE-specific risk mitigation measures:

For those countries that have reported classical BSE cases in indigenous cattle, it is apparent that their
historic livestock industry practices did not prevent the recycling of the BSE agent in-within their cattle
populations. These countries, together with others whose livestock industry practices would have been
conducive to recycling, may have implemented specific measures, such as through a legislated feed
ban, to ensure that the likelihood of recycling would be negligible. To qualify for official recognition of a
BSE risk status, these countries need to demonstrate that the measures specifically targeting BSE have
been and continue to be effectively implemented and enforced.

D)

The nature and scope of a feed ban.
Indicate #-whether there is a ban on feeding ruminants with protein meal derived from ruminants.

Where a feed ban has been implemented, clearly and concisely describe the date it was introduced,
its nature and scope and how it has evolved over time.

In addition, if the feed ban has been implemented through national legislation, provide pertinent
information in the table under Article 1.8.3. and a summary of any relevant legislation with
references as appropriate.

Commaodities with the greatest BSE infectivity.

Indicate whether ernet any of those commaodities listed in point 1 of Article 11.4.14. are removed
from the carcass at the time of slaughter or subsequent fabrication or processing.
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If so, also:

- Describe how they are disposed of or destroyed through burial, composting, rendering,
alkaline hydrolysis, thermal hydrolysis, gasification, incineration, etc.

- Describe any measures in place that ensure slaughter waste declared as unfit for human
consumption that is rendered is not eress-contaminated with these commaodities.

- Describe whether these commaodities from fallen stock and animals condemned at ante-ante-
mortem inspection are excluded from rendering and how this is done.

- Where these commodities are not excluded removed from_fallen stock, animals condemned

at ante-mortem inspection, or slaughter waste declared as unfit for human consumption,
describe their final disposal ef this waste, and how it is handled and processed.

- Describe whether or not all these processes and methods are subject to approval and
oversight by the Veterinary Services or other Competent Authority.

In addition, if there is specific national legislation concerning the definition, identification, removal
and disposal or destruction of those commodities listed in point 1 of Article 11.4.14., provide
pertinent information in the table under Article 1.8.3. and a summary of any relevant legislation with

references as appropriate.

iii) Parameters of the rendering process.

Describe whether or not the parameters of the rendering process are prescribed in legislation and
if they are consistent with, or provide an equivalent level of assurance to, the procedures for the
reduction of BSE infectivity in ruminant-derived protein meal as described in Article 11.4.17.
Provide details of the legislation, if applicable, in the table under Article 1.8.3.

iv)  Cross-contamination,

Describe the measures in place to prevent cross-contamination during rendering, feed production,
transport, storage and feeding such as dedicated facilities, lines and equipment, as well as
measures to prevent misfeeding, such as the use of warning labels. Provide information as to
whether any of these measures are prescribed in legislation and if facilities involved in rendering
and feed production are required to be registered or approved under the feed ban by the Veterinary
Services or other Competent Authority.

v)  Awareness programme under the scope of the feed ban.
Provide information on the existence of any ongoing awareness programmes or other forms of
guidance given to all those stakeholders involved in rendering, feed production, transport, storage,
distribution, sale and feeding under the scope of the feed ban. Provide examples of communication
materials including publications, brochures and pamphlets.

vi)  Monitoring and enforcement of the feed ban.

Describe how the feed ban, if implemented, has been and continues to be monitored and enforced.
Provide information on:

— official oversight from the Veterinary Authority, other Competent Authority or an approved third
party;

—  training and accreditation programmes for inspectors;

— the planned frequency of inspections;_and the procedures involved including manuals and
inspection forms;

—  sampling programmes and laboratory testing methods used to check the level of compliance
with the feed ban and cross-contamination;

—  options available to deal with infractions (non-compliances) such as recalls, destruction and
monetary penalties.

Provide information on the ongoing results of the official inspection programme for each of the
preceding eight years, using tables as appropriate:
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—  planned versus actual delivery inspections at rendering facilities, feed mills, farms, etc., with
an explanation of any significant varianee-variation and how they-it may have impacted the
programme;

— number and type of samples taken during inspections to verify that ruminant feed does not
contain or is not eress—cross-contaminated with rendered products containing ruminant
material (excluding those listed in Article 11.4.1bis.). Provide information by year, by source
(rendering facility, feed mill or farm), indicating the laboratory test(s) used and the results
obtained;

—  the types of infractions (non-compliance) that occurred and corrective actions undertaken;

— any infractions (non-compliances) that were likely to have led to cattle being exposed to feed
contaminated with ruminant material (excluding those listed in Article 11.4.1.bis) and how they
were resolved.

vii) Conclusions for the evaluation of BSE-BSE-specific risk mitigation measures-

— In evaluating the effectiveness of a feed ban, if implemented, for each of the preceding
eight years, consideration needs to be given to:

—  the management of commodities listed in point 1 of Article 11.4.14., and the associated
likelihood that these materials, or other materials eress-cross-contaminated by them,
may have entered the animal feed chain;

—  the rendering industry and the associated likelihood that rendered products containing
ruminant material may retain BSE infectivity;

—  the feed industry, and the associated likelihood that feed for cattle may contain or has
been cross-contaminated with ruminant-derived protein meal.

—  Given the evaluation of BSE-BSE-specific risk mitigation measures and their enforcement as
described above, is the likelihood that, during the preceding eight years, the cattle population
has been exposed to either classical or atypical BSE negligible or non-negligible?

—  Clearly and concisely describe the rationale leading to the conclusion reached.
—  Where the likelihood estimate is negligible, proceed to Section 4) Risk estimation.

— Where the likelihood estimate is non-negligible, proceed to Section 3) Consequence
assessment.

Consequence assessment

While uncertainty remains regarding the potential transmissibility of atypical BSE through oral exposure to
contaminated feed, it is reasonable to assume for the purposes of a consequence assessment, that the
likelihood of cattle becoming infected would be similar to that for classical BSE.

As described in Article 11.4.2., a consequence assessment evaluates the likelihood of cattle becoming
infected following exposure to the BSE agents (classical or atypical) together with the likely extent and duration
of any subsequent recycling and amplification.

For the purposes of undertaking a consequence assessment for the evaluation of BSE risk status, the period
of interest is the preceding eight years.

Considering that, for all practical purposes, oral exposure to contaminated feed is the principal, if not the only,
route of transmission of the BSE agents, to initiate a cycle of BSE infectivity within a cattle population the
following series of events would need to unfold:

—  commodities listed in point 1 of Article 11.4.14. from an infected animal are included in raw materials that
are rendered into ruminant-derived protein meal;

—  the rendering process does not destroy infectivity of the BSE agent(s);

—  the ruminant-derived protein meal is incorporated as an ingredient in cattle feed, or cattle feed is cross-
contaminated during feed production, distribution and storage, or cattle are incorrectly fed with feed
intended for non-ruminant species that includes the ruminant-derived protein meal as an ingredient;

— one or more animals that ingest contaminated feed become infected;

OIE Terrestrial Animal Health Standards Commission/September 2021

35



Annex 14 (contd)

— theinfected animal survives long enough to reach the later stages of a protracted incubation period when
the levels of the BSE agent in those commaodities listed in point 1 of Article 11.4.14. would begin to rise
dramatically;

—  commodities listed in point 1 of Article 11.4.14. are then included in raw materials that are rendered into
ruminant-derived protein meal, completing one cycle.

Recycling arises when this cycle is repeated one or more times. Any level of recycling within a given period is
sufficient to conclude that the consequences of exposure to contaminated feed for that period within the cattle
population are non-negligible.

a) Factors to consider when evaluating the likely extent of recycling of the BSE agents within a cattle
population:

i)  Age at exposure:

Animals less than 12 months of age are considered to be much more susceptible to infection than
older animals, which are likely to be increasingly refractory to infection as they mature.

ii)  Production type=
—  Calves reared as replacement animals for the breeding herd-

Cattle exposed to BSE agents at less than 12 months of age and destined to enter the
breeding herd are much more likely to become infected and survive long enough to reach the
later stages of a protracted incubation period when the levels of the BSE agent in those
commodities listed in point 1 of Article 11.4.14. would begin to rise dramatically. If these
materials were rendered and subsequently contaminated cattle feed, it is highly likely that
some level of recycling would occur.

- Feedlot cattle-

Even if cattle reared in a feedlot that were destined to be slaughtered within the next two to
six months were to become infected after consuming contaminated feed, the likelihood that
they would have reached the later stages of a protracted incubation period (when the levels
of the BSE agent in those commodities listed in point 1 of Article 11.4.14. would begin to rise
dramatically) would essentially be negligible.

Considering that mature cattle are likely to be much more refractory to infection than animals
within their first year of life, even if they were to consume contaminated feed, it is highly
unlikely that those commodities listed in point 1 of Article 11.4.14. would pose a threat if they
were rendered and subsequently contaminated cattle feed.

iii)  The impact of livestock industry practices or the implementation of measures under a feed ban-

When evaluating the potential for the recycling of the BSE agents in-within the cattle population
where an infraction (non-compliance) has occurred that may have led to feed being eress-
contaminated, it is important to consider the impact of both the livestock industry practices and the
ongoing measures under a feed ban. Even if an infraction that arose several years ago led to
susceptible young animals becoming infected, in evaluating the likelihood of recycling in future
years, consideration would need to be given to the effectiveness of the feed ban in subsequent
years or whether or not any changes to livestock industry practices may have influenced the
exposure risk.

b) Conclusions for the consequence assessment:

Where the outcome of the evaluation of livestock industry practices or the evaluation of BSE-BSE-
specific mitigation measures; that include the nature and scope of the feed ban and its enforcement; has
concluded that there was a non-negligible likelihood that the cattle population has been exposed to the
BSE agents, what is the likelihood that they have been recycled within the cattle population during the
preceding eight years?

Clearly describe the rationale leading to the conclusions reached.
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4:) Risk estimation

As described in Article 11.4.2., risk estimation combines the results and the conclusions arising from the entry,
exposure and consequence assessments to provide an overall measure of the risk that-of BSE agents have

been-being recycled ir-within the cattle population-through-the feeding-of ruminant-derived-protein-meal.

a) Provide a summary of the entry and exposure assessments and the conclusions reached.
b) If applicable, provide a summary of the consequence assessment, and the conclusions reached.

c)  When the condition of point 1 of Article 11.4.3. has not been met, that is, it cannot be demonstrated that
for at least eight years the risk that the BSE agents have been recycled in the cattle population has been
negligible, provide an explanation for the period of time W|th|n the precedlng elght years for which |t can

be con5|dered that the rlsk has been negllglble Clearly ndi D Ja

Wdesmbe the ratlonale Ieadlng to the conclusmns reached

Article 1.8.6.

BSE-sSurveillance

Article 11.4.18. describes the criteria that underpin a credible surveillance programme, together with an overview
of the range and progression of clinical signs that cattle affected by BSE are likely to exhibit.

Requirements under point 2 of Article 11.4.18. are focused on subsets of the cattle population where disease-BSE
is more likely to be detected;-if-it-is-actualhypresent.

The Member applying for recognition of a negligible or a controlled BSE risk status should submit documentary
evidence that the provisions of point 3 of Article 11.4.18. have been effectively implemented.

For the purposes of surveillance, the period of interest is the preceding eight years (Articles 11.4.3. and 11.4.4.).
Animals that lie-en-the-continuum show symptems signs of the clinical disease spectrum of BSE (i.e. from clinically

ill to non-ambulatory to fallen stock) should be targeted for BSE surveillance and should include those animals
described in points 2(a) to 2(d) of Article 11.4.18.

1) Awareness and training programmes (point 3(a) of Article 11.4.18.)

Ongoing awareness and training programmes are essential to ensure that all stakeholders are familiar with
clinical signs suggestive of BSE (those described in point 1 of Article 11.4.8.) as well as their statutory reporting
requirements.

a) Describe the stakeholder groups targeted for BSE awareness and training programmes. Describe the
methods used to identify stakeholder groups within the jurisdiction and methods used to identify how, for
example, the size and characteristics of the stakeholder group changes over time.

b) Describe the type(s) of awareness and training programmes implemented for specific stakeholder
groups. Describe how these programmes are adapted to meet the specific obligations and activities of
each stakeholder group by-these involved in caring for livestock, as well as the protocols for sample
collection and submission by veterinarians and animal health technicians).

c) Provide information on the number of awareness and training activities, the stakeholder groups targeted,
the number of individuals reached per activity (if available), and the geographical coverage ferof these
activities.

d) Provide a description including examples of materials used in the awareness programme ircluding-such
as training manuals, supporting documents such as publications in local newspapers and farming
magazines, pamphlets and videos (weblinks to supporting documents in one of the official languages of
the OIE may also be provided, where they exist).

e) Provide details on how the effectiveness of the awareness and training programmes is evaluated.

f) Provide details of any contingency or preparedness plan for BSE.
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2:) Compulsory notification (point 3(b) of Article 11.4.18.)

To ensure the reporting and further investigations of any animals that lie-en-the-continuum show symptoms

signs of the clinical BSE spectrum of BSE, appropriate legislation, policies and incentives to support

compulsory notification, investigation and verification should be in place.

a) Indicate whether the date of implementation of any supporting legislation and associated policies making
notification of BSE compulsory. Indicate if a definition for a =:BSE suspect® exists. If appropriate, outline
relevant legislation in the table under Article 1.8.3.

b) Describe the supportive measures in place for naotification of animals that lie-en-the-continuum show
symptems signs of the clinical BSE spectrum of BSE, such as incentives, compensations or penalties.

c) Describe the guidance given to all stakeholders involved in the rearing and production of livestock
including farmers—herdsmen; cattle owners and keepers, veterinarians, transporters, and workers at
livestock markets, auctions and slaughterhouses/abattoirs in terms of the criteria for reporting animals
that lie-en-the-centinuum show symptems signs of the clinical BSE spectrum of BSE. What mechanisms
are in place to ensure that these guidelines reach those stakeholders?

d) Describe the reporting framework for animals that lie-en-the-continuum show symptoms signs of the
clinical BSE spectrum of BSE for evaluation. Has this framework evolved over time and, if so, how?

3:) Laboratory testing (point 3(c) of Article 11.4.18.)

Provide documentary evidence that the relevant provisions of Chapter 3.4.5. of the Terrestrial Manual are

applied, including the following:

a) If BSE samples are submitted to alaberatory laboratories in the country or zone for testing, provide an
overview of hew-many-are-involved-intesting-BSE-samples; how they are approved or certified, their
number, location and diagnostic procedures and the time frame for reporting results.

b) If the BSE samples are not submitted to a laboratory in the country or zone for testing, or if suspicious
or positive samples are referred to alaberatory laboratories outside the country, provide the names of
the laboratories in other countries providing the service, as well as the arrangements in place, including
logistics for shipment of samples and the time frame for reporting results.

c) Describe the diagnostic protocol and tests used for processing samples for classical and atypical BSE
and how they may have evolved over time, indicating: whatis-the primary test used?; whatwoeuld-be-the
series of secondary tests performed, if any, depending on the results of the primary test (i.e. negative,
positive and inconclusive)?; and what test would be undertaken if discordant results arise between
primary and secondary tests arise-(e.g. primary positive result followed by a secondary negative result)2.

4:) Evaluation procedures and protocols to identify and report potential candidates for BSE surveillance, to
determine animals to be subjected to laboratory testing, to collect and submit samples for laboratory
testing, and to follow up BSE positive findings with epidemiological investigation BSE-pesitive-findings
(point 3(d) of Article 11.4.18.)

Because-Given that the incidence of BSE is likely to be very low in Member Countries it is important that

surveillance efforts focus on subsets of the cattle population where disease is more likely to be detected—-it

is-actually-present. Hence, those animals described in points 2(a) to 2(d) of Article 11.4.18. must be targeted
for BSE surveillance.

Considering that BSE is a progressive disease and that animals to be included in the surveillance programme

may arise at the farm, the slaughterhouse/abattoir, or during transportation, procedures and protocols should

be in place covering all points in the livestock production chain for: (1) the identification and reporting of

animals potentially lying-en-the-centinuum showing symptems-signs of the clinical BSE-spectrum of BSE (e.g.

by the farmer, animal handler, veterinarian, etc.);; (2) the criteria to determine which of these reported animals

need to be tested for BSE (e.g. the criteria used by the veterinarian that allows the discrimination of reported
animals subject to laboratory testing)-; (3) the collection and submission of samples for testing in a laboratorys;
and (4) a follow-up epidemiological investigation for BSE positive findings.
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It is important that appropriate procedures and protocols are in place to ensure that BSE can be definitively
ruled out on the list of differential diagnoses.

a)

b)

c)

d)

e)

f)

9)

List the common cattle disorders with clinical signs compatible with BSE in the country or zone. If
available, provide the incidence/prevalence of these disorders, ideally by production system (e.g. dairy,
beef) and by age group.

Describe the procedures and protocols in place for reporting animals potentially hing-on-the-continuum

i i of the clinical BSE-spectrum of BSE (those described in points 2(a) to 2(d) of
Article 11.4.18.) to the Competent Authority. For example, these procedures and protocols may include
the steps that a farmer may follow once an animal with clinical signs suggestive of BSE is identified.
These procedures and protocols should cover the clinical continuum of the disease spectrum ranging
from clinical suspects to non-ambulatory to fallen stock.

Describe the procedures and protocols in place for the investigation of reported animals potentially hfirg
on-the-continuum showing symptems-signs of the clinical BSE spectrum of BSE (those described in
points 2(a) to 2(d) of Article 11.4.18.) that allow the discrimination of reported animals to be subjected to
laboratory testing. For example, these procedures and protocols may include the range of clinical signs
to be considered, and how the age, the clinical history of the animal and epidemiological data of the herd
are taken into account. An evaluation procedure may, for example, be in the form of a protocol, a checklist
or a decision tree, and should cover the clinical continuum of the disease spectrum ranging from clinical
suspects to non-ambulatory to fallen stock.

Describe the methods applied to assess the age of animals investigated, such as individual identification
or dentition.

Describe the procedures and protocols for the transport of live or dead animals for sampling, and transfer
of samples to laboratories for testing, including details of the cattle identification system, the maintenance
of the chain of custody of the carcass and the samples, and the reconciliation of samples with the animals
they were collected from.

Provide the procedures and protocols for a follow-up epidemiological investigation of BSE positive
results.

Provide a summary table for each_of the preceding eight years (Table 1) of the number of animals
reported and the number of animals subjected to BSE testing for each clinical presentation (those in
points 2(a) to 2(d) of Article 11.4.18.).

Table 1.

Year:

Table 1 -

Summary of all animals that were reported and evaluated for testing by the Veterinary Authority

Clinical presentation (see point 2 of Number of reported Number of animals subjected
Article 11.4.18.) animals to BSE testing

(A) Cattle displaying progressive behavioural or
neurological signs suggestive of BSE that are
refractory to treatment

(B) Cattle showing behavioural or neurological
signs that did not pass the ante-mortem
inspection at slaughterhouses/abattoirs

(C) Cattle presented as downers (non-
ambulatory) with an appropriate supporting
clinical history

(D) Cattle found dead (fallen stock) with an
appropriate supporting clinical history
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5:) Animals subjected to laboratory testing

a)

Provide in Table 2
were subjected to laboratory testing (see point 2 of Article 11.4.18.).

Annex 14 (contd)

details of all animals counted in Table 1 that

Table 2. Details of the animals that were subjected to laboratory testing-

Recovery of BSE risk status

For a BSE
case,
Age Type of indicate the
Laboratory (in ; . -
. e production - Final origin
identification months) system Description Clinical diagnosis | (indigenous
Year number or at the ()éair of observed resentation (A (if%SE gor
notified individual time of Y, clinical p ’ o . L
. - Y beef, - B, C or D) specify the | imported; if
identification | reporting : signs ’ .
number first mixed, strain) _ |m_ported,
I - etc.) indicate the
country of
birth)
Article 1.8.7.

Following the occurrence of an indigenous case of classical BSE in an animal born within the preceding eight years
in a_country or zone with a negligible BSE risk status-ef-a-country-erzene, the outcome of the investigation together
with any additional measures implemented that confirm or ensure that the risk of BSE agents being recycled within
the cattle population continues to be negligible should be provided with reference to the provisions in Article 1.8.5.
as appropriate. Information in relation to other sections need to only be supplied if relevant.
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Annex 19

CHAPTER 8.8.

INFECTION WITH
FOOT AND MOUTH DISEASE VIRUS

Article 8.8.1.

; | provisi

1) Many different species belonging to diverse taxonomic orders are known to be susceptible to infection with foot
and mouth disease virus (FMDV). Their epidemiological significance depends upon the degree of susceptibility,
the husbhandry system, the density and extent of populations and the contacts between them. Amongst
Camelidae, only Bactrian camels (Camelus bactrianus) are sufficiently susceptible to have potential for
epidemiological significance. Dromedaries (Camelus dromedarius) are not susceptible to infection with FMDV
while South American camelids are not considered to be of epidemiological significance.

2)  For the purposes of the Terrestrial Code, foot and mouth disease (FMD) is defined as an infection of animals of
the suberderruminantia—and-ef-the family suidae and the subfamilies bovinae, caprinae and cervidae of the
order Artiodactyla, and Camelus bactrianus with FMDV.

2bis) For the purposes of this chapter, ‘cattle’ means animals of the species Bos taurus or Bos indicus.

3) The following defines the occurrence of infection with FMDV:
a) FMDV has been isolated from a sample from an animal listed in point 2; or

b) wiral antigen or viral ribonucleic acid specific to FMDV has been identified in a sample from an animal
listed in point 2, showing clinical signs consistent with FMD, or epidemiologically linked to a suspected
or confirmed outbreak of FMD, or giving cause for suspicion of previous association or contact with
FMDV; or

c) antibodies to structural (SP) or non-structural proteins (NSP) of FMDV, that are not a consequence of
vaccination, have been identified in a sample from an animal listed in point 2, showing clinical signs
consistent with FMD, or epidemiologically linked to a suspected or confirmed outbreak of FMD, or giving
cause for suspicion of previous association or contact with FMDV.

4)  Transmission of FMDV in a vaccinated population is demonstrated by change in virological or serological
evidence indicative of recent infection, even in the absence of clinical signs or any cause for suspicion of
previous association or contact with FMDV.

5) For the purposes of the Terrestrial Code, the incubation period of FMD shall be 14 days.

6) Infection with FMDV can give rise to disease of variable severity and to EMBV transmission of EMDV. FMDV
may persist in the pharynx and associated lymph nodes of ruminants for a variable but limited period of time
beyond 28 days after infection. Such animals have been termed carriers. Hewever, The only persistently
infected species from which transmission of FMDV has been proven is the African buffalo (Syncerus caffer).

87) Standards for diagnostic tests and vaccines are described in the Terrestrial Manual.
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gelatine;

1)
2)
3)
4)
5) invivo derived bovine embryos collected, processed and stored in accordance with Chapter 4.8.

Other commodities of susceptible species can be traded safely if in accordance with the relevant articles in this
chapter.

Article 8.8.2.
FMD-free-Country or zone free from FMD where vaccination is not practised
In defining a zone where vaccination is not practised the principles of Chapter 4.34. should be followed.

Susceptible animals in the EMB-free country or zone free from FMD, where vaccination is not practised should be
protected by the application of biosecurity measures that prevents the entry of FMDV into the free country or zone.

Taking into consideration physical or geographical barriers with any neighbouring infected country or zone, these
measures may include a protection zone.

1) a)—there has been no case of infection with FMDY;

2) the Veterinary Authority h rrent knowl f, an thority over, all her f domestic an tive wil
tible animals in th ntry or zone;
3) the Veterinary Authority h rrent knowl f the distribution, habitat and indication of di rren
through iv rveillan f wild and feral ceptible animals in th ntry or zone;
4) ropriat rveillance h n implemented in accordance with:
a)  Atticle 1.4.6. where historical fr m can monstrated; or

b) I ed out:

a) surveillance—in—accordance—with Articles 8.8.40. to 8.8.42. where historical freedom cannot be

demonstrated which includes the has—beenimplemented-to-detection of clinical signs of FMD and
demonstrate ro-evidence-of.

i) no.infection with FMDV in unvaccinated animals;

i) no FMbV transmlssmn of FMDV in prewously vaccinated animals when—the—FMD—#ee—eew%w—er
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6) vaccination against FMD is prohibited and the prohibition has been effectively implemented and supervised.

The country MemberCountry-erthe-propesedfree or zone will be included in the list of EMB-free countries or zones
ﬁ:e_eiLQm_EMQ where vaccmatlon is not WM&WM

A : : hat the int —— ints 22 |
4—abe¥e—be4e—submﬂted annually or all gomts above. and An¥ changes in the epidemiological situation or other

significant events inrcluding-thoserelevantto-peints-3b)and-4 should be reperted notified to the OIE in accordance
with theregquirementsin Chapter 1.1.

Provided the conditions of points-1-te-4-3 4are is are fulfilled, the status of a country or zone will not be affected by
applying official emergency vaccination to FMD susceptible animals in zoological collections in the face of a FMD
threat identified by the Veterinary Authorities, provided that the following conditions are met:

—  the zoological collection has the primary purpose of exhibiting animals or preserving rare species, has been
identified, including the boundaries of the facility, and is included in the country's contingency plan for FMD;

—  appropriate biosecurity measures are in place, including effective separation from other susceptible domestic
populations or wildlife;

—  the animals are identified as belonging to the collection and any movements can be traced;
—  the vaccine used complies with the standards described in the Terrestrial Manual;
—  vaccination is conducted under the supervision of the Veterinary Authority;

—  the zoological collection is placed under surveillance for at least 12 months after vaccination.

A country or zone free from FMD may maintain its free status despite an incursion of African buffalo from a
neighbouring infected country or zone provided that the relevant conditions are met and documented evidence has
been submitted to and accepted by the OIE.
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Article 8.8.3.

FMD-free-Country or zone free from FMD where vaccination is practised

Based on the epidemiology of FMD in the country, it may be decided to vaccinate only a defined subpopulation
comprised of certain species or other subsets of the total susceptible population.

A country or zone may be considered free from FMD where vaccination is practised when the relevant provisions
in Qomt 2 of Artlcle 1 4. 6 have been comglled Wlth! and when within the proposed free countg or zone Ie—qaahiy

ba) there has been no evidence-of FMBV transmission of EMDV during-the-past-12 menths;

b) here has been no |nfect|on of EMDV in the unvaccinated subpopulations-case-with-clinical sigh-of FMB

occurrence through Qasswe survelllance of W|Id and feral suscegtlble anlmals in the countg or zone!

e) compulsory systematic vaccination in the target population has been carried out to achieve adequate
vaccination coverage and population immunity;

f)  vaccination has been carried out following appropriate vaccine strain selection;

g) measures to prevent the |ntroduct|on of infection have been in place: in particular, the importations or

23) forthe past 24 months supply-documented-evidence-that:

a) ete i i - C
Articles 8.8.40. to 8.8.42. has—been—wrplememed—te—deteet—elmmal—ggns—ef—m %%
and demonstrates points 1(a) and 1(b) above. ne-evidence-of thatthere has beenno:
b)
&
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Annex 19 (contd)

The country MemberCeuntry or the-propesed-free zone will be included in the list of FMB-free countries or zones
fJ’_e_e_tr_Qm_EMD where vaccmanon is pract|sed w&mm

] that-the-information-inpoints 2.-3-and
4—abe¥e—be4e—subm¢ted—annually for all Qomts above. and—An¥ changes in the epidemiological situation or other

significant events inrcluding-thoserelevantto-peints-3b)and-4 should be reperted notified to the OIE in accordance
with theregquirementsin Chapter 1.1.

Article 8.8.3bis.

ition of vaccinati : free f

If a Member Country that meets the requirements of a EMB-free country or zone free from FMD where vaccination
is practised and is recognised by the OIE as such, wishes to change its status to FMB-free country or zone free
from FMD where vaccination is not practised, it should notify the OIE in advance of the intended date of cessation
of vaccination and apply for the new status within 24 months of the cessation. The status of this country or zone
remains unchanged until compliance with Article 8.8.2. is approved by the OIE. If the dossier for the new status is
not provided within 24 months then the status of the country or zone as being free with vaccination will be
suspended. If the country does not comply with requirements of Article 8.8.2., evidence should be provided within
three months that it complies with Article 8.8.3. Otherwise the status will be withdrawn.

Qractlsed and is recognlsed by the OIE as such! wishes to change its status to country or zone free from FMD where
vaccmatlon |s Qractlsed! it should Qrowde the OIE with an aggllcatlon and a glan foIIowmg the structure of the
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Article 8.8.4.

FMD-free-Compartment free from FMD where vaccination is not practised

A EMB-free compartment free from FMD where vaccination is not practised can be established in eithera-FMD-free

any country or zone orin-an-infected-country-erzone. In defining such a compartment the principles of Chapters
4.34. and 4.45. should be followed. Susceptible animals in the EMB free compartment should be separated from

any other susceptible animals by the effective application of an effective biosecurity plan managementsystem.

A Member Country wishing to establish a FMB-free compartment free from FMD where vaccination is not practised
should:

1) have a record of regular and prompt animal disease reporting and, if not FMB free, have an official control
programme and a surveillance system for FMD in place in accordance with Articles 8.8.40. to 8.8.42. that
allows knowledge of the prevalence, distribution and characteristics of FMD in the country or zone;

2) declare for the FMB free compartment that:
a) there-hasbeenno-case of FMD duringthe past 12 moenths:
ab) no evidenee-of infection with FMDV has been found detected occurred during the past 12 months;
gb) vaccination against FMD is prohibited,;
dc) no animal vaccinated against FMD within the past 12 months is in the compartment;

ed) animals, semen, embryos and animal products may only enter the compartment in accordance with
relevant articles in this chapter;

fe) documented evidence shows that surveillance in accordance with Articles 8.8.40. to 8.8.42. is in
operation;

gf) an animal identification and traceability system in accordance with Chapters 4.2%. and 4.32. is in place;
3) describe in detail:
a) the animal subpopulation in the compartment;

b) the biosecurity plan to mitigate the risks identified by the surveillance carried out in accordance with
point 1.

The compartment should be approved by the Veterinary Authority. The fitst approval should only be granted when
no infection ease or transmission of FMDY has occurred within a 10 ten-kilometre radius of the compartment during

the past three months prior to the effective establishment of the biosecurity plan.

y - - -
from any other suscegtlble anlmals by the aggllcatlon of an effectlve biosecurity plan.
A Member Country wishing to establish a compartment free from FMD where vaccination is practised should:

1) have a record of regular and prompt animal disease reporting and, if not free, have an official control
programme and a surveillance system for FMD in place in accordance W|th Articles 8.8.40. to 8 8.42. that
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12 months;

c) compulsory systematic vaccination is carried out using a vaccine that complies with the standards
described in the Terrestrial Manual, including appropriate vaccine strain selection. The vaccination
coverage and population immunity are closely monitored;

f)

3) describe in detail:

a) the animal subpopulation in the compartment;

nfggtlg n case or transmlssmn of FMDV has occurred Wlthln a 10-k|Iometre radlus of the comgartment durlng the
three months prior to the effective establishment of the biosecurity plan.

Article 8.8.5.
EMD-infected-Country or zone infected with FMDV

For the purposes-of this chapter,aA EMD-infected country or zone_shall be considered as infected with FMDV is

ene-that-dees-notfulilwhen the requirements for acceptance te-gualify-as a country or zone free from FMD either
EMBD free where vaccination is not practised or FMB free where vaccination is practised are not fulfilled.

icle 8.8.5bi

Establis} E . ithi free from FMC

tible animals in th nt r zone free from FMD shoul rotect th lication of bi rity that

The Vgtgrlngg A;;thgrltx §hggglg ;gggmit as §ggn as Qg§§iglg tgthg OIE, in gggmgn tg the requirements of

Article 4.4.6. rt of th lication ment vidence that:

1)

2)

3)

4) intensifi i rity in the rest of th ntry is in pl

5) waren mpaigns aim t th neral li I rs, traders, veterinarians and other relevant
stakeholders;
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Qrotectlon zone is establlshed ina countg or zone free from FMD Where vaccination is not Qractlsed

The protection zone is considered as effectively established when the conditions described in this article and in

he countg or zone is not affected. The status of the protection zone can be recovered followmg point 1 of
Article 8.8.7. Should the Member Country wish to maintain vaccination in the protection zone, Article 8.8.3bis
applies.

In _the event of an outbreak within a previously free protection zone! the free status of the grotection zone is

the OIE.

Article 8.8.6.
Establishment of a containment zone within a FMD-free country or zone previously free from FMD

In the event of limited outbreaks within a FMB-free country or zone previously free from FMD, including within a
protection zone, with or without vaccination, a singlecontainment zone, which includes all epidemiologically linked

outbreaks, may be established, m_acggtdamuh_AmgleAAL #er—the—pwpes&ef—rmnmsmg to_minimise the
impact on the entire restofthe country or zone in-accordance with-Article 4.4

For this to be achieved and for the Member Country to take full advantage of this process, the Veterinary Authority
should submit as soon as possible to the OIE, in addition to the requirements of Article 4.4.7. in support of the
application, documented evidence that:

1) onsuspicion, a strict standstill has been imposed on the suspected establishments and in the country or zone
animal movement control has been imposed and effective controls on the movement of other commaodities
mentioned in this chapter are in place;

2) on confirmation, an additional standstill of susceptible animals has been imposed in the entire containment
zone and the movement controls described in point 1 have been reinforced,;

48) surveillance in accordance with Articles 8.8.40. to 8.8.42. is in place in the containment zone and in the rest
of the country or zone;
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59) measures that prevent the spread of FMDV to the rest of the country or zone, taking into consideration physical
and geographical barriers, are in place.

estabhshed— The free status of the these areas outslde the contalnment zone may be relnstated irrespective of the
provisions of Article 8. 8 7 once the contalnment zone has been approved by the OIE as complylng Wlth p0|nts 1

to 59 above

In the event of recurrence of infection with FMDV in unvaccinated animals or EMBV transmission of FMDV in
vaccinated animals in the containment zone,_established in accordance with point 4(a) of Article 4.4.7., the approval
of the containment zone is withdrawn and the FMD status of the whole country or zone is suspended until the
relevant requirements of Article 8.8.7. are fulfilled.

In the event of occurrence of infection with FMDV in unvaccinated animals or transmission of FMDV in vaccinated

aggroval of the containment zone is Wlthdrawn and the status of the whole country or zone is suspended until the
! . f Arti Y fulf

The recovery of the EMB free status of the containment zone should be achieved within 2218 months of its approval
and follow the provisions of Article 8.8.7.

Article 8.8.7.
Recovery of free status {see-Figures1-and-2)

1) When a infection with FMDV ease occurs in a EMB-free country or zone previously free from FMD where
vaccination is not practised, one of the following waiting periods is required to regain this free status:

a) three months after the disposal of the last animal killed where a stamping-out policy, without emergency
vaccination, and surveillance are applied in accordance with Articles 8.8.40. to 8.8.42.; or

b) three months after the disposal of the last animal killed or the slaughter of all vaccinated animals,
whichever occurred last, where a stamping-out policy, emergency vaccination and surveillance in
accordance with Articles 8.8.40. to 8.8.42. are applied; or

c) six months after the disposal of the last animal killed or the last vaccination, whichever occurred last,
where a stamping-out policy, emergency vaccination not followed by the slaughtering of all vaccinated
animals, and surveillance in accordance with Articles 8.8.40. to 8.8.42. are applied. However, this
requires a serological survey based on the detection of antibodies to nren-structural-proteins NSP of
FMDV to demonstrate no ewdenee—ef—mteetlen LL&DS_DJJ_S_&ID_D_QLEM_M in the remaining vaccmated
populatlon 1 to a J ) ) L

The country or zone will regain the its free status efFMD-free-country—orzone-where-vaceination-is-not
practised-only after the submitted evidence, based on the provisions of Article 1.6.6., has been accepted by
the OIE.

The time periods in points 1(a) to 1(c) are not affected if official emergency vaccination of zoological collections
has been carried out following the relevant provisions of Article 8.8.2.

Where a stamping-out policy is not practised, the above waiting periods do not apply, and Article 8.8.2. applies.

2)  When a FMDB ease-of infection with FMDV occurs in a FMB-free country or zone previously free from FMD
where vaccination is not practised, the following waiting period is required to gain the status of FMb-free
country or zone free from FMD where vaccination is practised: six months after the disposal of the last animal
killed where a stamping-out policy has been applied and a continued vaccination policy has been adopted,
provided that surveillance is applied in accordance with Articles 8.8.40. to 8.8.42., and a serological survey
based on the detection of antibodies to renstructural-proteins NSP. of FMDV demonstrates no evidence-of
EMBV transmission of FMDV.
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3)

4)

5)

The country or zone can gain the status of FMD free ceuntryr-orzone from FMD where vaccination is practised
only after the submitted evidence, based on the provisions of Article 1.6.6., has been accepted by the OIE.

Where a stamping-out policy is not practised, the above waiting periods do not apply, and Article 8.8.3. applies.

When a-case-ef infection with FMDY occurs in a EMB-free country or zone previously free from FMD where
vaccination is practised, one of the following waiting periods is required to regain this free status:

a) six months after the disposal of the last animal killed where a stamping-out policy, with emergency
vaccination, and surveillance in accordance with Articles 8.8.40. to 8.8.42. are applied, provided that
serological surveillance based on the detection of antibodies to nenstructural-proteins NSP of FMDV

demonstrates no ewdenee e# it transmlsswn %W

vaccinated Qogulatlon and absence of transmlssmn of FMDV in the vaccmated gogulatlon based on the
provisions of points 7 and 8 of Articles 8.8.40. as appropriate; or

b) 12 months after the detection of the last case where a stamping-out policy is not applied, but where
emergency vaccination and surveillance in accordance with Articles 8.8.40. to 8.8.42. are applied,
provided that serological surveillance based on the detection of antibodies to roastructural-proteins NSP
of FMDV demonstrates no evidence of wirus transmission_of FMDV.

Whenre emergency vaccination is not applied, the above waiting periods do not apply, and Article 8.8.3.
applies.

When a FMD-ease-of infection with FMDV occurs in a FMb-free compartment free from FMD, Article 8.8.4. or
Article 8.8.4bis. applies.

Member Countries applying for the recovery of status should do so only when the respective requirements for
the recovery of status are met. When a containment zone has been established, the restrictions within the
containment zone should be lifted in accordance with the requirements of this article only when the disease
EMD has been successfully eradicated within the containment zone.

For Member Countries not applying for recovery within 24 months after suspension, the provisions of
Article 8.8.2., Article 8.8.3. or Article 8.8.4. apply.

Article 8.8.8.

Direct transfer of FMD susceptible animals from an infected zone, including containment zone, for slaughter
in a free zone (whether vaccination is practised or not)

In order not to jeopardise the status of a free zone, FMD susceptible animals should only leave the infected zone if
transported directly to for slaughter in the nearest designated slaughterhouse/abattoir under the following

conditions:

1) no FMD susceptible animal has been introduced into the establishment of origin and no animal in the
establishment of origin has shown clinical signs of FMD for at least 30 days prior to movement;

2) the animals were kept in the establishment of origin for at least three months prior to movement;

3) FMD has not occurred within a 10-kilometre radius of the establishment of origin for at least four weeks prior
to movement;

4) the animals sheuld-be are transported under the supervision of the Veterinary Authority in a vehicle, which
was cleansed and disinfected before loading, directly from the establishment of origin to the
slaughterhouse/abattoir without coming into contact with other susceptible animals;

5) such a slaughterhouse/abattoir is not approved for the export of fresh meat during the time it is handling the
meat of animals from the infected zone;
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6) vehicles and the slaughterhouse/abattoir sheuld-be are subjected to thorough cleansing and disinfection
immediately after use.

The animals should have been subjected to ante- and post-mortem inspection within 24 hours before and after
slaughter with no evidence of FMD, and the meat derived from them treated in accordance with point 2 of
Article 8.8.22. or Article 8.8.23. Other products obtained from the animals and any products coming into contact
with them should be treated in accordance with Articles 8.8.31. to 8.8.38. in order to destroy any FMDV potentially
present.

1) noanimalin the establishment of origin has shown clinical signs of FMD for at least 30 days prior to movement;
2) the animals were kept in the country or zone of origin for at least three months prior to movement;

3) the animals are transported under the supervision of the Veterinary Authority in a vehicle, directly from the
establishment of origin to the slaughterhouse/abattoir;

the glace of shigment.

Article 8.8.10.

Recommendations for importation from FMB-free countries, er-zones or compartments free from FMD where
vaccination is not practised erFMD-free-compartmentsfree-from-FMD

For FMD susceptible animals
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Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
animals:

1) showed no clinical sign of FMD on the day of shipment;

2) were kept since birth or for at least the past three months in a FMB-free country, er zone or compartment free
from FMD where vaccination is not practised era-FMD-free-compartment free from EMD:

3) if transiting an infected zone, were not exposed to any source of FMDV during transportation to the place of
shipment:;

o i . . ) . f Article 8.¢
Article 8.8.11.

Recommendations for importation from FMB-free countries, er zones or compartments free from FMD where

vaccination is practised

For domestic ruminants and pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
animals:

1) showed no clinical sign of FMD on the day of shipment;

2) were kept since birth or for at least the past three months in a FMB-free country, er zone or compartment free
from FMD where vaccination is practised;

3) ifnotvaccinated were subjected to a virological and serological tests for FMD with negative results on samples

4)

collected not earlier than 14 days before the shipment;

5) if transiting an infected zone, were not exposed to any source of FMDV during transportation to the place of

shipment;
6) if transitin free zone where vaccination is not practi were not in contact with any FMD tibl
nimal during transportation to the pl f shipment.

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that:

1

I~

the animals were kept in the country, zone or compartment of origin since birth or for at least three months
prior to shipment;

3) the animals were transported under the supervision of the Veterinary Authority directly from the establishment
of origin in sealed vehicles/vessels;
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Article 8.8.12.

Recommendations for importation from FMB-infected countries or zones infected with FMDV, where an
official control programme exists

For domestic ruminants and pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the animals showed no clinical sign of FMD on the day of shipment;

2) pigs have not been fed swill not complying with Article 8.8.31bis.;

32) prior to isolation, the animals were kept in the establishment of origin:

a) for 30 days, or since birth if younger than 30 days, if a stamping-out policy is applied to control FMD in
the exporting country or zone, or

b) for three months, or since birth if younger than three months if a stamping-out policy is not applied to
control FMD in the exporting country or zone;

43) the establishment of origin is covered by the official control programme and FMD has not occurred within jt
the-establishment-of-origin for the relevant period as defined in points 23(a) and 23(b) above;

54a) the animals were isolated in an establishment or a quarantine station for the 30 days prior to shipment, and
all animals in isolation were subjected to diagnostic virological and serological tests for evidence of FMDV
with negative results on samples collected at least 28 days after the start of isolation period, and

ation, that-FMD did not occur

wnthln a 10- kllometre radlus of the establlshment durlng thatpenod—er—theuestabﬁshment—s%q&manﬂne
station;

65) the animals were not exposed to any source of FMDYV during their transportation from the establishment to
the place of shipment.

Article 8.8.14.

Recommendations for importation from EMD-free countries,-er zones or compartments free from FMD where
vaccination is not practised erFMB-free compartmentsfree from FMD

For fresh and frozen semen of domestic ruminants and pigs
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Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor males:

a) showed no clinical sign of FMD on the day of collection of the semen and-for-the-following-30-days;

b)  were kept for at least three months prior to collection in a FMB-free country, e zone or compartment free

from EMD where vaccination is not practised er-FMD-free-compartmentsfree from FMD;

c) were kept in an artificial insemination centre;

2) the semen was collected, processed and stored in accordance with Chapters 4.56. and 4.67.
Article 8.8.15.

Recommendations for importation from FMB-free countries or, zones or compartments free from FMD where
vaccination is practised

For frozen semen of domestic ruminants and pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor males:
a) showed no clinical sign of FMD on the day of collection of the semen and for the following 30 days;

b)  were kept for at least three months prior to collection in a FMB-free country, er zone or compartment free
from FMD where vaccination is practised;

c) either
i) have been vaccinated at least twice; with the last vaccination not less more than ene six months

and-notmore-than-six-months-priorto-collection, unless protective immunity has been demonstrated
for more than six months, and not less than one month prior to collection;

or

ii)  have not been vaccinated and were subjected, not less than 21 days and not more than 60 days
after collection of the semen, to tests for antibodies against FMDV, with negative results;

2) the semen:
a) was collected, processed and stored in accordance with Chapters 4.56. and 4.67.;

b)  was stored in the country of origin for a period of at least one month following collection, and during this
period no animal on the establishment where the donor animals males were kept showed any clinical
sign of FMD.

Article 8.8.16.
Recommendations for importation from FMB-infeeted countries or zones infected with FMDV

For frozen semen of domestic ruminants and pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor males:

a) showed no clinical sign of FMD on the day of collection of the semen and for the following 30 days;
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b)  were kept in an artificial insemination centre where to which no animal had been added in the 30 days

before collection, and within a 10-kilometre radius of which, that FMD has not occurred withina—10
kilometreradius-of the-artificialinsemination-centre for in the 30 days before and after collection;

c) either
i) have been vaccinated at least twice; with the last vaccination not less more than ene six months

and-notmore-than-six-months-priorto-collection, unless protective immunity has been demonstrated
for more than six months, and not less than one month prior to collection;

or

ii)  have not been vaccinated and were subjected, not less than 21 days and not more than 60 days
after collection of the semen, to tests for antibodies against FMDV, with negative results;

2) the semen:
a) was collected, processed and stored in accordance with Chapters 4.56. and 4.67.;

b) was subjected, with negative results, to a test for evidence of FMDV if the donor male has been
vaccinated within the 12 months prior to collection;

c) was stored in the country of origin for a period of at least one month following collection, and that during
this period no animal on the establishment where the donor males were kept showed any sign of FMD.

Article 8.8.18.

Recommendations for importation from FMB-free countries-or; zones or compartments free from FMD where
vaccination is not practised er FMD-free-compartmentsfree-from-FMD

For in vitro produced embryos of bevines eattlecattle

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor females:
a) showed no clinical sign of FMD at the time of collection of the oocytes;

b)  were kept for at least three months prior to collection in a FMB-free country, er zone or compartment free
from FMD where vaccination is not practised er EMD-free compartmentsfree from EMD;

2) fertilisation was achieved with semen meeting the conditions referred to in Articles 8:8:43--8.8.14., 8.8.15. or
8.8.16., as relevant;

3) the oocytes were collected, and the embryos were processed and stored in accordance with Chapters 4.8.
and 4.9., as relevant.

Article 8.8.19.

Recommendations for importation from EMD-free countries-er; zones or compartments free from FMD where
vaccination is practised

For in vitro produced embryos of bevines cattlecattle
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Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor females:
a) showed no clinical sign of FMD at the time of collection of the oocytes;

b) were kept for at least three months prior to collection in a FMB-free country, er zone or compartment free
from FMD where vaccination is practised;

c) either
i) have been vaccinated at least twice; with the last vaccination not less more than ene six months

and-notmore-than-six-months-priorto-collection, unless protective immunity has been demonstrated
for more than six months, and not less than one month prior to collection;

or

ii)  were subjected, not less than 21 days after collection, to tests for antibodies against FMDV, with
negative results;

2) fertilisation was achieved with semen meeting the conditions referred to in Articles 8-8-13+-8.8.14., 8.8.15. or
8.8.16., as relevant;

3) the oocytes were collected, and the embryos were processed and stored in accordance with Chapters 4.8.
and 4.9., as relevant.

Article 8.8.20.

Recommendations for importation from FMB-free countries-or; zones or compartments free from FMD where
vaccination is not practised erFMD-free-compartmentsfree-from-FMD

For fresh meat or meat products of FMD susceptible animals

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
entire consignment of meat comes from animals which:

1) have been kept in a FMb-free country or zone or compartment free from FMD where vaccination is not

practised er-FMbB-free-compartmentfree from EMDB; or which have been imported in accordance with Article
8.8.10., Article 8.8.11. or Article 8.8.12.;

2) have been slaughtered in an approved slaughterhouse/abattoir and have been subjected to ante- and post-
mortem inspections with favourable results.

Article 8.8.21.

Recommendations for importation from FMB-free countries-or; zones or compartments free from FMD where
vaccination is practised

For fresh meat and meat products of ruminants and pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
entire consignment of meat comes from animals which:

1) have been kept in the FMB-free country or zone or compartment free from FMD where vaccination is practised,
or which have been imported in accordance with Article 8.8.10., Article 8.8.11. or Article 8.8.12;

2) have been slaughtered in an approved slaughterhouse/abattoir and have been subjected to ante- and post-
mortem inspections fer-FMB with favourable results;

3) for ruminants the head, including the pharynx, tongue and associated lymph nodes, has been excluded from
the shipment.
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Article 8.8.22.

Recommendations for importation from FMB-infected countries or zones infected with FMDV, where an
official control programme exists

For fresh meat of bevines eattlecattle and water buffaloes (Bubalus bubalis) (excluding feet, head and viscera)

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
entire consignment of meat:

1) comes from animals which:

a) have remained, for at least three months prior to slaughter, in a zone of the exporting country where
bovines eattlecattle and water buffaloes are regularly vaccinated against FMD and where an official
control programme is in operation;

b) have been vaccinated at least twice with the last vaccination not more than six months, unless protective
immunity has been demonstrated for more than six months, and not less than one month prior to
slaughter;

c) were kept for the past 30 days in;

— aguarantine station; or in
= an establishment, within a ten 10-kilometre radius of which and-that FMD has not occurred within
a-10-kilometre radius-of the-establishment during that period;-erthe-establishmentis-a-guarantine
station;

d) have been transported, in a vehicle which was cleansed and disinfected before the bevines cattlecattle
and water buffaloes were loaded, directly from the establishment of origin or quarantine station to the
approved slaughterhouse/abattoir without coming into contact with other EMD susceptible animals which
do not fulfil the required conditions for export;

e) have been slaughtered in an approved slaughterhouse/abattoir:

i) which is officially designated for export;

ii)  in which no FMD has been detected during the period between the last disinfection carried out
before slaughter and the shipment for export has been dispatched;

f)

2) comes from deboned carcasses:
a) from which the major lymphatic nodes have been removed,

b)  which, prior to deboning, have been submitted to maturation at a temperature greater than + 2°C for a
minimum period of 24 hours following slaughter and in which the pH value was less than 6.0 when tested
in the middle of both the longissimus dorsi muscle.

Veterinary Authorities should reqguire the presentation of an international veterinary certificate attesting that:

1) the meat comes from animals complying with peints1-to-6-of Article 8.8.12.;
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dlrectI¥ from the establlshment of orlgln or guarantlne statlon to the approved slaughterhouse/abattow W|thou
coming into contact with other FEMD susceptible animals that do not fulfil the conditions required for export,
either during transport or at the slaughterhouse/abattoir;

3) the animals were slaughtered in an approved slaughterhouse/abattoir:

a) which is officially designated for export;

5) the carcasses were not released earlier than 24 hours after slaughter and not before Veterinary Authorities
have confirmed that FMD has not occurred in the establishment of origin.

Article 8.8.23.
Recommendations for importation from FMB-infeeted countries or zones infected with FMDV

For meat products of FMD susceptible animals

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the entire consignment of meat products come from animals which have been slaughtered in an approved
slaughterhouse/abattoir and have been subjected to ante- and post-mortem inspections for—FMB with
favourable results;

2) the meat products have been processed to ensure the destruction of FMDV in accordance with one of the
procedures in Article 8.8.31.;

3) the necessary precautions were taken after processing to avoid contact of the meat products with any potential
source of FMDV.

Article 8.8.24.

Recommendations for importation from FMD-free countrlesert zones Mm fLegiLQm_EMD where
whether vaccination either is practised or is not pra

For milk and milk products (other than those defined in Article 8.8.1bis.) intended for human consumption and for
products of animal origin (from FMD susceptible animals) intended for use in animal feeding or for agricultural or
industrial use

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that these
products come from animals which have been kept in a FMB-free country, zone or compartment free from FMD, or
which have been imported in accordance with Article 8.8.10., Article 8.8.11. or Article 8.8.12.

Article 8.8.25.

Recommendations for importation from FMB-infected countries or zones infected with FMDV, where an
official control programme exists

For milk and milk products (other than those defined in Article 8.8.1bis.)
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) these products:

a) originate from establishments which were not infected or suspected of being infected with FMD at the
time of milk collection;
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b) have been processed to ensure the destruction of FMDV in accordance with one of the procedures in
Article 8.8.35. and in Article 8.8.36.;

2) the necessary precautions were taken after processing to avoid contact of the products with any potential
source of FMDV.

Article 8.8.27.

Recommendations for importation from FMB-infeeted countries or zones infected with FMDV

For wool, hair, bristles, raw hides and skins from FMD susceptible animals

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) these products have been processed to ensure the destruction of FMDV in accordance with one of the
procedures in Articles 8.8.32., 8.8.33. and 8.8.34;

2) the necessary precautions were taken after collection or processing to avoid contact of the products with any
potential source of FMDV.

Veterinary Authorities should authorise, without restriction, the import or transit through their territory of semi-
processed hides and skins (limed hides, pickled pelts, and semi-processed leather such as wet blue and crust
leather), provided that these products have been submitted to the usual chemical and mechanical processes in use
in the tanning industry.

Article 8.8.28.
Recommendations for importation from FMB-infeeted countries or zones infected with FMDV

For straw and forage

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that these
commodities:

1) are free of grossly identified contamination with material of animal origin;

2) have been subjected to one of the following treatments, which, in the case of material sent in bales, has been
shown to penetrate to the centre of the bale:

a) eithertothe action of steam in a closed chamber such that the centre of the bales has reached a minimum
temperature of 80°C for at least ter 10 minutes,

b) or to the action of formalin fumes (formaldehyde gas) produced by its commercial solution at 35-40% in
a chamber kept closed for at least eight hours and at a minimum temperature of 19°C;

OR

3) have been kept in bond for at least four months before being released for export.
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Article 8.8.29.

Recommendations for importation from FMB-free countrieser, zones or compartments free from FMD, where
whether vaccination either is practised or is not praetised

For skins and trophies derived from FMD susceptible wildlife

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that these
products are derived from animals that have been killed in sueh a country or zone free from FMD or which have
been imported from a country, zone or compartment free from FMD.

Article 8.8.30.
Recommendations for importation from FMB-infeeted countries or zones infected with FMDV

For skins and trophies derived from FMD susceptible wildlife

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that these
products have been processed to ensure the destruction of FMDV in accordance with the procedures in Article
8.8.37.

Article 8.8.31.
Procedures for the inactivation of FMDV in meat and meat products
For the inactivation of FMDV present in meat and meat products, one of the following procedures should be used:

1. Canning

Meat and meat products are subjected to heat treatment in a hermetically sealed container to reach an internal
core temperature of at least 70°C for a minimum of 30 minutes or to any equivalent treatment which has been
demonstrated to inactivate FMDV.

2. Thorough cooking

Meat, previously deboned and defatted, and meat products are subjected to a heat treatment that results in a
core temperature of at least 70°C for a minimum of 30 minutes.

After cooking, they should be packed and handled in such a way they are not exposed to a source of FMDV.

3. Drying after salting

When rigor mortis is complete, the meat is deboned, treated with salt (NaCl) and 'completely dried’. It should
not deteriorate at ambient temperature.

‘Completely dried' is defined as a moisture protein ratio that is not greater than 2.25:1 or a water activity (Aw)
that is not greater than 0.85.

il .
P | for the inactivati { FMDV i il

For the inactivation of EMDV in swill, one of the following procedures should be used:

1) the swill is maintained at a temperature of at least 90°C for at least 60 minutes, with continuous stirring; or
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Article 8.8.32.

Procedures for the inactivation of FMDV in wool and hair
For the inactivation of FMDV present in wool and hair for industrial use, one of the following procedures should be used:

1) for wool, industrial washing, which consists of the immersion ef-the-woel in a series of baths of water, soap
and sodium hydroxide (seda-NaOH) or potassium hydroxide (petash-KOH);

2) chemical depilation by means of slaked lime or sodium sulphide;
3) fumigation with formaldehyde in a hermetically sealed chamber for at least 24 hours;

4)  for wooal, industrial scouring which consists of the immersion efweel in a water-soluble detergent held at 60-70°C;

5) for wool, storage efwoel at 4°C for four months, 18°C for four weeks or 37°C for eight days.

Article 8.8.33.

Procedures for the inactivation of FMDV in bristles

For the inactivation of FMDV present in bristles for industrial use, one of the following procedures should be used:
1) boiling for at least one hour; or

2) immersion for at least 24 hours in a 1% aqueous solution of formaldehyde.

Article 8.8.34.

Procedures for the inactivation of FMDV in raw hides and skins

For the inactivation of FMDV present in raw hides and skins for industrial use, the following procedure should be
used: treatment for at least 28 days with salt (NaCl) containing 2% sodium carbonate (Na2CO3).

Article 8.8.35.
Procedures for the inactivation of FMDV in milk and-eream-for-human-consumption

For the inactivation of FMDV present in milk and-cream-for-human-consumption, one of the following procedures
should be used:

21) if the milk has a pH less than 7.0, a process applying a minimum temperature of 72°C for at least 15 seconds
(high temperature - short time pasteurisation [HTST]);; or

32) if the milk has a pH of 7.0 or greater, the HTST process applied twice.
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Article 8.8.37.

Procedures for the inactivation of FMDV in skins and trophies from susceptible wildlife suseeptible-to-the
disease

For the inactivation of FMDV present in skins and trophies from susceptible wildlife wild-animals—susceptible-to

EMB, one of the following procedures should be used prior to complete taxidermal treatment

1) boiling in water for an appropriate time so as to ensure that any matter other than bone, horns, hooves, claws,
antlers or teeth is removed; or

2) gamma irradiation at a dose of at least 20 kiloGray at room temperature (20°C or higher); or

3) soaking, with agitation, in a 4% (weight/volume) solution of sodium carbonate (Na2COs) maintained at pH 11.5
or greater for at least 48 hours; or

4)  soaking, with agitation, in a formic acid solution (100 kg salt [NaCl] and 12 kg formic acid per 1,000 litres
water) maintained at pH less than 3.0 for at least 48 hours; wetting and dressing agents may be added; or

5) in the case of raw hides, treating for at least 28 days with salt (NaCl) containing 2% sodium carbonate
(NazCOs).

Article 8.8.38.
Procedures for the inactivation of FMDV in casings of ruminants and pigs

For the inactivation of FMDV present in casings of ruminants and pigs, the following procedures should be used:
treating for at least 30 days either with dry salt (NaCl) or with saturated brine (NaCl, aw< 0.80), or with phosphate
supplemented salt containing 86.5% NacCl, 10.7% Na:HPO4 and 2.8% NasPO4 (weight/weight/weight), either dry or
as a saturated brine (aw< 0.80), and kept at a temperature of greater than 12°C during this entire period.

Article 8.8.39.

OIE endorsed official control programme for FMD

A Member Ceuntries Country may, on a voluntary basis, apply for endorsement of theirits official control programme
for FMD in accordance with Chapter 1.6., when they-have it has implemented measures in accordance with this

article.

For a Member Country s offrcral control programme for FMD to be endorsed by the OIE, the Member Country should shouLd

1) epidemiology:
a) the detailed epidemiological situation of EMD in the country, highlighting the current knowledge and gaps;

b) the main production systems and movement patterns of susceptible animals and their products within
and into the country and, where applicable, the specific zone;

|rculat|on in the countg!
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vaccination:

a)

b) detailed information on vaccination campaigns, in particular:

)  the strategy that is adopted for the vaccination campaign;
ii) target populations for vaccination;

iii) target geographical area for vaccination;

v)

v)

vi)

vii) if relevant, proposed timeline for the transition to the use of vaccines fully compliant with the
standards and methods described in the Terrestrial Manual;

viii) the proposed strategy and work plan including the timeline for transition to the cessation of
vaccination;

Q dn §
EMD outbreaks;

6) work plan and timelines of the official control programme;

7) performance indicators for assessing the effectiveness of the control measures to be implemented;

8) monitoring, evaluation and review of the official control programme to demonstrate the effectiveness of the
strateqies.

H

2)

3)

4)
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The country will be included in the list of countries having an OIE endorsed official control programme for EFMD in
accordance with Chapter 1.6.

Retention on the list requires an annual update on the progress of the official control programme and information

on S|gn|f|cant changes concernlng the pomts above Ghange&m#reemde#melegreal—sﬁuaﬂe#and—eme{—s&gmﬂeam

Article 8.8.40.

General principles of surveillance

Articles 8.8.40. to 8.8.42. define the principles and provide a guide for the surveillance of FMD in accordance with
Chapter 1.4. applicable to Member Countries seeking establishment, maintenance or recovery of freedom from
FMD at the country, zone or compartment level or seeking endorsement by the OIE of their official control
programme for FMD, in accordance with Article 8.8.39. Surveillance aimed at identifying disease and FMBV
infection with, or transmission of, EMDV should cover domestic and, where appropriate, wildlife species as indicated
in point 2 of Article 8.8.1.
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1. Early detection

A surveillance system in accordance with Chapter 1.4. should be the responsibility of the Veterinary Authority
and should provide an early warning system to report suspected cases throughout the entire production,
marketing and processing chain. A procedure should be in place for the rapid collection and transport of
samples to a laboratory for FMD diagnosis. This requires that sampling kits and other equipment be available
to those responsible for surveillance. Personnel responsible for surveillance should be able to seek assistance
from a team with expertise in FMD diagnosis and control.

2. Demonstration of freedom

The impact and epidemiology of FMD widely differ in different regions of the world and therefore it is
inappropriate to provide specific recommendations for all situations. Surveillance strategies employed for
demonstrating freedom from FMD in the country, zone or compartment at an acceptable level of confidence
should be adapted to the local situation. For example, the approach to demonstrating freedom from FMD
following an outbreak caused by a pig-adapted strain of FMDV should differ significantly from an approach
designed to demonstrate freedom from FMD in a country or zone where African buffaloes (Syncerus caffer)
provide a potential reservoir of infection.

Surveillance for FMD should be in the form of a continuing programme. Programmes to demonstrate no
evidence of infection with, FMBV and transmission of, FEMDV should be carefully designed and implemented
to avoid producing results that are insufficient to be accepted by the OIE or trading partners, or being
excessively costly and logistically complicated.

The strategy and design of the surveillance programme will depend on the historical epidemiological
circumstances including whether ernet vaccination has been used practised or not.

A Member Country wishing to substantiate FMD freedom where vaccination is not practised should

demonstrate no ewdence of |nfect|on W|th FMDV W

A Member Country wishing to substantiate FMD freedom where vaccination is practised should demonstrate
that FMDV has not been transmitted in any susceptible populations. Within vaccinated populations, serological
surveys to demonstrate no evidence of FEMBV transmission of EMDV should target animals that are less likely
to show vaccine-derived antibodies to nen-structural-proteins NSP, such as young animals vaccinated a
limited number of times, or unvaccinated animals. In any unvaccinated subpopulation, surveillance should
demonstrate no evidence of infection with FMDV.

Surveillance strategies employed for establishing and maintaining a compartment should identify the
prevalence, distribution and characteristics of FMD outside the compartment.

3. OIE endorsed official control programme

Surveillance strategies employed in support of an OIE endorsed official control programme should
demonstrate evidence of the effectiveness of any vaccination used and of the ability to rapidly detect all FMD
outbreaks.

Therefore considerable latitude is available to Member Countries to design and implement surveillance to
establish that the whole territory or part of it is free from EMBV infection with, and transmission of, FEMDV and
to understand the epidemiology of FMD as part of the official control programme.

The Member Country should submit a dossier to the OIE in support of its application that not only explains the
epidemiology of FMD in the region concerned but also demonstrates how all the risk factors, including the role
of wildlife, if appropriate, are identified and managed. This should include provision of scientifically based
supporting data.

4. Surveillance strategies

The strategy employed to establish the prevalence of infection with FMDV or to substantiate freedom from
EMBV infection with, or transmission of, FMDV may be based on randomised or targeted clinical investigation
or sampling at an acceptable level of statistical confidence, as described in Articles 1.4.4. and 1.4.5. If an
increased likelihood of infection in particular localities or species can be identified, targeted sampling may be
appropriate. Clinical inspection may be targeted at particular species likely to exhibit clear clinical signs (e.qg.,
bovines eattle cattle and pigs). The Member Country should justify the surveillance strategy chosen and the
frequency of sampling as adequate to detect the-presence-of EMBV infection with, or transmission of, EMDV
in accordance with Chapter 1.4. and the epidemiological situation.
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The design of the sampling strategy should incorporate an epidemiologically appropriate design prevalence.
The sample size selected for testing should be adequate to detect infection or transmission if it were to occur
at a predetermined minimum rate. The sample size and expected disease prevalence determine the level of
confidence in the results of the survey. The Member Country should justify the choice of design prevalence
and confidence level based on the objectives of surveillance and the prevailing or historical epidemiological
situation, in accordance with Chapter 1.4.

Follow-up of suspected cases and interpretation of results

An effective surveillance system will identify suspected cases that require immediate follow-up and
investigation to confirm or exclude that the cause of the condition is FMDV. Samples should be taken and
submitted for diagnostic testing, unless the suspected case can be confirmed or ruled out by epidemiological
and clinical investigation. Details of the occurrence of suspected cases and how they were investigated and
dealt with should be documented. This should include the results of diagnostic testing and the control
measures to which the animals concerned were subjected during the investigation.

The sensitivity and specificity of the diagnostic tests employed, including the performance of confirmatory
tests are key factors in the deS|gn sample size determlnat|on and |nterpretat|on of the results obtained.

nt Fhe-sensitivity and-specificity
et—thetest&used—sheutel—be—vat@ated—fer the vaccmatlon or |nfect|on h|story and production class of animals in
the target population.

The surveillance design should anticipate the occurrence of false positive reactions. If the characteristics of
the testing system are known, the rate at which these false positives are likely to occur can be calculated in
advance. There should be an effective procedure for following-up positives-results to determine with a high
level of confidence, whether or not they are indicative of infection or transmission. This should involve
supplementary tests and follow-up investigation to collect diagnostic material from the original epidemiological
unit and herds which may be epidemiologically linked to it.

Laboratory results should be examined in the context of the epidemiological situation. Corollary information
needed to complement the serological survey and assess the possibility of viral transmission includes but is
not limited to:

characterisation of the existing production systems;

- results of clinical surveillance of the suspects and their cohorts;

- description of number of, and protocol for, vaccinations performed in the area under assessment;
—  biosecurity and history of the establishments with reactors;

— identification and traceability of animals and control of their movements;

—  other parameters of regional significance in historic FMBV transmission of FMDV.

Demonstration of population immunity

Following routine vaccination, evidence should be provided to demonstrate the effectiveness of the vaccination
programme such as adequate vaccination coverage and population immunity. This can support the

interpretation of help-to-reduce-reliance-on post-vaccination surveys for residual infection and transmission.

In designing serological surveys to estimate population immunity, blood sample collection should be stratified by
age to take account of the number of vaccinations the animals have received. The interval between last vaccination
and sampling depends upon the intended purpose. Sampling at one or two months after vaccination provides
information on the efficiency of the vaccination programme, while sampling before or at the time of revaccination
provides information on the duration of immunity. When multivalent vaccines are used, tests should be carried out
to determine the antibody level at least for each serotype, if not for each antigen blended into the vaccine. The test
cut-off for an acceptable level of antibody should be selected with reference to protective levels demonstrated by
vaccine-challenge test results for the antigen concerned. Where the threat from circulating virus has been
characterised as resulting from a field virus with significantly different antigenic properties from the vaccine virus,
this should be taken into account when interpreting the protective effect of population immunity. Figures for
population immunity should be quoted with reference to the total of susceptible animals in a given subpopulation
and in relation to the subset of vaccinated animals.
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of all vaccmated anlmals

In addition to the general conditions described in this chapter, a Member Country seeking either recovery of
status of a country or zone previously free from FMD where vaccination is not practised, including a
ontalnment zone! or recovery of status of a countr¥ or zone previously free from FMD where vaccination is

—— l_
where emergency vaccination has been agglled It is adwsable that countrles should consider the dlfferen

options for the recovery of a free status when control measures are first implemented at the onset of the
outbreak in order to plan for the applicable requirements to be met.

a) The foIIowrng serologlcal surveys have been conducted |n the area where emergency vaccination has

(census serosurvelllance)!

i) for vaccinated pigs and their non-vaccinated offspring, serological surveys usin

protein NSP tests to detect antibodies in all vaccinated epidemiological units with maximum 5%
within herd design prevalence (95% confidence level);

vaccination has been applied and have demonstrated the absence of |nfect|on in unvaccrnated anlmal
and the absence of transmission in vaccinated animals:

i)  risk-based serological surveillance in vaccinated herds with stratification according to relevant
factors such as Qroximig to known |nfected herds, reglon/establlshment with numerous movement

iii) intensified clinical and slaughterhouse/abattoir surveillance;
iv) for non-vaccinated susceptible species that do not show reliable clinical signs or h
that not allow sufficient rvation, serological surveys with maximum design

prevalence of 1% at herd level and 5% within herds (95% confidence level);

v) virological surveillance to investigate the status of vaccinated herds may also be conducted to

which may be achiev a vaccine with high potency of at least 6PD50 or equivalent and
evidence of a good match between the vaccine strain and the field virus; or

OIE Terrestrial Animal Health Standards Commission/September 2021 157

84



Annex 19 (contd)

[l

158

erologlcal assay (i. e! sera from vaccmated anlmals tested agalnst the field virus). This
should also establish the cut-off titre for protection to be used in the test for population
immunity studies.

lL:/:

Vaccination effectiveness

— evidence of high population immunity at herd and individual level through serological
surveillance.

Additional measures for early recovery of free status with vaccination in the area outside of the area(s) where
emergency vaccination has been applied.

substantiate a clalm for freedom. ThIS may be achleved elther by meetlng the reguwements I|sted in a) below
or by demonstrating compliance with the requirements listed in b) and c) below, when answering the
guestionnaire in Article 1.11.2. or Article 1.11.4.

With regard to the surveillance requirements listed in b), it should be noted that clinical signs may not be
Carent | : —== » - - = -

vaccine it Would be exgected that most of the routinely vaccmated anlmals Wouldbe grotected and therefor
less likely to be infected and to show clinical signs if infected. Other factors such as vaccination coverage and
timing of vaccination could influence the likelihood of infection and expression of clinical signs.

Itis adwsable that countrles should consider the different ogtlons for the recovery of a free status When control

emergency vaccination area(s).

b) The following surveillance components have been implemented in the area outside of the area(s) where

emergency vaccination has been applied and have demonstrated the absence of infection in
unvaccinated animals and the absence of transmission in vaccinated animals:

i) random serological surveillance in vaccinated herds with maximum design prevalence of 1% at
herd level and 5% within herds (95% confidence level);

iii intensified clinical and slaughterhouse/abattoir surveillance;
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to factors such as proximity to the emergency vaccination area, region/establishment with
numerous movement of animals, epidemiological links to infected herds, species, production
management systems, herd size;

v) virological surveillance to investigate the status of vaccinated herds may also be conducted to
- \ditional i . ing f

The entire investigative process should be documented within the surveillance programme.

All the epidemiological information should be substantiated, and the results should be collated in the final report.
Article 8.8.41.
Methods of surveillance

1. Clinical surveillance

Farmers and workers who have day-to-day contact with livestock, as well as veterinary para-professionals,
veterinarians and diagnosticians, should report promptly any suspicion of FMD. The Veterinary Services
Autherity should implement programmes to raise awareness among them.

Clinical surveillance requires the physical examination of susceptible animals. Although significant emphasis
is placed on the diagnostic value of mass serological screening, surveillance based on clinical inspection may
provide a high level of confidence of detection of disease if a sufficient number of clinically susceptible animals
is examined at an appropriate frequency and investigations are recorded and quantified.

Clinical examination and diagnostic testing should be applied to clarify the status of suspected cases.
Diagnostic testing may confirm clinical suspicion, while clinical surveillance may contribute to confirmation of
positive laboratory test results. Clinical surveillance may be insufficient in wildlife and domestic species that
usually do not show clinical signs or husbandry systems that do not permit sufficient observations. In such
situations, serological surveillance should be used. Hunting, capture and non-invasive sampling and
observation methods can be used to obtain information and diagnostic samples from wildlife species.

2. Virological surveillance

Establishment of the molecular, antigenic and other biological characteristics of the causative virus, as well as
its source, is mostly dependent upon clinical surveillance to provide samples. FMDV isolates should be sent
regularly to an OIE Reference Laboratory.

Virological surveillance aims to:

a) confirm clinically suspected cases;

b) follow up positive serological results;

c) characterise isolates for epidemiological studies and vaccine matching;
d) monitor populations at risk for the presence and transmission of the virus.

3. Serological surveillance

Serological surveillance aims to detect antibodies resulting from infection or vaccination using nenstructural
protein-NSP tests or structural-protein SP. tests.

Serological surveillance may be used to:
a) estimate the prevalence or substantiate freedom from FMBV infection with, or transmission of, FMDV;

b)  monitor population immunity.
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Serum collected for other purposes can be used for FMD surveillance, provided the principles of survey design
described in this chapter are met.

The results of random or targeted serological surveys are important in providing reliable evidence of the FMD
situation in a country, zone or compartment. It is therefore essential that the survey be thoroughly documented.

Article 8.8.42.
The use and interpretation of serological tests {see-Figure-3)

The selection and interpretation of serological tests should be considered in the context of the epidemiological
situation. Test protocols, reagents, performance characteristics and validation of all tests used should be known.
Where combinations of tests are used, the overall test system performance characteristics should also be known.

Animals infected with FMDV produce antibodies to both the structural-preteins SP and the nenstructural-proteins
NSP of the virus. Vaccinated animals produce antibodies mainly or entirely to the struetural-proteins SP. of the virus

depending upon vaccine purity. The structural-protein SP tests are serotype specific and for optimal sensitivity one
should select an antigen or virus closely related to the field strain expected. In unvaccinated populations, structural
protein SP. tests may be used to screen sera for evidence of EMBV infection with, ertrarsmissionef, FMDV or to
detect the introduction of vaccinated animals. In vaccinated populations, structural-protein SP tests may be used to
monitor the serological response to the vaccination.

NSP tests may be used to screen sera for evidence of infection or transmission of all serotypes
of FMDV regardless of the vaccination status of the animals provided the vaccines comply with the standards of
the Terrestrial Manual with respect to purity. However, although animals vaccinated and subsequently infected with
FMDV develop antibodies to renstructural-proteins NSP, the levels may be lower than those found in infected
animals that have not been vaccinated. To ensure that all animals that had contact with FMDV have seroconverted,
it is recommended that for each vaccination area samples for rerstructural-protein NSP antibody testing are taken
not earlier than 30 days after the last case and in any case not earlier than 30 days after the last vaccination.

Positive FMDV antibody test results can have four possible causes:

infection with FMDV;

— vaccination against FMD;

- maternal antibodies (maternal antibodies in bevines cattle cattle are usually found only up to six months of
age but in some individuals and in some other species, maternal antibodies can be detected for longer
periods);

- non-specific reactivity of the serum in the tests used.

1. Procedure in case of positive test results

The proportion and strength of seropositive reactors should be taken into account when deciding if they are
laboratory confirmed reactors or further investigation and testing are required.

When false positive results are suspected, seropositive reactors should be retested in the laboratory using
repeat and confirmatory tests. Tests used for confirmation should be of high diagnostic specificity to minimise
false positive test results. The diagnostic sensitivity of the confirmatory test should approach that of the
screening test.

All herds with at least one laberatery-confirmed reactor that has been confirmed in a laboratory should be
investigated. The investigation should examine all evidence, which may include the results efvirological-tests

and of any further serological tests thatmight used to confirm or refute the hypothesis that the positive results
to the serological tests employed in the initial survey were due to EMBV transmission of FMDV, as well as of
virological tests. This investigation should document the status for each positive herd. Epidemiological
investigation should be continued concurrently.

Clustering of seropositive results within herds or within a region should be investigated as it may reflect any
of a series of events, including the demographics of the population sampled, vaccinal exposure or the
presence of infection or transmission. As clustering may signal infection or transmission, the investigation of
all instances should be incorporated in the survey design.
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Paired serology can be used to identify EMBV transmission of EMDV by demonstrating an increase in the
number of seropositive animals or an increase in antibody titre at the second sampling.

The investigation should include the reactor animals, susceptible animals of the same epidemiological unit
and susceptible animals that have been in contact or otherwise epidemiologically associated with the reactor
animals. The animals sampled should be identified as such and remain in the establishment pending test
results, should be elearly-identified;-accessible and should not be vaccinated during the investigations, so that
they can be retested after an appropriate period of time. Following clinical examination, a second sample
should be taken, after an appropriate time has elapsed, from the animals tested in the initial survey with
emphasis on animals in direct contact with the reactors. If the animals are not individually identified, a new
serological survey should be carried out in the establishments after an appropriate time, repeating the
application of the primary survey design. If FMDV is not circulating, the magnitude and prevalence of antibody
reactivity observed should not differ in a statistically significant manner from that of the primary sample.

In some circumstances, unvaccinated sentinel animals may also be used. These can be young animals from
unvaccinated dams or animals in which maternally conferred immunity has lapsed and preferably of the same
species as in the positive sampling units. If other susceptible, unvaccinated animals are present, they could
act as sentinels to provide additional serological evidence. The sentinels should be kept in close contact with
the animals of the epidemiological unit under investigation for at least two incubation periods. and_f there is

no transmission of FMDV, they sheuld will remain serologically negative-fFMB\-is-net-cireulating.

2. Follow-up of field and laboratory findings

If transmission is demonstrated, an outbreak is declared.

It is difficult to determine Fthe significance of small numbers of seropositive animals in the absence of current
FMDV transmission is-difficult-to-determine. Such findings may be an indication of past infection followed by
recovery or by the development of a carrier state, in ruminants, or due to non-specific serological reactions.
Antibodies to nenstructural-preteins NSP may be induced by repeated vaccination with vaccines that do not
comply with the requirements for purity. However, the use of such vaccines is not permissible in countries or
zones applying for an official status. In the absence of evidence of EMBV infection with, and transmission of,
EMDV, such findings do not warrant the declaration of a new outbreak and the follow-up investigations may
be considered complete.

However, if the number of seropositive animals is greater than the number of false positive results expected
from the specificity of the diagnostic tests used, susceptible animals that have been in contact or otherwise
epidemiologically associated with the reactor animals should be investigated further.
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