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CHAPTER 11.5.

“

OIE =& 5 BSE A7 —# A BF{fi - o BOVINE SPONGIFORM ENCEPHALOPATHY . ,

OIE iZ. B BipEnBAo—3Y LT, BSE oW TAREE LS

Article 11.5.1,

WIAT 5 AFHIE (BSE U A2 DRENIS CAAL T Y~ T 5 2 L) (General provisions and safe commodites , L
: H 31rel - = ; B ¢ The recommendations in this chapter are intended to manage the human and animal health risks associated with the
%%ﬁﬁ k"cb "5o A ﬁiﬁ’j‘ i A 7 A ;:F{ﬂﬁ %ﬁ-%@" % OIE I‘Hﬁ_@?ﬁi LM presence of the bovine spongiform encephalopathy (BSE) agent in cattle (Bos faurus and B. indieus) only.
ST —HIESE, OIE ORI VMBEEOC Y A7 E&FF ML, £ . 1) When authorising import or transit of the following commodities and any products made from these commodities
o fet . R N A . and contalning no other tissues from catlle, Veferinary Autharifies should not require any BSE related conditions,
f;’ﬂ%ﬁf EHYR7 @J N r B Ed éh‘ [ Patd J 0’ \vgx;h’l"‘ %5-“’/“)'—%‘ Ly \j‘% L , . regardless of the BSE risk status of the cattle population of the exporting country, zone or comparimant:
TFREBDY X ZHEY kKiB) L UTHE - o8 LEREMBEEIRL, 465 8)  milk and mitk products;
Bilchag ENA0IE RS THRELTWVS, - b) semen and in vivo derived cattle embryos collected and handled in accordanca with the recommendations of

. tha Internationat Embryo Transfer Society;
- ¢} hides and skins;
’ a d) gelatine and collagen prepared exclusively from hides and skins;
) . . © @) tallow with maximum level of insoluble impurities of 0.15 percent in weight and derivatives made from this
OlE Member Countries’ official BSE risk status map . . tallow; R R i ) .
Laslupdate May 2013 ) ikt on p pscicragionto zoomin f)  dicalkium phosphate (with no trace of pratein or fat); ' .

g) deboned skeletal muscle meat {excluding mechanically separated meat) from cattle which were not subjected
to a stunning process prior to sfaughter, with a device Injecting compressed air or gas into the cranial cavity
or to a pithing process, and which passed ante- and post-mortem inspections and which has been prepared
in 8 manner to avoid contamination with tissues listed in Article 11.5.14.;

h}  blood and blood by-products, from catile which were not subjected to a stunning process, priorto slaughter,
with a device infecting compressad alr or gas into the cranial cavity, or to a pithing process. }
2}  When authorising impoit or transit of other conunaditias listed in this chapter, Vaterinary Authorities should require P
“the conditions prescribed In this chapter relavant to the BSE risk status of the cattle population of the exporiing H
country, zons or comparfment, . - -
3) Wnen authorising import of commodities according 1o the canditions prescribed in this chapter, the risk status of .
an importing country Is not affected by the BSE risk status of the exparting country, zone or compariment. :

Standards for diagnostic tests are described in the Temestial Manual,

i SOME-201) Asticle 1152
B Membar Counvis recognised o having & nagligibie BSE cink sticle 11.0.2,
7] Membar Countrias recogni e 85 having » conolied BSE eak . . R . )
] Counbies withoun OIE acognisd BSE fisk smlus Co The BSE risk status of the cattle population of a country, zone or compartment

The BSE risk status of the cattie population of a country, zone or compariment should ba determined on the basis of the
following criteria:, : R .
1) the outcome of a risk assessment, based on the provisions of the Temrestrial Code, identifying all potential factors
for BSE occumrence and their historic perspective. Member Counfries should review the risk assessment annually
" to determine whether the situation has changed. : :

a)  Entry assessment
Entry assessment consists of assessing, through consideration of the following, the likelihood that the BSE
agent Qas either been introduced into the counfry, zone or compartment via commodifies potentially
contaminated with it, or is already present in the country, zone or comparfment; .
iy  the presencs or absence of tha BSE agent in the indigenous ruminant population of the country, zons
or compartment and, i present, evidence regarding its prevalence; .
i) production of meat-and-bone meal or greaves from the indigenaus ruminant population;

W) impored meat-and-bone meal or greaves; :
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iv) imported cattle, sheep and goats;

v}  imported animal feed and foed ingrediants;

vi) xmpoﬂed praducts of ruminant origin for human consumption, which may have contained tzssues listed
in Article 11.5.14. and may have been fed to cattle;

vii) imported products of ruminant erigin intended for in vivo use in cattle.

The results of surveilfance and other epidemiological investigations into the disposition of the commaodities
identified above should be taken into account in carrying out the assessment.

b)  Exposure assessment
If the entry assassment identifies a risk factor, an exposure assessment should be conducted, consisting of
assessing the likelihood of cattle being exposed to the BSE agent, fwough a consideration of the following:
i)  recycling and ampiification of the BSE agent through consumption by catile of meat-and-bone meaf or
greaves of ruminant origin, or other feed or feed ingredients contaminated with these;
i}  the use of ruminant carcasses (including from fallen stock), by-products and slaughterhouse waste, the
parameters of the rendering processes and the methods of animal feed manufacture;

fiiy the feeding or notof uminants with meat-and-bone meatand greaves derived from ruminants, Including

measures to prevent crass-contamination of animal feed;

iv) theleve! of strveifiance for BSE conducted on the cattle population up to that time and the results of that
surveillance;

2) on-going awareness programme for veterinarians, farmers, and workers Involved in transponaunn markeﬁng and
slaughter of cattle fo encourage reposting of all cases showing clinical signs consistent with BSE in target
sub-populations as defined in Articles 11.5.20. to 11.5.22;

3} the compuisory notification and investigation of alt cattle showing clinical signs consistent with BSE;

4) the examination carried out in accordance with the Termestrial Manual in a laboratory of brain or other tissuss
collected within the framework of the afarementioned surveiliance and monitoring system.

When the risk assessment demonstrates negligible risk, the Member Country should conduct Type B sur\;eiflance in
accordance with Articles 11.5.20. to 11.5.22.

When the risk assessment falls to demonstrate negligible risk, the Member Country should conduct Type A surverrlance
in accordance with Articles 11.5.20. to 11.5.22.

Article 11.5.3.
Negligible BSE risk
Commodities from the cattle population of a couniry, zone or compartment pose a negligible risk of transmitting the BSE

agent if the following conditions are met:

1)  arisk assassment, as described in point 1 of Article 11.5.2,, has been conducted in order to identify the historical
and existing risk factors, and the Member Country has demonstrated that appropriate specific measures hava been
taken for the relavant pericd of time defined below to manage each identified risk;

2) “the Member Country has deménsirated that Type B survailiance in accordance with Articles 11.5.20. t0 11.5.22. is
In place and the relevant points target, in accordance with Table 1, has been met;

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 inported and has been completely destroyed, and

i)  the criteria in points 2 fo 4 of Asticle 11.5.2. have been complied with for at least seven years; and
1) it has been demonstrated through an appropriate level of control and audit, including that of cross
contamination, that for at least eight years neither meat-and-bone meal nor graavas derived from
ruminants has been fed to ruminants;
OR .
b) if there has been anindigenous case, every indigenous case was bom more than 11 years ago; and
i) the criteria in points 2 to 4 of Adlicle 11.5.2. have been complied with for at least seven years; and
iy it has been demonstrated through an appropriate level of control and audit, including that of cross

contamination, that for at least eight years neither meat-and-hon s derived from
ruminants has been fed to ruminants;
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B

fii) all BSE cases, as well as:

—  all caitte which, during their first year of life, were reared with the BSE casas during their first year
of fife, and which investigation showed consumed the same potentially contaminated feed during
that periad, or

—~  ifthe results of the investigation are inconclusive, all cattie born in the same herd as, and within
12 months of the bitth of, the BSE cases,

if alive in the country, zone or compariment, are permanently identified, and their movements controlled,
and, when slaughtered or at death, are completely destroyed.
The Member Country or zone will be included in the list of negligible risk only after the submitted evidence has been
accepted by the OIE. Retention on the list requires that the information for the previous 12 months on surveifiance results
and feed controls be re-submitted annually and changes in the epidemiological situation or other significant events
should ba reported to the OIE accarding to the requirements in Chapter 1.1.

Article 11.5.4.

Controlled BSE risk

Commodities from the caﬂla population of a country, zone or compartment posea controlled risk of transmitling the BSE
agent if the following conditions are met:

1)  arisk assessment, as described in point 1 of Article 11 5 2., has been conducted in order to identify the historical
and existing risk factors, and the Member Country has demonstrated that appropriate measures are being taken
to manage all identified risks, but these measures have not been taken for the relevant period of time;

2) the Member Country has demonstrated that Typs A surveillance In accordance with Articles 11.6.20. 10 11.5.22.
has baen canried out and the relevant points farget, in accordance with Table 1, has been met; Type B survsillance
may replace Type A survailiance once the relevant points target is met;

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 and has been completely destroyed, the critéria in points 2 to 4 of Article 11.5.2. are
complied with, and it can be demonstrated through an appropriate level of control and audif, including that of
crass contamination, that neither meat-and-bone meal nor greaves derived from suminants has been fed to
ruminants, but at least one of the following two conditions applies:

i} thecriteriain pcfnw 2 to 4 of Asticle 11.5.2. have not been complied with for seven years;

i) itcannotbe demonsirated that controls aver the feeding of meat-and-bone meal or greaves derived from
rurninants to ruminants have been in place for efght years;

OR

b)  there has been an indigenous case of BSE, the criteria in points 2 to 4 of Article 11.5.2. are complied with, '
and it can be demonstrated through an appropriate leve! of contrel and audit, including that of cross
contamination, that neither meat-and-bone meal nor greaves derived from ruminants has been fed to
ruminants;

and all BSE casss, as well as:

—  allcattle which, during their first year of life, were reared with the BSE cases during their first year of life,
and which investigation showed consumed the same potentially contaminated feed during that period, or

—  if the results of the invesligation are inconclusive, all cattie born m the same fend as, and within
12 months of the birth of, the BSE cases, -

if alive in the country, zone or compartment, are permanently tdent:ﬁed and thefr movements controlled, and,
when slaughtered or at death, are completely destroyed.

The Member Country or zone will be included in the list of controlled risk only after the submitted evidence has been
accepted by tha OIE. Retention on the list requires that the infarmation for the previous 12 months on surveiliance results
and feed controls be re-submitied annually and changes in the epidemiological situation or other significant events
should b reported to the OIE according to the requirements in Chapter 1.1.

A .
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Article 11.5.5.

Undetermined BSE risk

‘The cattle population of a country, zone or compartment poses an undetermined BSE risk if it cannot be demonstrated
that it meets the requirements of another category. .

Atticle 11.5.6. o

Recommendations for the importation of bovine commaodities from a country, zone or compartmer;l posing a
negligible BSE risk .

Il commogiti e not listed in point 1 of Aricle 11

Vaterinary Authorities should require the presentation of an international veterinary certificate attesting that the eountry,
zone or compariment complies with the conditions in Article 11.5.3.

Article 11.5.7.

Recommendations for the xmpurtahnn of cattle from a country, zone or compartment posmg a negligible BSE risk
but where there has been an indigenous case

‘For cattle selected for export
Velerinary Authorities should require the presentation of an Infernational veterinary certificate attesting that the animals:

1)  areidentified by a permanént identification system In such a way as to demonstrate that they are not exposed cattle
as described in point 3bj)li) of Article 11.5,3.;

2)  were bom after the date from which the ban on the feeding of ruminants with meat-and-bone meal and greaves
derived from ruminants had been effectively enforced.

Article 11.5.8.

Recommendations for the importation of cattle from a country, zone or compartment posing a contralled BSE risk

r cattle

Veterinary Authorities should require the presentation of an infernalional veterinary certificate attesting that: °
1)  the country, zone or compartment complies with the conditions referred to in Article 11.5.4.;

2) cattle selected for export are identified by a permanent identification system in such a way as to demonstrate that
they are not exposed catlle as described in point 3b} of Article 11.5.4.;

3) cattle selected for export werfe bom after the date from which the ban on the feeding of rummants with
meat-and-bone meal and greaves derived from ruminants was effectively enforeed,

Atticle 11.5.9.
Recommendations for the importation of cattle from a country, zone or compartment posing an undetermined BSE
risk
Eorcaftle
Vaterinary Authorities should require the presentation of an international velerinary certificete attesting that
1)  the feeding of ruminants with meeat-and-bons meal and greaves derived from ruminants has been banned and the

ban has been effectively enforced;
2) all BSE casss, as well as: ’ "
a)  all cattle which, during their first year of life, were reared with the BSE cas year of life, and,
which investigation showed consumed the same potentially contaminatet weriod, or
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b) iftha results of the investigation are inconclusive, all cattle bom in the same herd as, and within 12 menths of
the birth of, the BSE cases,

if alive in the country, zons or compartment, are permanently identified, and thelr movements controlled, and, when
slaughtered or at death, are completely destrayed;

3) cattle selected for export:

a) areidentified by a permanent identification system in such a way as to demonstrate that they are notexposed
cattle as demonstrated in point 2 abova;

b} were bom at least two years after the date from which the ban on the feeding of mmmants with
meat-and-bone meal and greaves derived from ruminants was effectively enforced

Article 11.5.10.

Recommendations for the importation of meat and meat products from a country, zone or compariment posing a
negligible BSE risk

o] rodu! ol le {ofl i in point 1 of Arfic!

Veterinary Authorities should require the presentation of an infemational veferinary certificate attesting that
1) the country, zone or compartment complies with the conditions in Article 11.5.3.;
2)  the cattle from which the fresh meat and meat products were derived passed ante- and post-mortert inspections;

3) incountries with negligible BSE risk where thers have been indigenous easss, the cattle from which the fresh meaf
and meat products were derived ware born after the date from which the ban on the feeding of ruminants with
meat-and-hone meal and greaves derived from ruminants had been effectively enforced,

Article 11.5.11.

Recommendations for the xmportat:on of meat and meat products from a country, zone or compartment posing a

- controlled BSE risk
For frosh meat and meat products from catite (other than those listed in point 1 of Article 11.5.1.)

Veterinary Authonities should require the presentation of an infemnational veterinary certificate attesting that:
1)  the country, zone or compartment complies with the conditions referred to in Article 11.5.4.;
2) the catile from which the fresh meaf and meat products were derived passed ante- and post-mortem inspections;

3) eatile from which the fresh meat and meat products destined for export were derived ware not subjected to a
stunning pracess, prior to slaughter with a device injecting compressed air or gas into the cranlal cavity, orto a
pithing process;

4) 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:

@) the tissues listed in points 1 and 2 of Article 11.5.14.,
b) mechanically separated meat from the skulf and vertebral column from cattle over 30 months of age. .

Article 11.5.12.

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

Veterinary Authorities should require the presentation of an intermnational vetetinary cerlificate angsﬁng that:
1)  the cattle from which the fresh meat and meat products originate:

a) have not been fed meal-and-hone meal or gréaves derived from ruminants;

b} passed ante- and post-mortem inspections;

c) were not subjected to a stunning process, prior to sfaughter, with a device injecting oompressed alr or gas
. into the cramal cavity, or to a pithing process;

,
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2}  the frash meat and meatf pn;ducts were produced and handled in a manner which ensures that such products do
not contain and are not contaminated with: '

a) the tissues Iisted in points 1 and 3 of Article 11.5.14.,
b}  nervous and lymphatic tissues exposed during the deboning process, .
¢)  mechanically separated meat from the skull and vertebral column from cattle aver 12 months of age.

Article 11.5.13.

Recommendations on ruminant-derived meat-and-bone meal or greaves

1)  Ruminant-derived meaf-and-bone meal or greavas, or any commadities containing such products, which originate
from a country, zons or compariment defined in Article 11.5.3., but where there has been an indigenous casa of
BSE, should not be traded if such products were derived from cattie bom bafore the date from which the ban on
the feeding of ruminants with meat-and-bone meal and greaves derived from ruminants had been effectively
enforced.

2) Ruminant-derived meal-and-bone meal or greavas, or any commadities containing such products, which originate
from a country, zone or compariment defined in Aricles 11.5.4. and 11.5.5. should not be traded between
countries.

Asticle 11.5.14.

Recommendations on commodities that should not be traded

1}  From catile of any age originating from a country, zone or compartment defined in Articles 11.5.4. and 11.6.5,, the
following commodities, and any commaxdity contaminated by them, shotld not be traded-for the preparation of food,
feed, fertilisers, cosmetics, pharmaceuticals Including biologicals, or medical devices: tonsils and dista) ileum.
Protein products, food, feed, ferlilisers, cosmetics, pharmaceuticals or medical devices prepared using these
commodities (unless covered by other Articles in this (;hapter) shoutd also not be traded.

2) From catile that were at the time of sfaughler over 30 months of age originating from a country, zone or

* compartment defined in Arlicle 11.5.4., the following commodities, and any commodity contaminated by them,

should not be traded for the preparation of food, feed, fertilisers, cosmetics, pharmaceuticals including biologicals,

or medicat devices: brains, eyes, spinal cord, skull and vettebral column. Protein products, foad, feed, fertilisers,

cosmetics, pharmaceulicals or medical devices prepared using these commodities (unless covered by other
Articles in this chapter) should also not be traded.

3) From cattie that were at the time of slaughier over 12 months of age originating from a country, zone or
compartment defined in Articla 11.5.5., the following commadities, and any commodity contaminated by them,
should not be traded for the preparation of food, feed, ferfilisers, cosmetics, pharmaceuticals including bivfogicals,
or medical devices: brains, eyes, spinal cord, skull and vertebral colurmn. Protein products, food, feed, fertilisars,
cosmetics, pharmaceuticals ar medical devices prepared using these commuxdities {unless covered by other
Articles in this chapter) should also not be traded.

Anrticle 11.5.15.

Recommendations for the importation of gelatine and collagen prepared from bones and intended for food or feed,

cosmetics, pharmaceuticals including biologicals, or medical devices

Veterinary Authoritias of importing countries should require the presentation of an infemational veterinary certificate
attesting that: M

1)  the commoditiss came from a country, zone or compariment posing a negligible BSE risk;

OR
2) they originate from a country, zone or compariment posing a controlled or undetermined BSE risk and ars derived
from cattle which have passed ante- and post-mortem Inspections; and that

a) vertebral columns from cattle over 30 months of age at the time of sfaughterand skulls have been excluded;
b) the bones have been subjected to & process which includes all of the folle-- -~ ~*--~
i)  degreasing, -
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ii) acid demineralisation,

iy acid or alkaline treatment,

iv) fitration,

V) sterilisation at >138°C for a minimum of 4 seconds,

or to an equivalent or better process in terms of infectivity reduction (such as high pressure heating).

Article 11.5.16.

Recommendatiens for the importation of tallow (other than as defined in Article 11.5.1.} intended for food, feed,
fertilisers, cosmetics, pharmaceuticals including biologicals, or medical devices

Vetarinary Authorilies of importing counfries should require the pr ion of an # tional veterinary certificate
attesting that

1) the tallow came from a country, zone or compartment posing a negligible BSE risk; or

2) it origlnétes from a couniry, 2one or compartment posing a controlled BSE risk, is derived from cattie which have
passed ante- and postanortem inspections, and has not been prepared using the tissues listed in points 1 and 2 of
Article 11.5.14. '

 Article 11.5.17.

Recommendations for the impartation of dicalcium phosphate (other than as defined in Adticle 11.5.1.) intended
for foad, feed, fertilisers, cosmetics, pharmaceuticals including biologicals, or medical devices

Velerinary Authorities of importing countnies should require the presentation of an infemnational veferinary cerificate
attesting that:

1)  the dicalcium phosphate came from a country, zone or compariment pusing a negligible BSE risk; or

2)  itoriginates from a country, zone or compartment posing a controlled or undetermined BSE risk and is a by-produet
of bone gelatine produced according to Arlicle 11.5.15.

"Article 11.5.18.

Recommendations for the importation of tallow derivatives (other than those made from tallow as defined in
Article 11.5.1,) intended for foad, feed, fertilisers, cosmetics, pharmaceuticals including biologicals, or medical
devices )

Velerinary Authorities of importing counfries should require the presentation of an intemational veterinary certificate
attesting that: : .

1)  the tallow derivatives originate from a country, zone or comparfment posing a negligible BSE risk; or

2) they are derived from tallfow meeting the conditions referred to in Arficle 11.5.16.; or

3) they have been producad by hydrolysis, saponification or transesterification using high temperature and pressure.

Article 11.5.19.

Pracedures for the reduction of BSE infectivity in meat-and-bone meal

The following procedure shoul& be used to reduce the infectivity of any transmissible spongiform encephalopathy agents
which may be present during the production of meat-and-bone meal containing ruminant proteins.

1) The raw material should be reduced to a maximum particle size of 50 mm before heating.

2) The 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 11.5.20.

Surveillance: intraduction ) .

1) Depending on the risk categary of a counlry, zone or comparimeni with regard to bovine spongiform
encephalopathy (BSE), surveilfance for BSE may have one or more goals:
a) detecting BSE, fo a pre-determined desfgn prevalence, in a country, zone or compartment;
b)  manitoring the evolution of BSE in a country, zone or compariment,
c} menitoring the effectiveness of a feed ban and/or other risk mitigatidn measures, in conjunction with auditing;
d) supporting a claimed BSE status;
e) gaining or regaining a higher BSE status.

2) When the BSE agent is present in a country or zone, the cattle papulanon will comprise the following sactors in
. arder of decreasing size:

a) catte not exposed to the infective agent;

b} cattle exposed but not infected;

¢} infected cattle, which may Jie within one of three stages in the pregress of BSE:
i)  the majority will die or be killed before reaching a stage at which BSE is detectable by current methods;
i)  some will progress to a stage at which BSE is detectable by testing beforae clinical signs appear;
iy the smallest number will show clinical signs.

3) The BSE status of a country, zons or compartment cannot be dqterminad only on the basis of a surveiffance
programme but should be detemined in accordance with all the factors listed in Article 11.5.2. The surveilfance
programme should take into account the diagnostic limitations assoclated with the above sectors and the relative
distributions of Infected cattle among them.

4)  With respect to the distribution and exprassion of the BSE agent within the sectors described above, the follmmng
four subpopulations of cattle have been identified for survsiliance purposes:

a) catlle over 30 months of age displaying behavioural or ¢linleal signs consistent with BSE (clinical suspects);

b) catlle over 30 months of age that are non-ambulatery, recumbent, unable to rise or to walk without assistance;
cattie over 30 months of age sent for emergency sfaughfer or condemned at anta—mortem inspection
{casualty or emergency sfaughter or downer catile);

¢) catlle over 30 months of age which are found dead or killed on farm, during transport or at an abatfoir (fallen
stock);

d) catlle over 36 months of age at mutme slaughter.

5}  Agradient is used o describe the relative value of surveilfance applied to each subpepulation. Surveitlance should
focus on the first subpopulation, but Investigation of other subpopulations will hefp to provide an accurate
assessment of the BSE s;tuation in the country, zone or compartmenf. This approach is consistent with
Articles 11.5.20. to 11.5.22.

6) When establishing a survaiffance strategy, authorities need 1o 1ake into account the inherent difficulties of obtaining
samples on farm, and overcome them. These difficulties include higher cost, the necessity to educate and motivate
owners, and counteracting potentially negative socio-economic implications.

Article 11.5.21.
Surveillance: description of cattle subpopulations

1. Cattle aver 30 months of age displaying behaviaural or clinical signs consistent with BSE {clinical suspects)
Caitle affected by ilinesses that are refractory to treatment, and displaying progressive behavioural changes such
as excitability, persistent kicking when milked, changes in hierd hisrarchical status, hesitation at doors, gates and
barmriers, as well as those displaying progressive neurological signs without signs of infectious iliness are
candidates for examination. These behavioural changes, being very subtle, are bestidentified by those who handle
animals on a daily basis. Since BSE causes no pathognomonic clinical signs, all Member Countries with cattle
populations will observe individual animals displaying clinical signs consistent with BSE. it should be recognised
that cases may display only some of these signs, which may also vary In severity, and such animals should still be
investigated as potential BSE affected animals, The rate at which such suspiclous cases are likely to acour will
differ among epidemiological situations and cannot therefore be predicted reliably.

This subpopulation is the one exhibiting the highest prevalence. The ac , reporting and

_classification of such animals will depend on the ongoing ownerfveterinarian aw ne. This and the
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quality of the investigation and faboratory examination systems (Article 11.5.2.), melemanted by the Veterinary
Services, are essential for the credibility of the surveilfance system.

2. Cattle aver 30 months of age that are non-ambulatory, recumbent, unable to rise or to walk without assistance;

cattle over 30 months of age sent for y slaughter or condemned at ante-mortem inspection {casualty
or emergency slaughter, or downer cattle}
Thesa cattle may have exhibited some of the clinfeal signs.listed above which were not recognised as being
consistent with BSE. Experience in Member Countrfies where BSE has been identified indicates that this
subpopulation is the one demonstrating the second highest prevalence. For that reason, it is the second most
appropriate papufation to target in order to detect BSE.

3,  Cattle over 30 months of age which are found dead or killed on famm, during transport or at an abattoif (fallen
stock) :

These cattle may have exhibited some of the ¢linical signs listed above prior to death, but were not recognised as
being consistent with BSE. Experience in Member Countries where BSE has been identified indicates that this
subpoputation is the one demonsirating the third highest prevalence.

4. Cattle over 36 months of age at routine slaughter _
Experience in Member Countries where BSE has been identified indicates that this subpopulation is the one
demanstrating the lowest prevalence. For that reason, it is the least appropriate population to target.in arder to
detect BSE. Howaver, sampling in this subpopulation may be an aide in monitoring the progress of the epizootic
and the efficacy of control measures applied, because it offers continuous access to a cattle population of knawn
class, age structure and geographical arigin. Testing of routine slaughter cattle 36 months of age or less is of
relatively very little value (Tabla 2).

Article 11.5.22.

Surveillance activities

In order to implement efficiently a surveiffance strategy for BSE, a Member Country should use documented records or
reliable estimates of the age distribution of the adult cattle population and the number of catile tested for BSE stratified
by age and by subpopulation within the country, zone or compariment.

The approach assigns 'point values' to each sampls, based on the subpopulation from which it was collected and the
fikelihood of detecting infected catile In that subpopulation. The number of points a sample is assigned is determined by
the subpopulation from which the sample.is collscted and the age of the animal sampled. The total points accumulation
is then periodically compared to the target number of points for a country, zone or compariment.

A surveillance strategy should be designed to ensure that samples are representative of the herd of the country, zone
or compartment, and include consideration of demographic factors such as production type and gecgraphic location, and
the potential influence of culturally unique husbandry practices. The approach used and the assumptions made should
be fully documented, and the documentation retained for seven years,

The points targets and surveillance point values in this chapter were obtained by applying the fo!lmvmg factors to a
statistical model:

1)  the design prevalence for Type A or Type B surveillance;
2)  a confidence level of 85 percent;
3}  the pathogenesis, and pathological and clinical expression of BSE:
a) sensifivilty of diagnostic methods used:
by relative frequency of expression by age;’
c) relative frequency of expression within each subpopulation;
d) interval between pathological change and clinical expression;
4)  demographics of the catile population, including age distribution and population size; ’
5)  influence of BSE on culling or attrition of animals from the cattle population via the four subpopulations;
8} percentage of infected animals in the catils population which are not detected.

. Although the procedure aceepts very basic information about & cattfe population, and can be used with estimates and

fess precise data, careful collection and documentation of the data significantly enhance their value. Since samples from
clinical suspect animals provide many times more information than samples from healthy or dead-of-unknown-cause
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animais, careful attention to the Input data can substantially decrease the procedure's cost and the number of samples
needed. The essential input data are: )

7) catlle population numbers stratified by age;
8) the number of cattle tested for BSE stratified by age and by subpopulation.

‘This chapter utilises Tables 1 and 2 to determine a dasired survsifiance points target and the point values of surveilfance
samples coilected. '

Within each of the subpopulations above in a country, zors or compariment, a Member Country may wish to target cattie
identifiable as imported from countries or zones not free from BSE and cattle which have consumed potentially
contaminated feedstuffs from countries or zones not free fram BSE.

All clinical suspects shauld be investigated, regardiess of the number of points accumulated. In addition, animais fram
the other subpopulations should be tested.

1. ;I"zgeA surveillance

The application of Type A surveiliance will allow the detection of BSE around a design prevalence of at least one
case per 100,000 in the adult cattle population in the country, zone or compartment of concem, at a confidence
level of 95 percent. )

2. Txgve B surveitlance

The application of Type B surveillance will allow the datection of BSE around a design prevalence of at least ane
case per50,000 in the adult caitle pepulation in the country, zore or compartment of concemn, at a confidence leve!
of 95 percent

Type B surveillance may be carled out by countries, zones or compariments of negligible BSE risk status
(Article 11.5.3.) to confirm the conclusions of the risk assessment, for example by demonstrating the effectiveness
of the measures mitigating any risk factors identified, through surveillance targeted to maximise the likelihood of
Identifying failures of such measures.

Type B surveilfance may also be carried out by countries, 20n08 or compariments of controlied BSE risk status
(Article 11.5.4.), {following the achlevement of the relevant points target using Type A survaiffance, to maintain
confidence in the knowledge gained through Type A surveilianice.

3. Selecting the points target

The surveillance points target should be selected from Table 1, which sh-~ *~* =" for adult cattle
populations of different sizes. The size of the adult caftie population of a cour rartment may be
10 2013 © CIE - Terrestrial Animal Health Code
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estimated or may be set at one million because, far statistical reasons, one million s the point beyond which sample
size does not further increase with population size.

Table 1. Points targets for different adult cattle population sizes in a country, zone or compartment.

Polnts targets foi' country, zone or compartment
Adult cattie population size Typs A Typs 8
{24 months and older) survalilince - suiveillance
>1,000,000 X 300,000 150,000
1,000,000 © 238400 118,200
900,001-1,000,000 214,600 107,300
B00,001-800,000 + 188,700 95,350
700,00%-800,000 166,900 X 8?.‘450
$00,001-700,000 143,000 71,500
500,001-600,000 118,200 59,600
400,001-500,000 85,400 ’ 47,700
- 300,001-400,000 71,500 ' N 35,750
20D,007-300,000 47,700 23,850
100,001-200,000 22,100 11,500
€0,001-100,000 18,900 9,950
. 80,001-80,000 17,700 8,850
4 70,004-80,008 15,500 7,750
60,001-70,000 13,000 6,650
50,001-60,000 11,000 5,500
40,001-50,000 8,800 - 4,400
30,001-40,000 6,600 3300
20,004-30,000 4,400 2,200
10,801-20,000 2,180 1,050
9,001-10,000 1,900 . 950
8,001-9,000 1,600 X BOD
7,001-8,000 1400 kL.
8,001-7,000 1.200 600
5,001-8,000 3 1,900 500
, 4,001-5,000 800 400
3,001-4,000 600 300
2,001-3,000 i 400 200
1.001-2,000 200 . 100

4,  Determining the point values of samples collected
Table 2 can be used to determine the point values of the surveilfance samples collected, The approach assigns
point values to each sample according fo the likelihood of detecting infection based on the subpopulation from
which the sample was collected and the age of the animal sampled: This approach takes into accaunt the general
principles of survaillance described in Chapter 1.4. and the epidemiclogy of BSE.
Because precise aging of the animals that are sampled may not be possible, Table 2 combines point values into
five age categories. The point estimates for each category were determined as an average for the age rangs
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comprising the group. The age groups were selected on their relative likelihoods of expressing BSE according to
scientific knowledge of the incubation of the diseass and the world BSE experience. Samples may be collected
from any combination of subpopulatiens and ages but should reflect the demographics of the cattle herd of the
cotintry, zone ar compartment. In addition, Member Counines should sample at least three of the four
subpopulations.

Table 2, Survelllance point values for samples collacted from animals In the given subpopulation and age
categary.

Surveillance subpogulation

Routine Fallen Casuatty Clinical
slaughter’ stoek? slaughter® suspect!
Age > 1 ysar and <2 years
ot | 02 I 04 { NIA

Age>2years and <4 years {young adult)
a1 ‘i 0.z l 0.4 l ) 2860

Agey 4 yeses and <7 years [middia aduit)

02 ! ) | 15 I 750
Age> 7 years and <@ years (older adult}
01 | o4 . ‘ 07 l 220
Age> 8 yours
0.0 | 0.3 l 02 | 45

If a country, zene or compartment determines, based on the demographics and epidemiological characteristics of
its cattle papulation, that precise classification of the subpopulations ‘casualty or emergency slaughter, or downér
cattle’ and 'fallen stock’ is not possible, these subpopulations may be combined. In such a case, the surveillance
point values accorded to the comhined subpopulation would be that of *fallen stock’,

‘The tatat points for samples collected may be accumulated over a peried of a maximurn of seven consecutive years
to achieve the target number of points determined in Table 1.

Surveilfance points remain valid for seven y@aars (the 95th percentile of the incubation period).

Article 11.5.23,

BSE risk assessment: introduction

The first step in determining the BSE risk status of the cattle population of a country or zone is to conduct a risk
assessmaent (reviewed annually), based on Section 2. of this Terrestrial Code, identifying all potential factors for BSE
oceurrence and their historic perspective.

1. Entry assessment
Entry assessment consists of assessing the likelihood that a BSE agent has been introduced via the importation of
the following commodities potentially contaminated with a BSE agent: .

a)} meat-and-bone meal or greaves,

b} live animals;

¢) animal fsed and feed ingredients;

d) products of animal origin for human consumption,

2. Exposute assessment
Exposure assessment consists of assessing the likelihood of exposure of the BSE agent fo catile, through a
consideration of the following:
a) epidemiological situation conceming BSE agents in the country or zone;
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b} ' recycling and amplification of the BSE agent through consumption by catiie of meat-and-bons meal or
greaves of ruminant origin, or other feed ar feed ingredients contaminated with these;

c) the ergin and use of ruminant carcasses (including fallen stock), by-products and sfaughferhouse waste, the
parameters of the rendering processes and the methods of animal feed manufacture;

d} implementation and enforcement of feed bans, including measures to prevent cross-contamination of animal
feed; thorough epidemiological investigations of any indigenous case born after the date of the
implementation of feed bans should be conducted,

The following recommendations are intended to assist Vefarinary Saervices in conducting such a risk assessment. They
provide guidance on the issues that need to be addressed when conducting a country-based assessment of BSE risk.
They apply equally to self-assessment in preparation of dossiers for categorisation of countries, The recommendations
are supported by greater detail in the questionnaire used for the submission of data for country assessment.

Article 11.5.24.

The potential for the entry of the BSE agent through the importation of meat-and-bone meal or g

This point is imelevant if the exposure assessment autlined below in Article 11.5.27. indicates that meat-and-bone meal
or greaves has not besn fed, either deliberately or accidentally, In the past elght years. Nevertheless, documentation
shoutd be provided on the control sy (including rel t legisiation) in place to ensure that meat-and-bone meal
or greaves has not been fed to ruminants. .

Assumption: That meat-and-bone meal or greaves of ruminant erigin plays the only significant rale In BSE transmissian.

Question to be answered. Has meat-and-bone meal, greaves, or feedstuffs containing either been iniported within ths
past eight years? If so, where from and in what quantities?

Rationafe: Knowledge of the origin of meat-and-bone meal, greaves or feedstufis containing either meat-and-bone meat
or greaves, is necessary to assess the likelihood of entry of BSE agent. Meat-and-bone meal and greaves originating in
countries of high BSE risk pose a higher likelihood of entry than that from low risk countries. Meat-and-bone meaf and
greaves originating in countries of unknown BSE risk pose an unknown likelihood of entry.

Evidence required:

—~  Documentation to support claims that meat-and-bone meal, greaves ar feedsxuffs containing either meat-and-bone
mgal or groaves have not been imported, OR .

~  Where meat-and-bone maal, greaves or feedstuffs containing them have been imported, documentation of country
of origin and, if different, the country of export.

~  Documentation on annual volume, by country of origin, of meat, greaves or feedstuffs containing them ;mported
during the past eight years.

—  Documentation describing the composition {on a species and class of stock basis) of the imported meat-and-bone
meal, greaves or feedstuffs containing them.

~  Documentation, from the country of production, supporting why the rendering processes used to produce
meat-and-bone meal, greaves or feedstuffs containing them would have inactivated, or significantly reduoed the
titre of BSE agent, should it be present.

- Documentation describing the fate of imporied meat-and-bone meaf and greaves.

Article 11.5.25.

The potential for the entry of the BSE agent through the importation of live animals potentially infected with BSE

Assumplions: :

—  Countries which have imported rumlnants from countries infected with BSEs are more likély to experience BSE.

~ 'Cattle pose the only known risk although other species are under study.

- Animals imported for breeding may pose a greater risk than animals imported for sfaughter because .of the
hypothetical risk of matemal transmission and because they are kept to a greater age than animals Imported for
slaughter.

- Riskis influenced by the date at which imports cccurred, refative to the BSE status of the country of origin.

~  Riskis propomonal to volume of imports {Aricle 2.1.3.).
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Quaestion to be 5d; Have live Is been imported within the past seven years?

Rationale: The likelihood of entry is dependent on:

~  country of origin and its BSE status, which will change as more data become avaifable; this may result from the
detection of clinical diseass, or following active surveilfance, or assessment of géographical BSE risk;

~  tesding and management of the animals In the country of origin;

—  use to which the commodify has been put as apart from representing risk of developing clinical diseass, the
staughter, rendering and recycling in meat-and-bone meaf of imported animals represents a potential route of
exposure of indigenous livestock even if meat-and-bone meal and greaves, or feedstuffs containing them, have not
been imporied;

~  species;

—  dairy versus meat breads, where there are differences in exposure m the country of origin hecause feeding
practices result in greater exposure of one category;

—  age at slaughter. '

Evidence required:
—  Documentation on the country of origin of imparts.” This should identify the country of breeding of animals, the
length of time they Jived in that country and of any other country in which they have resided during their lifetime.

"« Documentation describing origins, species and volume of imports.

—~  Documentation describing the fate of imported aninals, including their age at slfaughter.

— ' Documentation demonstrating that risks are periodically reviewed in light of evolving knowledge on the BSE status
of the country of origin.

Article 11.5.26.

The potential for the entry of the BSE agent through the importation of products of animal origin potentially
infected with BSE

Assumptions:
—  Semen, embryos, hides and skins or mitk are not considered to play a rofe in the transmission of BSE.

—  Countries which have imported praducts of animal origin from countries with BSEs are more likely to experience
BSE.

- Riskisinfluenced by the date at which imports occurred, relative to the BSE status of the country of origin.
~  RiskIs proportional {o volume of imports {Article 2.1.3.).

Question to he answered: What products of animal origin have been imported within the past seven years?

Ratlionals: The likelihood of entry is dependent on:

—~  the species of origin of the animal products and whether these products contain tissues known to contain BSE
lnfectmty (Article 11.5.14.);

~  country of origin and its BSE status, which will change as mare data become available; this may result from the
detection of dlinical diseass, or following active surveilfance, ar assessment of geographical BSE risk;

—  feeding and management of the animals in the country of origin;

—~ use to which the commodity has been put as apart from representing risk of developing clinical disease, the
staughter, rendering and recycling in meal-and-hone meal of imparied animals represents a potential route of
exposure of indigenous livestock even if meat-and-bone mealand greaves, or feedstuffs containing them, have not
been Imported;

—  species;

—  dairy versus meat breeds, where there are differences in exposure in the country of origin because feeding
practices result in greater exposure of one category;

- age at slaughler.

Evidence required:

- Documentation on the country of origin of imports. This shautd identify the country of breeding of animals, the
fength of time they lived in that country and of any other country in which they b enristad dvsng thelr fifetime.

—  Documentation describing origins, specles and volume of imports.
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-~ Documentation describing the end use of imported animal products, and the disposal of waste,
—  Documentation demonstrating that risks are periodically reviewed in light of evotving knowledge an the BSE status

of the country of origin.

Atticle 11.5.27.

The potent:al for the exposure of catﬂe to the BSE agent through cansumptmn of meat-antd- bone meal or greaves
of ruminant origin

Assumptions:

- That the consumption by bovines of maat»and»bone meal or greaves of ruminant origin plays the only s:gmﬁcant
role in BSE transmission.

~-  That commercialiy-available products of animal origin used in animal feeds may contain meat-and-bone meal or
greaves of ruminant origin.

~  Milk and bleod are not considered to play a role in the transmission of BSE.

Question to be answered: Has meat-and-bope meal or greaves of ruminant origin been fed to cattle within the past
eight years (see Ardicles 11.5.3. and 11.5.4.)?

Rationale: If catfle have not been fed products of animal origin (other than milk or blood) potentially contdining
meat-and-hone meal or greaves of ruminant origin within the past eight years, meat-and-bone meal and greaves can be

dismissed as a risk.

Asticle 11.5.28.

The origin of animal waste, the parameters of the rendering processes and the methods of animal feed production

Assumptions:

- BéE has a long incubation period and insidious onset of signs, so cases may escape detection.

= Pre.clinical BSE infectivity cannot reliably ba detected by any method and may enter rendering, in parucular if
specified risk materials are not removed.

~  Tissues most likely to contain high titres of BSE infectivity {brain, spinal cord, eyes) may notbe harvested for human
consumption and may be rendered.

—  BSE may manifest in sudden death, chronic disease, or recumberncy, and may be presented as fallen stock or
materials condemned as unfit for human consumption.

-~ BSE agent survival in rendering is affected by the method of processing. Adequate rendering processes are

described in Article 11.5.19. .
-~  BSE agent is present at much higher titres in central nervous system and rebculo—endoihehal tissues (so-called
‘Specified Risk Materials’, or SRM).

Question to be answered: How has animal waste been processed over the past eight years?.

Rationale: If potentially infected animais or contaminated materials are rendered, there is a risk that the resulting
meat-and-bong meat could retain BSE infectivity.

Where maat-and-hone meal is utilized in the production of any animal feeds, the risk of cross-contamination exists.

Ewdence required:
~  Documentation describing the collection and dispasal of faflen stock and materials condemned as unfit for human
cansumption,
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—  Documentation desceibing the definition and disposal of specified risk materal, if any.

- Documsentation describing the rendering process and parameters used to produce meat-and-bone meal and
greaves.

- Detumentation deseribing methods of animal feed production, including details of ingredients used, the extent of
use of meat-and-bane meal in any livestock feed, and measures that prevent cross-contamination of cattle feed
with ingredients used in monegastric feed.

—~  Documentation describing monitoring and enforcement of the above. .

Article 11.5.29.

Conclusions of the risk assessment

The overall risk of BSE In the cattle population of a country or zone is proportional fo the level of knawn or potential
exposure to BSE infectivity and the potential for recydling and amplification of the infectivity through livestock feeding
practices. For the risk assessment to conclude that the cattle population of a country or Zone is free from BSE risk, it
should have demonstrated that appropriate measures have been taken to manage any risks identified.

1 See point 4) of Article 11.5.21.
2 See point 3) of Article 11.5.21.
3 See point 2) of Article 11.5.21.
4 See point 1) of Article 11.5.21.
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OF THE OIE SCIENTIFIC COMMISSION FOR ANIMAL DISEASES

Paris, 4-8 February 2013

A meeting of the OIE Scientific Commission for Animal Diseases {the Commission) was held at the OIE
Headquarters in Paris, France from 4 to 8 February 2013. ’

Opening

The Commission was welcomed by Dr Kazuaki Miyagishima, Deputy Director General and Head of the Scientific
and Technical Department of the OIE, on behalf of Dr Bemard Vallat, Director General of the OIE.

Dr Miyagishima mentioned that a number of Member Countries had applied for the first time for official
recognition of freedom from Afiican horse sickness (AHS) afler the revision of the relevant chapter in the
Terresirial Animal Health Code (Terrestrial Code), to provide for the first equine’ disease to be officially
recognised by the OIE for country or zonal freedom from disease. He further mentioned that following AHS, peste
des petits ruminants (PPR) could also be considered as a candidate disease for official recognition of free status. Dr
Miyagishima also indicated that the OIE was actively involved in the intended worldwide control of PPR under the
umbrella of an OIE/FAO initiative for the “Global Framework for the progressive control of Transboundary Animal
Diseases (GF-TADs)". A working group had been tasked by the GF-TAD’s to work on a PPR Global Strategy,
following the model of the Global Foot and Mouth Disease: (FMD) Control Strategy.

In respect of FMD; it was mentioned that after the successful Global Conference on FMD Control held in Bangkok
in June 2012, the partners involved in the Global Strategy had entered the implementation phase. Dr Miyagishima
encouraged the Commission to continue to be involved actively in the Global FMD control programme. Another
important development within the OIE was the establishment of an ad hoc group on the international movement of
high ~level competition horses with the collaboration and financial support of the Fédération Equestre I ionale
(FED). It was foreseen that the task of this ad hac Group would include revision of the OIE Terrestrial Manual and
Terrestrial Code chapters on horse di The ad hoc Group would report to the two concemned Specialists
Commissions (Biological Standards Commission and this Commission) while maintaining coordination with the
Terrestrial Animal Health Standards Commission (Code Commission).

On administrative issues, Dr Miyagishima sought the opinion of the Commission on its willingness to work on
electronic files of the working documents and discontinue use of hard copies, at least for those members who were
ready to do so. He also requested the Commission to evaluate the need for and explore the possibility for extending
its meeting beyond one week, in view of the Commission’s increasing work load. Another matter discussed was the
desirability of including the draft revised chapters of the Terrestrial Code developed by ad fioc Groups as annexes
to the ad hoc Groups® reports, This would improve the traceability of documents and increase the transparency in
the standard setting process to the benefit of Member Countries, without necessarily leading to confusion. Only the
final report as approved by the Scientific Commission would be attached to the ad foc Group’s report. The
President of the Commission indicated that draft or amended .chapters of the Terrestrial Code would not be
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circulated with the reports of the Scientific Commission but only with the report of the Code Commission as
decided by 1 agr the two Commissions. The main reason for this arrangement is to avoid
confusion by Member Countries and to ensure that comments on draft or amended chapters from Member
Countries are directed to the OIE ‘in response to the report of the Code Commission. In view of the increased
volume the Cammission’s report would acquire, Dr Miyagishima advised only the body of the report, containing
the deliberation and decisions by the Commission would be printed for the General Session, but the complete
version with the annexes wonld be distributed to OIE Delegates in a CD and through the OIE Delegates’ website.

Finally, Dr Miyagishima announced his imminent depariure from the OIE and thanked the Commission for its
support to the siaff of the Scientific and Technical Department. Dr Alessandro Ripani also announced his departure
in coming months znd thanked the Commission for the opportunity of having worked with them for several years.

In his response the President of the Commission regretied these departures and thanked the significant contribution
of the departing staff to the work of the Commission. .

Statement of the Director General

After joining the meeting at a later stage, Dr Vallat commented on important issues related to the working
programme of the OIE. Firstly, the OIE had been requested to i its k in impl ting the global
strategies to control diseases of xmponance. namely on FMD, PPR and rabies. For FMD, he reiterated that the
Commission’s work was essential in enswring the OIE’s involvement in the implementation of the
recommendations of the Global Conference on FMD control (Bangkok, June 2012) by among others encouraging

the further development of Veterinary Services-and through the endorsement of the official control programmes for

FMD. The OIE might consider increasing the number of experts involved in the evaluation of FMD dossiers, given

the anticipated increase in the number of countries that would apply for endorsement of their control programme
and eventually recognition of disease free status, The updated Terrestrial Code chapter on FMD was most welcome
and would, after approval by the Scientific and Code Commissions, be ready for circulation for comments from
Member Countries.

On PPR, there was an on-going project, supported by the Bxll & Melinda Gates Foundation, to d
campaigns in Africa with some focus on backyard small ntminants. Dr Vallat also hlghl:ghted the lmportance of
finalising the amended Terrestrial Code chapter on PPR that would support the polmcal will of countries and
donors to participate in the global control strategy which would include among others convincing animal owners on
the need to vaccinate small ruminants for PPR.

On rabies, Dr Vallat urged that the inclusion in the Ferrestrial Code of an article for the control of rabies in dogs
would encourage and mobilise decision makers to invest in mitigating the public health risk by controlling rabies at
its source as recommended at the Global Conference on Rabies Control held in Incheon-Seoul (September, 2011).
Dr Vallat informed the Commission on the EU-funded rabies vaccine bank in Asia whicli had been deployed in Lao
and Vietnam, and very soon in the Philippines, and that could provide up to 4 million vaccine doses. Other vaccine
banks could be eventually created in Affica if the vaceine bank in Asia proved to be successful.

On official disease status recognition, Dr Vallat expressed his satisfaction on the number of country applications
received and on the ongoing improvement jn the evaluation system. Possible additions to the list of diseases with
official status might include, apart from PFR, other diseases such as CSF-and Glanders. The futore validation of an
improved diagnostic method would perhaps enable Glanders to be considered as a candidate disease for official
disease status recognition. There were still Member Countries wishing to have CSF as a disease for official status
recognition; however the wild and feral animal implication had so far complicated this sts:bxhty Dr Vallat
encouraged the Commission to increase the number of expert missions to visit countries not only i in relation to
FMD free status, but also for other diseases,

Dr Vallat supported the missions to southern Aftican countries and other Member Countries planned for 2013.
Finally, Dr Vallat expressed his opinion on how the Commission should deal with Bovine Spongiform Encephalitis
(BSE), classical or atypical, stating that atypical BSE could be regarded as a rare disease. He indicated that the
resource investment in risk status recognition as well as in standard setting for BSE should gradually be brought to
a level proportionate to the real impact of the disease on the society, given the significant global decrease in the
number of human and animal cases linked with BSE.

2 Scientific Commission/February 2013

1. Adoption of the agenda

The meeting was chaired by Dr Gideon Briickner, President of the Seientific éommission, with the Scientific
and Technical Department staiT of the OIE, providing the preparation of the draft report.

The President expressed his appreciation for the work of the Scientific and Technical Department in the
preparation of the working documents to be in time for the meetmg and also commended the ad hoc Groups
for the scientific quality of their reparts.

The agenda, as adopted, and the list of participants, are attached as Annexes 1 and 2, respectively.
2. Issués from the last meeting of the Scientific Commission

The Commission reviewed salient points from the report of its previous meeting. The following issues
emanating from and related to the previous meeting were discussed:

AR Principles an Disease Control (proposed new chapter for the Terresirial Code): comments from
Member Countries

The Commission had requested Memher Countries lu comment on the new proposed chapter on
disease contrel for possible inclusion in the Terrestrial Code. Comments were received by the African
countries and by Switzerland welcoming the chapter with minor suggestions. The Commission, on
request of Switzerland, aceepted to include “holders” in addition to “producers” in the disease control
planning process. The inclusion of “institutional arr 1t ", as suggested by Delegates from Afiica
as a factor to consider when planning a di e , was accepted but as a
socioeconomic consideration, rather than as a technical tool. Fma]ly, a comment on communication
was not accepted because the Commission consxdered it was sufficiently covered throughout the

chapter.

The draft new chapter with the comments of Member Countries addressed was forwarded to the Code
Commission for its further processing and possible final adoption by the World Assembly in May
2014.

2.2, Decision on the inclusion of the term “risk-based surveillance” in the Glossary

The term “risk based surveillance” had been drafted by the ad hoe Group on Epidemiology in 2011 for
inclusion in the Terrestrial Code Glossary. Noting that the term was not used in the text of the
Terrestrial Code, the Commission had postponed its decision for inclusion in the Glossary until the
matter was discussed with the Code Commission. )

The two Commissions agreed that they would discuss this matter at their next joint tneeting.

o "

orr

Country ¢

2.3. Items consulted with experts to address M
%) Equine viral arteritis

The Code Commission had forwarded io the Scientific Commission some Member Country
comments for discussion by the Scientific Commission at its meeting in August 2012. The
Commission sought - expert advice on a request by a Member Country on extending the period
during which a colt is tested and vaccinated against Equine viral arteritis (EAV) from 9 months to
12 months, The expert advised that colts were considered pre-pubertal and required testing to
ensure they had not been exposed, and vaccination following negative testing, to prevent the risk of
being permanent carriers of the disease. After considering the expert opinion, the Commission
dismissed the proposal, since the average age for puber:y was considered to accur earlier and was
dependent on breeds and also on scasonality'. Vaccinating colts at a later age than that
recommended in the Tervestrial Code could pose a.risk of developing persistent carrier status
following EAV infection.?

The decision of the Commission was forwarded for information to the Code Commission.

! Brown-Douglas, C.G., Firth, E.C., Parkinson, T.J,, Fennessy, P.F., (2004), Onset of puberty in past ised Tt hbred:
born in southem hemisphere spring and Equine Vet, J., 36, 499-504.

z Ho[yoak, G.R, thtle, TV McCuﬂam, W.H, Tmmney, PJ., (1993), Relationship between onset of puberty and
of P jon with equine arteritis virus in lhe experimentally infecied colt. J Conip. Pathol., 109,

29-46,
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b) Porcine Reproductive and Respiratory Syndrome (PRRS)

The Commission had sought an expert opinion on the need to develop a Terrestrial Code chapter on
PRRS following the requests of several Member Countries. The experts advised that a chapter
should be drafied as the disease was widespread worldwxde There were also a number of countries
that had achieved disease freedom through the impl ion of control , and thus,
international standards could help preventing the introduction of PRRS virus. '

- The Commission agreed with the expert opinion and recommended that the Director General
convene an ad hoc Group to develop a Terresrrzal Code chapter. The Code Comtmssmn was also
mformed of this proposal.

Guide on Terrestrial Animal Health Survcillance

The Commission requested the Scientific and Technical Depanment to provide the Commission with a
copy of the draft Guide for final end |

ient by correspond with bers of the
Commission. The Commission reiterated its request from previous reports of the Commission that the
proposed guide was an initiative of the Scientific Commission and thus the Comsmission maintains the
right to finally endorse the proposed text. It was also regarded as essential, as had been previously
requested, that a section in the Guide be dedicated to surveillance in respect of official disease status
recognition as prescribed in the Yerresirial Code, to ensure that Member Countries fully realised the
rationale for the specific surveillance strategies for discases wnth an officially recognised status by the
OIE.

The Commission was informed that, in the final draft, more cross-references to the Terrestrial Code
Chapter 1.4 would be inserted.

Reports of Ad hoc Groups and Working Group on Wildiife Diseases

B Meetling reports for endorsement

3.1

Ad hoe Group on African Horse Sickness official disesse status evaluations: 15-17 January 2013
) Revision of Chapter 12.1. of the Terrestrial Code

The Commission reviewed the report of the ad hoc Group on African Horse Sickness (AHS),
including the amendments suggested to the Terrestrial Code Chapter 12.1.

To harmonise Chapter 12.1 with other revised chapters in the Terrestrial Code, the case definition
and the definition for infection were moved to the beginning of the General provisions in the
chapter, The Commission recommended that this approach be followed for all disease specific
chaptem in the Terrestrial Code.

Similarly, in Article 12.1.5, the Commission added provisions for the occurrence of AHS virus
(AHSV) within or outside the boundaries of the containment zone. Wording within this article was
also harmonised with other chapters. The wording on the extension of the contaisment zone was
removed from the same article becavse it was an unscientific statement/requirement subject to
variable judgement and perceptions on what should be “large enough”,

The amended chapter with Member Country comments addressed was forwarded to the Code
Commission for further processing together with the ad hoc Group's report endorsed by the
Commission,

The Commission took note of the ad hoc Group's concern regarding a revision of the chapter on
AHS in the Terrestrial Manual considering the different purposes for which the tests could be
performed. The- Commission requested that this issue be forwarded to the Biological Standards
Commission for consideration.
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b) Evaluation of the requests from 59 Member Countries to be recoguised as historically free
from AHS

The Commission d the dations of the ad hoe Group for country applications for
histarical AHS freedom. A simplified pracedure had been offered to Member Countries applying
for historical AHS freedom so that a baseline list of historically free Member Countries could be
presented at the 81% General Session in May 2013. This shorter procedure would not be applicable
once adopted at the 81* General Assembly. Member Countries complying with the requm:mems of
the Terresirial Code for historical freedom would still have the possibility to apply for it, but would
have to provide evidence of compliance with the Terrestrial Code.

The Commission agreed that 57, out of the 59 Member Countries that had applied through this
shorter procedure, fulfilled the conditions to be considered historical AHS free countries in
accordance with Article 12.1.2. of the Terrestrial Code. The list of these Member Countries is in
the report of the ad hoc Group.

The applications for historical ﬁ*ecdom of the two remaining Member Countries were not approved
and referred back to the applicant Member Countries with suggestions on actions to be taken to
comply with the requirements of the Terrestrial Code.

c) Evaluation of the requests from 2 Member Countries to be recognised as free from AHS

-

Portugal and Spain applied for AHS éountry freedom through the ordinary procedure and the
Commission determined that they fulfilled the conditions to be considered AHS free countncs in
accordance with Article 12.1.2. of the Terrestrial Code.

) Evaluation of the request from s Member Country for the establishment of # zone free from
AHS
The application of the Memb Country was not approved by the Commission and the dossxer was

referred back to the applicant Member Country with the advice to the latter to fully consider the
provisions in Article 12.1.2,

The Commission noted that, according to the Terrestrial Code, AHS-free countries adjacent 1o
infected countries should have a 100-km surveillance zone, and that countries without an AHS-free
status were cousidered as infected. The Commission did not find any scientific evidence to suggest
that this distance be reduced except when geographical or ecological factors contribute to limit the
risk of potential incursion. The Commission agreed that this provision should remain unchanged,
given that a surveillance programme should be desngned according to different factors and tools,
including a risk assessment.

The Commission endorsed the report of the ad foc Group on AHS, including the amendments
suggested to the Terrestrial Code Chapter 12.1, and the procedure for annual reconfirmation form
with minor changes. The report and Chapter 12.1 with proposed amendments were forwarded to the
Code Commission for further processing. The endorsed report is attached as Annex 3.

Ad hoc Group on Antimicrobial Resistance: 8-10 January 2013

The Commission endorsed the report of the ad hoc Group on Antimicrobial Resistance, which had
addressed Member Country comments on Terrestrial Code Chapter 6.10. The ad hoc Group had
updated the list of antimicrobial agents of veterinary importance, The Commission endorsed the list
and proposed its adoption at the 81" General Session by Resolution. The endorsed report is attached as
Annex 4. .

Ad hoc Group on Bovine Spongiform Encephalopathy: 11-13 September 2012

The Commission reviewed the report, including the proposed amendments to Article 11.5.22 in relation
to the point targets for the different adult catile population sizes in a country, zone or compartment,
adjusted for countries with small cattle population. The proposal of the ad hoc Group for an
amendment to the existing table in the Terresirial Code was approved and forwarded to the Code
Commission for furiher processing. The Commission commended the high quality of the ad hoc
Group's report.
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3.5

O atypical BSE, the Commission noted the main differences with classical BSE and considered the

_possibility of revising the existing Terrestrial Code to provide standards on atypical BSE.

The Commission agreed that the current procedure for official recognition of BSE risk status had been
conceived with a focus on classical BSE. The Commission suggested that an ad hoc Group review the
Terrestrial Code chapter on BSE to assess if a change to the current chapter on BSE was desirable (e.g.
as was done for atypical scrapie).

In addition, the Commission noted that the notion of “compartment” was ot applicable to BSE official
risk status and agreed 1o recommend to the Code Commission that the word “compartment™ be deleted
throughout the Article 1.6.3.

The report-of the ad hoc Group was endorsed by the Commission and is atta;:hed as Annex 5.

The proposed change to Article 11.5.22 was forwarded to the Code Commission,

Ad hoc Group on Bovine Spongiform Encephalopathy risk status evaluations of Member
Cuountries: 27-30 November 2012

The Commission considered and endorsed the recommendations of the ad hoe Group on the
applications from 9 Member Countries for the evaluation of their BSE risk status.

For the dossier related to the request of the United States of America to be considered as a negligible
BSE-risk country, the Commission noted that the Ad hoc Group could not reach a consensus in making
recommendstion to the Commission. The Commission considered and discussed the analysis made and
opinions expressed by the ad hoc Group. The Commission based its assessment on the provisions laid
out in the Zerrestrial Code and agreed that the release risk in the USA was negligible and that the BSE
risk mitigating measures put in place by the country were commensurate with the assessed release risk.
At the same time, the Commission decided to request the applicant Member Country to monitor
annually - through the anmual reconfirmation form - the confinued implementation of the risk
mitigation measures as described in the Terrestrial Code, especially those related to preventing the
potential recycling and amplification of the BSE agent in the country at the rendering plants.

The Commission agreed {o recommend the followmg Member Countries for adoption as having a
negligible risk“for BSE by the World Assembly of Delegates at the 81st General Session:

»  Israel, Ttaly, Japan, the Netherlands, Slovenia and the USA

The Commission agreed to recommend the following Member Countries for adoption as having a
controlled risk for BSE by OIE World Assembly of Delegates at the 81* General Session:

«  Bulgaria and Costa Rica.

For the remaining Member Country, the application was not approved and referred back to the
applicant Member Country with suggestions to the Member Country on actions to be taken to comply
with the requirements of Chapter 11.5 of the Terrestrial Code.

The Commission Mopled the report of the ad koc Group. The report is attached as Annex 6.
Ad hoc Group on Brucellosis: 9-11 January 2013

The ad koc Group on Bruceliosis had restructured the Terrestrial Code draft chapter on Brucellosis in
i to the ts received by Member Countries, the Scientific Commission and the Code
Commission, The three pathogens, Brucella abortus, B. melitensis and B. suis were kept under the
same multispecies chapter (8.x) but the provisions in the chapter were made species-specific. This way,
the concept of disease free status at the country or zone level was considered for cattle, sheep and
goats, camelids and cervids but not for pigs. Discase frec status with vaccination was however
currently possible only for cattle, sheep and goats, since there was nat an appropriate vaccine for
camelids or cervids, The ad hoc Group had also harmonised the language throughout the chapter,
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The Commission recognised that the amendments proposed by the ad hoc Group to the draft
Terrestrial Code chapter on Brucellosis would facilitate its use by Member Countries and endorsed the
report.

The amended chapter was forwarded to the Code Commission for further processing,

‘The endorsed report is attached as Annex 7.

Ad hoc Group on Contagious Bovine Pleuropneurnonia (CBPP): 9-10 January 2013

The ad #oc Group on CBPP had evaluated by electronic correspondence a single application for free
status from a Member Country.

The Commission supported the findings of the ad hoc Group, and, after di ions with the Di
General, decided, in accordance with the pmvismns of Resolution 25 of the 80" General Session, to
request thc Director General to mandate an expert mission to the conntry to enable the Commission to
make an informed decision, taking into account the findings of the mission.

The Commission adopted the report of the ad hoe Group. The endorsed report is attached as Annex 8.

Ad khoc Group on the inclusion of Classical Swine Fever in the list of diseases with official statns:
16-18 October 2012

The ad hoc Group had, at the request of the Scientific Commission and the Code Commission, revised
the Terrestriol Code chapter on CSF and had included a new case definition for domestic and captive
wild pigs, as well as reviewed the articles on surveillance for CSF together with the questionnaire that
would allow the addition of CSF to the list of diseases for officially recognised status, The ad hoc
Group had agreed that if a country found a wild boar positive for CSF it would have to be notified
according to Chapter 1.1 but that its impact on its official disease status should be determined on a risk
assessment, including surveillance and the evaluation of biosecurity measures to separate domestic and
captive wild pigs from feral and wild pigs.

The Commission noted that the new case definition was in contradiction with Article 1.4.6 of the
Terrestrial Cade rcquiring that for official recognition of freedom there should be no evidence of
infection in wildlife. In view of this, the Commission recommended that the Code Commission revise
Article 1.4.6. to the effect that in points Ia) vi) and 1b) v) the sentence on wxldhfe be completed with
“gnless otherwise stated in the relevant disease chapter”.

The draft Terrestrial Code Chapter 15.2 and the accompanying guestionnaive in relation to recognition
of official disease status were endorsed by the Commission with some .amendments. For example,
vaccine strains were excluded from the definition of infection, and the Commission considered that it
would be sufficient to detect infection by detection of viral RNA specific to a field strain of CSF virus,
without necessarily linking the test result to an epidemiological investigation, since the use of real-time
fests and in-tube reading could largely avoid the risk of false positive results, In addition, tests to detect

‘RNA were generally validated and aceredited to an appropriate quality standard, with adequate

separation from areas where field vims are handled and with the use of positive controls. For these
reasons, detection of RNA specific to a field strain of CSF vims was considered sufficient as a stand-
alone test to define infection.

In relation to wild and fera! pigs, the Commission expasided the requirement on separation of wild from
domesticated pigs to include potential geographical barriers in addition to man-made ones. However,
they considered that it would not be possible to establish containment zone if wild or feral pigs were
infected. The Commission considered that the epidemiological situation within the containment zone
should be sufficiently controlled to provide confidence to the capability of the country to control the
disease and agreed to require that any new outbreak within or outside the containment zone result in the
suspension of the status of the whole country or zone, The requirements on the annual reconfimmation
of a CSF free status were also added. For the questionnaire, the ad hoc Group had suggested combining
in a single questionnaire the requirements for a country/zone application. The Commission agreed to
this suggestion and recommended that countries insert a heading in their application that would inform
the Commission of the option chosen (country or zone).
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Finally, the Commission was informed by the Scientific and Technical Department on the requirements
for vaccines in' the CSF thapter of the Terrestrial Manual, which had been reviewed by an ad /oc
Group after the request from the Biological Standards Commission in September 2012, The Terrestrial
Manual chapter had been recently finalised and was making reference to the availability of
biotechnology derived marker vaccines and their corresponding tests that would allow for a DIVA
strategy and a “vaccination fo live” strategy.

The endorsed report, draft chapter and questionnaire were forwarded to the Code Commission for
further processing. The endorsed report is attached as Annex 9.

Ad hoc Group on Epidemiology: 2-4 October 2012
The report of the October meeting of the ad hoc G}oup on Epidemiology contained the rationale for

some of the changes proposed to the revised Terrestrial Code chapter on FMD. The revision of the
FMD chapter had needed four ad hoc Group meetings; the ad hoc Group on Epidemiology also

revisited the draft chapter with special emphasis on the articles on surveillance. However, the Qctober .

meeting of the ad Aec Group on FMD proposed the final amendments to the Chapter:

The report was endorsed by the Commission and was forwarded to the Code Commission. The
endorsed report is attached as Annex 10,

Ad hoc Group on Epidemiclogy: 29 January 2013

The report of the January meeting of the ad hoc Group on Epidemiology contained the rationale for the
proposed amendments fo the new surveillance articles for the Terrestrial Code chapter on PPR. It also
carried a suggestion to the Commission fo draft guidelines for the identification of factors that would
guide risk based sampling as part of the horizontal chapters in the Terrestrial Code. The Commission
endorsed the report and accepted the suggestions of the ad hoc Group, requesting the Director General
1o convene a meeting of the ad hoc Group on Epidemiology to address this matter. The report was
forwarded to the Code Commission for information. The endorsed report is attached as Annex 11,

Ad hoc Group on Foot and Mouth di status evaluations of Member Countries; 9-11 October
2012

a) Revision of Chapter 8.5. of the Terrestrial Code

A merged version of the revised chapter aﬁer the work of four ad hoc Group meetings was

1 to the Commission. The rep ve of the C ission at those ings explained
the rationale behind the proposed amendments to both the Scientific Commission and the Code
Commission.

The main amendments were relative to the management of:

= Wildlife

« The process to be followed when a countrylzone free with vaccination wishes to be recognised
free wx(hm#t vaacmatmn

s The compartment, which could be free with or without vaceination

« The containment zone: a new case, even within the containment zone, leads to withdrawal of
the approval of the containment zone

« The recovery of free status for a zone/country (possibility for a country previously free
without vaccination to recover free with vaccination).

o The border areas between a free country/zone/compartment and an infected area (truly
infected or undefined)

‘The Commission also noted that the articles for country and zonal freedom with vaceination and
country and zonal freedom without ination had been merged.
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3.11. Ad hoc Group on Foot and Mouth di status

The Commission agreed to all amendments proposed by the ad koc Group to the chapter on FMD,
except for:

s Requiring additional warranties in the border areas between a free country/zone/compartment
and an infected area (iruly infected or undefined status). The Commission considered this an
y burden, since the maint of a free status already require strict preventive

measures.

« Differentiating serotypes of FMD virus when importing from vaccinated countries. The
) Commxssmn did not accept this as it could implicate trade barriers

In addition, the Commission also discussed the duration of the period during which a status of a
country or zone conld remain suspended and the period for which a containment zone could be
implemented. The Commission decided not to indicate a prescriptive duration but amended the
corresponding text in the Chapter to indicate that the duration of these periods shculd be limited in
time.

The Commission also suggested that the questionnaire for a country free without vaccination be
merged with the questionnaire for a zone free without vaccination, and that the questionnaire for a
country free with vaccination-be merged with the questionnaire for a zone free with vaccination.
The report of the ad hoe Group and the revised draft Terrestrial Code Chapter 8.5 were endorsed
-and forwarded to the Code Commission with the explicit request that the draft amended chapter be

irculated for Member Country coi ts. The Commission rcquested that the OIE Secretariat of
the ad hoc Group on FMD attend the Code Commission meeting when FMD would be discussed.
The endorsed report is attached as Annex 12,

b) Evalustion of the request from three Member Countries for the endorsement of theiy official
control programme for FMD

The Commission reviewed and endorsed the recommendations of the ad Aoc Group on the
application of three Member Countries for the endorsement of their official contral programmes.
These three applications were not approved by the Commission and the dossiers were referred back
to the applicant Member Countries inviting them to fully observe the provisions in Article 8.5.48.

The Commission emphasised the need to develop and implement a quality filter to avoid that
Member Countries apply for the endorsement of their official FMD control programmes without

. mieeting the requirements of the relevant chapter of the Terresirial Code. In discussions with the
Director General, the Commission was informed that the OIE had initiated regional activities to
assist in providing a filtering mechanism for applications such as for example the proposed OIE
Animal Health Centre dedicated to FMD in Kazakhstan to help the Member Countries of the sub-
region,

tions of Member Countries: 10-14

December 2012

The Commission representative on the ad hoc Group provided a summary of the ad fioe Group meeting
outcomes to the Commission.

The Commission acknowledged that the increased number of Spanish-speaking experts in the ad hoc
Group would facilifate the evaluation of dossiers submitted in Spanish. The Commission also noted
that the expert of the ad hoc Group from Africa would be replaced by another expert ﬁrom the same
‘country (Botswana).

The Commission noted that the ad hoc Group had received and evaluated five dossiers for disease
status recognition from four Member Countries {one country applied for two zones) and two dossiers to
be evaluated for the endorsement of official control programmes for FMD. The ad #oc_Group had
evaluated all the dossiers in detail and requested additional information from some of the applicant
Member Countries. The ad hoc Group also evaluated the additional information provided by a Member
Country that had applied in 2611 and whose evaluation had been suspended awaiting this complement
of information.
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