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lArticle 2.3.13.1.

The recommendations in this Chapter are intended to manage the human and
animal health risks associated with the presence of the bovine spongiform
encephalopathy (BSE) agent in cattle (Bos fawrus and B. indicus) only.

1)When authosrising import or transit of the following commodities and any
products made from these commodities and containing no other tissues
from cattle, Veterinary Administrations should not require any BSE related
conditions, regardless of the BSE risk status of the cattle population of the
exporting countty, gone ot compariment.

)itk and milk products,

b)semen and in vive derived cattle embryos collected and handled in accordance

with the recommendations of the International Embryo Transfer Society;
c)hides and skins ;
d)gelatin and collagen prepared exclusively from hides and skins ;

e)protein-free tallow (maximum level of insoluble impurities of 0.15% in weight)
and derivatives made from this tallow;

fdicalcium phosphate (with no trace of protein or fat);

g)deboned skeletal muscle meat (excluding mechanically separated meat) from
cattle 36-momths of-ageortess, which were not subjected to a stunning process,

% 2.3.13.1 %

KBk BENEIL, 4 (Bos taurusB B, indicus) BV 5., HHEMTIRAN

$£ (BSE) HEEOEFEECELAI A LBBORECTIV R/ 0EHRE B
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ptior to slaughter, with a device injecting compressed air or gas into the cranial

cavity, or to a pithing process, and which passed weresubjectto ante-mortem
and post-mottem inspection amd-were ot suspect or contirmed BSE T and

which has been prepared in 2 manner to avoid contamination with tissues listed
in Article 13.

- h)blood and blood by-products, from cattle which were not subjected to a
stunning process, prior to slaughter, with a device injecting compressed air or

gas into the cranial cavity, or to a pithing process.

2)When authorising impott or transit of other commodities listed in this chapter,
Veterinary Administrations should require the conditions prescribed in this
Chapter relevant to the BSE risk status of the catfle population of the exporting
conntyy, sone of compariment.

Standards for diagnostic tests are described in the Terrestrial Manual.
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[Article 2.3.13.24

The BSE risk status of the cattle population of a country, zowe ot compariment

should be determined on the basis of the following criteria:

1)the outcome of a risk assessment (which is reviewed annually), based on Section
1.3., identifying -all potential factors for BSE occurrence and their histotic

petspective:

ajRelease assessment

Release assessment consists of assessing the likelthood that the BSE =

tramsmissibte-spongifornTencephatopathy {TSE) agent has been introduced into

the cattle population from a pre-existing BSE FSE in the indigenous ruminant
population or via commodities potentially contaminated with a BSE TSE agent,

through a consideration of the following:

i)the presence or absence of the BSE agent amirmat-T3E wgerts in the country,

B, B idarS— A MBI H4EO BSE VA KBRDAT—F R
i, UTIBITFEBIESEREINDIARETH D,

1. 3 BrESSBSEDRERTENLOBEINERICHEIETOEREN
BERAPEET IOV AN (BEREIND) DORER.

a) B AFEA

BAEME., UTCBF2FEEZEEL T, BEEQCRT I GIMHICEE
4% (pre-existing) BSE FSE M5, Xik. BSE FSEREMEIC & 1 EERITTE
YL TWAMAEEEL T, BSE TSE WEMEAFRICHEAST W TELTHEE
DR B Y 3L,

i) @, M=ot kA Mot B BSE BIEME Bie-TSERTRE

zone or compartment and, if present, evidence regarding their its prevalence
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basedomr the ootconresof surveitance;

i)meat-and-bone meal or greaves from the indigenous ruminant
population;

iil)imported meat-and-bone meal or greaves;
iv)imported live ruminnts arrrmats;
v)imported animal feed and feed ingredients;

vi)imported products of ruminant origin for human consumption, which may
have contained tissues listed in Article 2.3.13.13 and may have been fed to
cattle;

vilimported products of ruminant origin for 7# »ive use in cattle.

The results of any Surveftarrceard—other epidemiological investigations into

the_disposition of the commodities identified above fesprcmtty surveittance—for]
BSE—onducted—orthe cattdepopulation)refevant to—tire—above should be

taken into account in carrying out the assessment.

b)Exposure assessment

If the release assessment identifies a sk factor, an exposure assessment should
be conducted, consisting of assessing the likelihood of exposure of the BSE
agent to cattle, through a consideration of the following:

{recycling and amplification of the BSE agent through consumption by cattle
of meat-and-bone meal ot 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

i) BEERT D BHEEROEERIIENELT (graves) ;

i) BIA S AR XIS T
) BiASNEARORT > BinE
v) BN SN 7B SRR R OSTRHEE ;
vi) BREICEESAAR T 8WHBETH- T, & 23.13.13 RIZEBT LIS
HMBEELTNETEY, o, FRABECERESATEE0b LA,
g AL
Vi) D&M (in vivo) FIR Tt SR B KT 5 BB e OMAR S ;
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ASE, FHEEERT 354, BBCARLIDIRETHD,
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NS A—F—,

methods of animal feed manufacture;




iii)the feeding or not of ruminants with meat-and-bone meal and greaves derived

from ruminants, including measures to prevent cross-contamination of animal
feed;

w)the level of surveillance for BSE conducted on the cattle population to that
time and the results of that surveillance.

2)on-going awateness programme for veterinarians, farmers, and workers involved
in transpottation, marketing and slaughter of cattle to encourage reporting of all
cases showing clinical signs consistent with BSE in target sub-populations as
defined in Appendix 3.8.4.;

3)the compulsory notification and investigation of all cattle showing clinical signs
consistent with BSE;

4)the examination in an approved laboratory of brain or other tissues collected within
the framework of the aforementioned sutveillance and monitoring systeim.
g 5§

When the risk assessment {winchtakes o account e surveitimce referred—to 1y
thre—relerse—urd—expusure assessents wbove) demonstrates negligible risk, the
country should conduct Type B surveillance in accordance with Appendix 3.8.4.

When the risk assessment twinchtzkes Tmtoaccoumntthesurvettance referred—to Ty
mm—mpmmmmmmw fails to]
demonstrate negligible risk, the country should conduct Type A surveillance in
accordance with Appendix 3.8.4.

i) EDREE OREBER Ok bOKE Y DT, KT 5 BhRoRN
BHRCBRENTORT > BHOREOHE ;

iv) FHENRIZ, FORRETICHEBENT BSE —<_AF 2D LR
NEOYEY—_A T ADFER,
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3) BSEAERZET AT RTOFEDPER VG HEE ;

=

4) B0V —_A FUAROE=F ) o FHIEORSE A O R CIRE S -t
Xidih oo x4 2 KRB INTEM R CORE,

U = 7 F =

SIepas sraa s miN FH*E'C%ZS)XM IR L7256, ERest Y
AR RS EA T UZERIR 3.84 IESC A7 B ¥ —~_ o
SR EERTRETHS,

B e

ErLBEE 3.8.4

%

%%ﬁﬁ%%%%Fﬂﬁr%é)zﬁj%ﬁﬁféﬁwﬁﬁ\é
WEILKIATADY—_A 5 A ETETH D,

Krticle 2.3.13.3.|

Negligible BSE risk

Commodities from the cattle population of a country, gwse or compariment pose a
negligible risk of transmitting the BSE agent, should the following conditions be

WHTCEXDBSE U R

RICBT B RMCAEETRE, B, X3 a3 — b A M ofERZOR
sh?s, BSEWREDEEICEAL TERTED VA THDZ LERT,
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1)a risk assessment, as described in point 1) of Article 2.3.13.2, has been conducted
in order to identify the historical and existing risk factors, and the country has
demonstrated that approptiate genetic measures have been taken for the relevant

period of time defined below to manage attrisk gach risk identified;

2the country has demonstrated that Type B sutveillince in accordance with

Appendix 3.8.4. 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, ot any case of BSE has been demonstrated to
have been imported and has been completely destroyed, and:

i)the criteria in points 2) to 4) of Article 2.3.13.2 have been complied with for
at least 7 years; and

ii) it has been demonstrated, through an appropriate level of control and

audit, that for at least 8 years meat-and-bone meal or greaves derived from

ruminants has not been fed to ruminants; ‘

OR _

b) the—tastTrdigenous—ave—of —BSE—was—reported tmore than—7—years @go any
indigenous case of BSE was born more than 8 years ago; and

i}the criteria in points 2) to 4) of Article 2.3.13.2. have been complied with for
at least 7 years; and

fi)it has been demonstrated, thorough an approprate level of control and audit,
that for at least 8 years meat-and-bone meal and greaves detived from ruminants
has not been fed to ruminants; and

ii)all BSE cases, as well as:

-11 1 EE ] ) ,:‘ 01- 2 . E ]- - 17
orsetof-thediserse;and

D& 23132 &0 1) (CiRflian) A7, BROLRUVHEFTS U R
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BLTRY, F1ZEALE FLTnAZ

13

3 Ho

a)BSE MEAENRLNI &, XT3 BSE BREFLEBAINLEZLOTH
B EMHHENTEY, o, BRI (destroy) = &, WU :

i) 23.132402) b 4) FTICEBITFoRTWAEREDN,
FEHEFEIRLTWAEZ L B

Mlad Eb 7

i) i@@}fﬁ L~ OEHE (control) & HEZE (audit) ZBLUT, 44 &b 8
F£H., RTHOBWEEOCABHXEEE»TAET I8k h Ty
BWZERHRAZRTWHWAEZ &

#k%ﬁéBm%éW%SEMLmL&iLTWé ; RO

1) 85 23.132 4D 2) b 4) ETICBITLIRER, Sl ey 7 EMY
FEENRTWVWAZE  ET

i) EEIZ LA DEE (control) & EE (audit) WU T.
FEi], AEHECEIETK T 5 @
nTHwaz e B

Pbladty 8
WHREBEERTWRNT PR E

m)farwB%W%¢ &U




-all cattle which, duting 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 investigation are inconclusive, all cattle born in the same
herd as, and within 12 months of the birth of, the BSE cases,

if alive in the countty, gome ot compariment, are permanently identified, and their
movements controlled, and, when slaughtered or at death, are completely
destroyed.

— 4% 1EORIC, A% 1EE TBSERRE L L bICHE I, 2o, i
EIC LD YHMRICR iR L TR0 b S B 2 BRI Ui 2 L AR
Ehfd_Togd, XX
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lArticle 2.3.13.4l

Controlled BSE risk

Commodities from the cattle population of a country, yome or compariment pose a
controlled risk of transmitting the BSE agent, should the following conditions be
met:

1)a risk assessment, as desctibed in point 1) of Article 2.3.13.2, has been
conducted in order to identify the historical and existing sisk factors, and thel

country has demonstrated that appropriate _measures are being taken, but have

not been taken for the relevant period of time to manage all risks identified

threcountry has— ot demornstrated-thatappropriate gemrerc-mmeastres e beerr

: : e 4 f-ricks-iderrified;

2jthe country has demonstrated that Type A surveillance in accordance with

Appendix 3.8.4 is in place; Type B surveillance may replace Type A sutveillance
once the relevant points target, in accordance with Table 1. is met;

3)EITHER
a)there has been no ¢ase of BSE or any case of BSE has been demonstrated to
have been imported and has been completely destroyed, the critetia in points 2)
to 4) of Article 2.3.13.2. are complied with, and it can be demonstrated, through

an appropriate level of control and audit, that meat-and-bone meal and greaves

EHMENTBSE U R
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detived from ruminants has not been fed to ruminants, but at least one of the

following two conditions applies: i

Dthe ctiteria in points 2) to 4) of Article 2.3.13.2. have not been complied with
for 7 years;

ii)it cannot be demonstrated that controls over the feeding of meat-and-bone
meal ot greaves detived from ruminants to ruminants have been in place for 8
yeats;
OR
b)there has been an indigenous case of BSETeported, the critetia in points 2) to
4) of Article 2.3.13.2. are complied with, and it can be demonstrated, through
an approptiate level of control and audit that meat-and-bone meal and greaves
derived from ruminants have not been fed to ruminants, but at least one of the

following two conditions applies:

ijthe criteria in points 2) to 4) of Article 2.3.13.2. have not been complied with
for 7 years;

i))it cannot be demonstrated that controls over the feeding of meat-and-bone
meal and greaves derived from ruminants to ruminants have been in place for 8
years;
AND
iif)all BSE ecases, as well as:

) e J y : il

orsetofthediserse, ard
-all cattle 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 investigation are inconclusive, all cattle born in the
same herd as, and within 12 months of the birth of, the BSE carser,
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if alive in the country, gowe or compariment, are permanently identified, and
their movements controlled, and, when slaughtered or at death, are
completely destroyed ;

[Article 2.3.13.5]

Undetermined BSE risk
The cattle population of a country, gore ot compartment poses an undetermined BSE
risk if it cannot be demonstrated that it meets the requirements of another

category.

Article 2.3.13.6)
When importing from a countty, gome or compariment posing anegligible BSE risk,
Veterinary Administrations should tequire:for all commodities from cattle not listed

BAlER, o, BEATEIN, YN & /I IR SIC s &
haz &,

ABHDBSE UV 27
MoOBTTY QEMAEPE L TWAZ LREHT A ENTERNES, B,
i iEa A=A MOEEL, FHOBSE VR THBZ L ERT,

% 2.3.13.6 54
%ﬁf%élﬂEUzaéa%@:T@\mﬁxmzyﬂ—bxybmamﬂ
THEE. '

in point 1) of Article2.3.13.1.
the presentation of an infernational veterinary certificate attesting that the countty,

qone or compariment complies with the conditions in Article 2.3.13.3,

[Article 2.3.13.7]
When importing from a countty, zone ot compariment posing a controlled BSE risk,

Veterinary Administrations should require:
for cattle
the presentation of an international veterinary certificate attesting that:

1)the country, zone ot compartment complies with the conditions in Article 2.3.13.4.;

2)cattle selected for export are identified by a permanent identification system
enabling them to be traced back to the dam and herd of origin, and are not
exposed cattle as described in point 3)b) iif} of Article 2.3.13.4;

3)in the case of a country, gowe or compariment with an indigenous case, cattle
selected for export were born 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.

BREYMRIE, & 23.03.0 &0 1) ZEFohhTnhRndXToidEEEOmRIC
DNT, YHEE, Bt = b A FRE 23133 FOEEEREELT
WAZEEIMHLTWAEBREIIAZEORTFERTRETH B,

E 23137 &
EFHEIN7 BSE VR 2B THE, BEXIZa = AV MM GEHAT S
5a.
BEYRIE, £EEFCo0T, RIZBT SEEPERA STV S ERRE
EORTREERTRETHD :

REAA

DEFE, X T o= F A FHE 23134 FICEIT R EEEHZLT
AP Pl

DA BRI N4, BAERUVRESHETCEINDETDIZENTEBZE
AR EERERIRI I Lo TR ST Y, 22, 52313440 3) b)
i) RBIND LI REEFTRNIL

3EEESFIZBWT BSE MEBHNALLE., Mgz =AY D
. MHAREE SRR, KT 2 BBk oAER X REBRE» T ORT
HEH~DIE SR P D RANCHEITEN LR OBRICHELELDOTHS
&,
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lArticle 2.3.13.8
When importing from a country, gene or compartment with an undetermined BSE
risk, Veterinary Administrations should require:

for cattle

the presentation of an Zuternational veterinary certificate attesting that:

Dthe feeding of ruminants with meat-and-bone meal and greaves derived from
tuminants has been banned and the ban has been effectively enforced;

2)all BSE cases, as well as:

f)ali-theprogenyof-femate wasborwithir2-yewrs-prior—to-or-after-cliical

orsetof trediserse,amd

b)all cattle which, during their first year of life, were reared with the BSE cases
during their fitst year of life, and, which investigation showed consumed the
same potentially contaminated feed during that period, or

cjif the results of the investigation are inconclusive, all cattle born in the same
herd as, and within 12 months of the birth of, the BSE caver,

if alive in the country, zome or compartment, are permanently identified, and their
movements controlled, and, when slaughtered or at death, are completely
destroyed;
3)cattle selected for export:
a)are identified by a permanent identification system enabling them to be traced
back to the dam and herd of origin and are not the progeny of BSE suspect ot

confitmed females;

b)were born at least 2 years after the date from which the ban on the feeding of

READBSE U A7 OFE., HllXiZa v/ — A2 M BIAT RES,
BMELNRIL. £EFICOWVWT, RICBTFI2FEENSTEFA S TV 5 EREERESEH
EORREPERTRETH S,

DET58MERORABERRCERENTORT > B~ DBERELEEShTE
D, o, HERBEHERSRHETISh TSI E

2) 9 _T@® BSE B4, RU

by A% 1EDOHIZ, 7% 14 % TRSERP L L HLICFT XN, 2o,
S0 YEHEICR U5 L-aiettEo b 2B 2R LA ARSI ET
_RCDE, Xix

R IT

d%ﬁ@%%ﬁ%&ﬂ&w%émm\@%#&ﬁuﬁmﬁwf\@%¢ﬁi
ENEFIHELIZ, AORBICAEERT=T T4,

2, H, BIRXiE o= b A FATEFELTWAIESICIE., [BARMICE
AMEi, o, BIREFHEHINh, TR EEXEIELHIIESIINMS IR
&
EHAIERR S
A BFERUCREFHETINOEDLZ LN TE ZRABEBRNFEIZ L o
HWAENTEY, o, BSEABTXNEREBREOETF TN & ;

DY IBMERDOAFTHRCRENTORT > B~ DR 5L E N 3

ruminants with meat-and-bone meal and greaves derived from ruminants was

RIENZFEAT SN NRLL 2 &b 2FRBEILBELLLOTHL L,
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effectively enforced.
[Article 2.3.13.9)
When importing from a country, gone or compartment posing a negligible BSE risk,
Veterinary Administrations should require:

for fresh meat and meat products from cattle (other than those listed in point 1} of

% 2.3.13.9 &5
I TEDH BSE VAZZ2FT5E, Xz A=A M RLEHATS
B
BREYMBIX, 23031 & (B 1 ETETFoEHRUN) RS THnE

Article 2.3.13.1.5)

the presentation of an international veterinary certificale attesting that:

1)the country, gone or compartment complies with the conditions in Article 2.3.13.3,

FRROEHARCARMIZ OV T, RICEBT 5 FHEMSFEH h T 5 ERRER
EAAEDEREZERTRETHD :

DHEE., EXiEa s S— A ME, 23133 5052 E

2the cattle from which the fresh meat and meat productr were detived passed f /i H z 1%_L,’Clz\/5 g‘;-ﬂi—%—ﬁ—
ante-mortem _and _post-mortem  inspections antemorterm—atrd—postmortenT] XS RHER A O FOEHE S K s 40y Lo
ispections—weretarmed—out—oralcattte—fromwhich—te—frest—mea—or7reat] i : == ;

[Article 2.3.13.10)
When importing from a country, gome or compartment posing a controlled BSE risk ,
Veterinary Administrations should require:
For fresh meat and meat products from cattle (other than those listed in point 1) of

5 2.3.13.10 &
ZHEENI BSE VAZE2HTAE, I XiZar A=A P BEATS
A,
BREM AL, 5230314 (F1ETEHITF RSN KRS TND

Article 2.3.13.1)

the presentation of an international veterinary certificate attesting that:

1)the countty, gone or compartment complies with the conditions in Article 2.3.13.4;

2)the cattle from which the fresh megt and meat products_were derived passed

ante-mortem and post-mortem inspections amteTnIortENT @t poStITOTtenT|

3cattle from which the fresh meat and meat products destined for export otiginate

FREDAFARVARMIZ VT, RILBT SFHEZFH L T 5 EREE
AEAEDIRREZBEBRTRETHD ¢

DYUEE, Moo= b A b, F 23,134 FIBTF A&
& :

ﬂiﬁEXL@ﬂ&ﬁE%Té¢# rbu

@#ﬁvA%Lrwé & B

fly 2ge 24h oy b A

NHEAOAMAITRNMTROFEECH I B 40E, LB/ITHL->T, BE

were not subjected to a stunning process, prior to slaughter, with a device

EROTHEHER~EREERNIITAEZEATHIFERERAWERAZ = 7T
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injecting compressed air or gas into the cranial cavity, or to a pithing process;

BXEEMOBERE (Vv 7T8) MibhTtnini e,

4)the fresh meat and meat products doTot tomtain were produced and handled inal)EFAERVCHERIT . ZOLHRBEARUTOLOEEES, ofElvih

manner which ensutes _that such products do not contain and are not

contaminated with:
a)the tissues listed in Article 2.3.13.13.,

b)mechanically separated meat from the skull and vertebral column from cattle
over 30 months of age,
all of which have been completely removed in a manner to avoid contamination
of the fresh meat and meat products.
[Article 2.3.13.11

When importing from a countty, gome ot compartment with an undetermined BSE

risk, Veterinary Administrations should requite:
for fresh meat and meat products from cattle (other than those listed in point 1) of

TWRWL EFFHTAFBILL ~TAESI, FRHAINTWDHZ L

a) 8 2.3.13.13 SR8 & Rk
b)30 3 AT B SHEOHEEETRUFE» SHBHMICBREINZA,

NIRRT RTEMARCAHMROBELRZHIET S FETREKRESLTY
D&,

B 2.3.13.11 &
BSE U AZ BNFAHDE, HUEXiTa s A— b2 M bAT 2HE,
BREYREIE. £23.13.1 & (B 1 BicEiFonichas) KRfEhTnd
H£HROERRECREIZ OV T, RIS 2 FIENFEH X T 5 HFRE

Article 2.3.13.1.)

the presentation of an Zuternational veterinary certificate attesting that:
1)the cattle from which the fresh meat and meat products originate:
a)are Totsuspect orconfmmed BSE-rarer;
b)have not been fed meat-and-bone meal or greaves derived from ruminants;

c)weresubjectedtu passed ante-mortem and post-mortem inspections;

dywere not subjected to a stunning process, prior to slaughter, with a device
injecting comptessed ait or gas into the cranial cavity, ot to a pithing process;

2)the fresh meat and meat products dotrot-cormain were produced and handled in a

manner _which__ensures that such products do not contain _and are not
contaminated with:

EMAEORTEERTRETHS -

DAMARUCARSOREHIES N D 4T

a) BSE- PR RS i =
ETIHIEBHEEORESITEENMTREE SN BT &

c) LEETHOBE (inspection) I & Li- = & s

d) ERRICEL T, BREEZAVWTHBERE~AEREI I TRAZEATDLHIE
ERWERY oy FITRIIFEMOMEE (Yy v 7178 BERES

nTwiwnwzo & ;
VEBARVEEZRX  FolH5R8e RN TohoaEE$, hojFilsh

TN EFHATAFEC L TEEEN, BHANTWLI &




_9'[_

a)the tissues listed in Article 2.3.13.13,,
b)netvous and lymphatic tissues exposed during the deboning process,

c)mechanically separated meat from the skull and vertebral column from cattle
over 12 months of age,

all of which have been completely removed in a manner to avoid contamination
of the fresh meat and meat products.

lArticle 2.3.13.12.

Ruminant-derived meat-and-bone meal ot greaves, or any commodities containing

such products, which originate from a country, zome ot compartment defined in
Articles 2.3.13.4. and 2.3.13.5. should not be traded between countries.
[Article 2.3.13.13]
1)From cattle of any age originating from a country, gone or compariment defined in
Atrticles 2.3.13.4. and 2.3.13.5., the following commodities, and any commodity
contaminated by them, should not be iraded for the preparation of food, feed,

fertilisers, cosmetics, pharmaceuticals including biologicals, or medical devices:
tonsils and distal ileum, and protein products derived thereof. Food, feed,
fertilisers, cosmetics, pharmaceuticals or medical devices prepared using these

commodities should also not be traded.

2)From cattle that were at the time of slaughter over 30 months of age originating
from a country, gone or compartment defined in Article2.3.13.4., the following
commodities, and any commodity contaminated by them, should not be traded
for the preparation of food, feed, fertilisers, cosmetics, pharmaceuticals including
biologicals, ot medical devices: brains, eyes, spinal cord, slkull, vertebral column
and derived protein products. Food, feed, fertilisers, cosmetics, pharmaceuticals
or medical devices prepared using these commodities should also not be traded.

3)From cattle that were at the time of slaughter over 12 months of age originating

a) 8 2.3.13.13 S 1B B
b) TR BICE T SR AEB RN Y Rk,
2 ARERLZ-SFHKROBEETRUFELERMICEREINTZA,

IHLRTARTEMARVARKOBREFVIET 2HFETERIIERESATY
BT,

B 2.3.13.12 &
K45 BB EORBS ITREN T, HLLRIhGoRAE2EEFTETA
TOHRTHo T, H23.134FRVE 23135 FXBNTHESATWSE,
I T a v /— b A FHEOLDEZ, HETRETRY,

5 2.3.13.13 55
18 23.134 £RUE 23.13.5 FEBWTHETIE, X iz 8~ 1 A
v MNREDT R TOEFHOFBERORICEBITOHHRPINDLIZ L » THR
ENTWSTToHRE., &, i, B, ki, BRSNS (EFEN
WA EEL,) XIZEEAGRAFNETAENTERTR&ETL2n: T2b
L, Rtk L OEBEML, Yz ohbEROBEANR, “hb0ohh%
BDCHRE S ok, FR IR (bR, EES (E9FnaELEt,) |
XIIERABELRRICES <& Ty,

DE 23134 FIBWTHESKAE, X iTa v A— A NRETH-
FEOHBN 0 AEBLITHAIFHEKRORICET2HHEVTING
X o THERERTWAETTOMGEE, A @&k B, (EHhH, EE
i (EHERREZET,) XREFRARRPNETIANTER T&T
v Tk h, B, B, BT, HES. FEECIAROAKOEARA,
hoohmeRVnTEES R, ek, B, ik, EES (&Y
ZERAEET,) XEEFRBELRRIZRE T ~& TR,

N 23.13.5 RIEBWCHESNSE, HEBXiEor A=A NBRETH-
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from a country, gome or compartment defined in Articles 2.3.13.5., 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 medical devices: brains, eyes, spinal cord, skull, vertebral colurnn
and derived protein products. Food, feed, fertilisers, cosmetics, pharmaceuticals
or medical devices prepared using these commeodities should also not be traded.

Article 2.3.13.14)
Veterinary Administrations of importing conntries should requite:
for gelatin and collagen prepared from bones and intended for food or feed,

T, LEBOAEY 2 3 AZ2BLTWESBERORICEBTAHERTIRD
Lo THEREINTWLT_TOWRIT. &R, @, IBE. (bR, EX
i (AVFENRAZED,) XFERHGBALZRETZ28MTHETRET
R T bbb, M, R, . HER. FERVCIALHROBERIG,
InNLoyRERNTRE SRR, fE. B, (iR, EXS (£
FHRAEET,) XITERASELRBICES T & TR,

& 2.3.13.14 &
BMAEHOCBREYREL, FHROEIFLrRU2F—Friticad, @, B
B {ehdh, ERFNRAEZEDERL N IIERBRECER T LB

cosmetics, pharmaceuticals including biologicals, or medical devices

the presentation of an iwnfernational veterinary certificate attesting that the
commodities came from:

1a country, gone or compartment posing a negligible BSE risk; ot

2)a country, gone or compartment posing a controlled BSE risk; and

a)skulls and vertebrae (except tail vertebrae) have been excluded;

b)the bones have been subjected to a process which includes all the following
steps:

)pressure washing (degreasing),

iiyacid 'demineralisation,

iijprolonged alkaline treatment,

i) filtration,

v)sterﬂisé.ﬁon at 2 138°C for a minimum of 4 seconds,

or to an equivalent process in terms of infectivity reduction.

ELEETFURV T =7 UonT, YEMERUTOHIHEKRTHD 2
LETEAT S EHIRREEREORTEERTRETHS
DIFETE 2 BSE VA7 &FT5H, #HEXiTa v S— A THBZ L
mé%?ntBﬁaUzﬁéﬁféﬁ\ﬂﬁxmnyﬁ~bvav&5:k
é;gﬁﬁﬁﬁﬁ(%ﬁmﬁm)ﬁ%%énfwézk;

D) BEBLUTIBT 52 TR TORBEEDIRIZH-TELZ L ;

i) MEVEH (BERERE).

i) BRMR AR LT

iii) B TVl U AR,

v ) i

v) 138CHULABULDOEIEE.

RITBAE T HIE T 2B A00 20 b L RS TH H0HE,
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[Article 2.3.13.15)

Veterinary Administrations of importing countries should require:

for tallow and dicalcium phosphate (other than protein-free tallow as defined in

[5.2.3.13.15 &
BABROBRES BT, &&, B, B, (LER. £PR0UAEESDEERS
XHERBREICERTAZ L AL THRIE (A u—) RUE2Y VEES

Article 2.3.13.1) intended for food, feed, fertilisers, cosmetics, pharmaceuticals

including biologicals, or medical devices

the presentation of an international veterinary certificate attesting that ft—omgirates
from:
1)a country, gone ot compariment posing a negligible BSE risk, or

2)a countty, zome or mpartment posing a controlled BSE risk, and it originates
from cattle which have beersubjected passed to ante-mortem and post-mortem
inspections, and has not been prepated using the tissues listed in point 1 and 2
of Article 2.3.13.13.

[Article 2.3.13.16)

Veterinary Administrations of importing countries should requite:

for tallow derivatives (other than those made from protein-free tallow as defined

N h (2.3 13 IZEBVWTEHSINLIEAEZEA LARVWERIE
(protein-free tallow) BASL) (Z-2WT, LT DFEHHEKRTHS Z L AT
AEBESEEAEORTZERTRETH D,

DEHTES BSE YV AZCEYETIE, RN X2 =M AP THDHT
& Xix

NEWXT- BSE VAZIZHYTHE, #HEXiZary — A N THEHZ
L. BUNL BRI OBE (inspection) iSRS B LEFHETH - T,
Mo, B23.3.3408 | HEUE 2 AIEHBITF O -ABEFER L TGS
TNk,

I 2.3.13.16 &
HAEOBREYBid, &5, Fkh B8, (LS, £HERHE2STEES
E-REFEBRLCERTA I LR HAY L L BRIE M B (82,3, 13, 1%l

in Article 2.3.13.1) intended for food, feed, fertilisers, cosmetics, pharmaceuticals

BOWTEHRINIBEBEZSALARAVERIENGRES NI LOLUA) K20 T,

including biclogicals, or medical devices

the presentation of an international velerinary certificate attesting that:
1)they originate from a country, gore or compartment posing a negligible BSE risk, or

2)they have been produced by hydrolysis, saponification or transestetification using
high temperature and pressure.

BFOz & # AT 2 ERRKEERBEORT L ERT X THS

DEFETEZ S BSE JAZIHEYTHE, iz /3— X VAKRTH
b, XiZ

NEEEEOMASE, BIEXRZATFAEREGC L > TREIREZLOT
HhBT L,
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R
Article 3.8.4.1

{5
FFC

1) BSE Y —A 5 v A1k, B R Xid 28— b A Y b O4HERRAESE (BSE)
WOWTRYRZ AT T —RKIGLT, —2XiEFERUEDBHEHFLTY

more goals: B

HE., HIRXiZ2 = b A PRI DERNCIRES NI BIREL T ~ER
JRER T D BSE DFF%

WE, HigXid o — b A2 2B S BSE DR (evolution) #T=%
I A I Rl

QEFE L MENL T, MEERERD,/ XiZE0iho ) 2 7 EFHEOFTNMLEE
FmH VT TBRIE

ABSE A7 —# ADEREREMTHI L

QX VBWBSE AT —# A &R, IEETLIZ L
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Introduction
1) Depending on the tisk category of a country, Rome or compariment with regard to
bovine spongiform encephalopathy(BSE), surveillance for BSE may have one ot

a)detecting BSE, to a pre-determined design prevalence, in a country, gome or
compariment,
b)monitoring the evolution of BSE in a country, gore ot comparinent,

c)monitoring the effectiveness of a feed ban and/or other tisk mitigation 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 e, the cattle population will
comprise the following sectors, in order of decreasing size:

DBSE BEMAN, EXIIHRICEEL TV 5546, SIBERKEWIEI, 43
B ToEs F—%288T5

HRPEF I EFE IR TRV,

DFEE LSRR L TR

a)cattle not exposed to the infective agent;
bicattle exposed but not infected;

o)infected cattle, which may lie within one of three stages in the progress of BSE:
i )the majority will die or be killed before reaching a stage at which BSE is
detectable by current methods;
ii Jsome will progress to a stage at which BSE is detectable by testing before
clinical sipns appear;
iii )the smallest number will show clinical signs.

3) The BSE status of a country, gore or comparizment cannot be determined only on the
basis of a sutveillance programme but should be determined in accordance with all
the factors listed in Article 2.3.13.2. The sutveillance programme should take into
account the diagnostic limitations associated with the above sectors and the relative

distrdibutions of infected cattle among them.

OBSE DEITILFRD 3 B 5 LD — 2L EANR TH DRI -

YRSEIT, L L, XIBITFETBSE LB TR R B IET B0
BT END

i) < DD F R ERER & BT 5 INCHREIC Lo TR L1 2 B
ETT D ;

i) PEOEPBRRERERET D

HE, HETT 2~ b AV PO BSE RF—F Rd, A T ARE

DI A THRETAIENTEDHOTERRL, Fi32&KiCBT o
ATRCOEBRIZLENRSTHREENEZRETHD, —~A4 7 AFHEL,
FROEy ¥ —ICEE LR S EORR R R ORRRY 5 & B
ANBERETH B, '
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4) With respect to the distribution and expression of the BSE agent within the sectors
described above, the following four subpopulations of cattle have been identified
for surveillance putposes:

a)cattle over 30 months of age displaying behavioural or clinical signs consistent with
BSE_(clinical suspects);
bcattle over 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 emergency
slaughter ot condemned at ante-mortem inspection (casualty —or emergency
slaughter or downer cattle);

¢)cattle over 30 months of age which are found dead on farm, during transport or at

an abattoir (fallen stock);

d)cattle over 36 months of age at routine slaughter.

5) A gradient is used to describe the relative value of surveillance applied to each
subpopulation.Surveillance should focus on the first subpopulation, but investigation
of other subpopulations will help to provide an accurate assessment of the BSE

situation in the country, zome ot compariment. Fdcoumtrics should szmpleatteast)

threeofthe—four subpoputations: This approach is consistent with Appendix 3.8.1

on general guidelines for animal health surveillance.

6) When establishine a surveillance strateoy, authorities need to take intg account the

HLRCB/THEZ ¥ —HNTOBSEFRREDOSH R URRIZEEL T, K2
2 ADERENF—_AFURAEEME LTEMNESATWLZE

2)BSE 10T B LB R ER_(BRMICED LWEER) #2753 30 +» Az
a4,

LBRITHEE, MEVRIE, BIXORBZ LU TRBITRUOBEYET LI &R TER
W30y AEEBAA A EEIEEAIMETER 227 30 # A
R BAE BTE, EEBFERF VT —45)

QY. MRPXIEERARECRSTDECTHETH-T 30 A EELDD
@ (fallen stock) ;
diE% LT3 AERAZD 4.

SEEBICHR LEA SR DA 7V ADHEMARMIEEZ KRS0, B
Bt (gradient) ERIND, P T AL, RAOFFHICERSEET
BREFER, MOSFOFETE. B, HRXiEa A A— AL D BSE @
RROEEAEMGEERTHIZ L 2HTETH A D, FTHEE4>
BB AL S i Y Y S i R R

P DT T u—Fik, BMEEOY g T ACET AR 381 26
HtTBHLOTHD,
6 I A T RE] : A )

inherent difficulties of obtaining samples on farm, and overcome them. These A OB DV TER L

difficults include higher cost, the necessity to educate_and motivate owners, and

TheamBRTALERLA, “hboifiE
i, SR PTHAT L, BFECHULTCEHFEZTVEMESIITS - 2 BNE

counteracting potentially negative socio-economic implications.

Article 3.8.4.2,

Description of cattle subpopulations
1) Cattle over 30 months of age displaying behavioura] or clinical sipns consistent with

T%U\ﬁ%ﬁﬁk@ﬁ@%yfy#_VHVMﬂMfélkﬁﬁiﬂéL

LR DOBY _
1) BSE HOTEXITERRER_EERIICED LWER) #2LTWS 30 &

BSE (clinical suspects).

Cattle affected by illnesses that are refractory to treatment, and displaying progressive
behavioural changes such as excitability, persistent kicking when milked, changes in
herd hierarchical status, hesitation at doors, gates and barriers, as well as those
displaying progressive neurological signs without signs of infectious illness are

Rzl A 54

AR RBAR L TWAE, BB, HBALKICBT 2FRNARFy ¥ 70&
5 RAEITHEOTE L o2, FRRNICKIT 5 E TR (hierarchical status) DFE
b, B, F— FEROUMEE Iz 2B E R OME L H & 20igfTEomiE
FERPELTWAEE, REOCBEL LS, IhbOTH EOBEIFIHEFICH
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candidates for examination. These behavioural changes, being vety subtle, are best
identified by those who handle animals on a daily basis. Since BSE causes no
pathognomonic clinical signs, all 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 suspicious cases ate likely to occur will differ among
epidemiological situations and cannot therefore be predicted reliably.

This subpopulation, particuarlycatteover-36-rromtis of 7ge; is the one exhibiting the

highest prevalence. ?lm—recognmon—greaﬂy—depends—crrdm—wmf?mm i

R e e s :

WhbOTHED, BHRMICERERYFP>THEFILL-T, bodkb i
{HER&EN D, BSE (X, UM RBEEREFSIER ISRV END, L
BTH5T_TOEE, BSEHERZELTHWAE~DEZ2BERTHZLICRD
THHH B, cNHOERONVL DB LABEALLWVML Ldknl,
BENSERATEELH DN, TOLH>REML., BEMNIC BSE KRABLT

WAHEML LT, BIEREEETINRETHD, ZOLIRELLNEHNE
T OEATERL, ERRRILE > TERD, FODICHEEEZF-TTH
TAHZEIITERY,

. S : : \ e ; . . E 3EE5§#§§?FE E“”
repercussioms: The accurate recognition, reporting and classification of such animls will|JH+ 5 = L3 Eimdr 0 F = K UUER E il xjj T3 f—]':EE] ‘7° oS hADIE % E o)
depend on the onpoing owner/ veterinatian awareness programme. This and the]l 5 . T O I P FUCEEMBICLE o TEA XN T BHFHTE - R AT A (E

guality of the investigation and laboratory examination svstems (Article’ 2.3.13.2).12. 3

BZ%)iﬁ~m47/xvaAWMﬁﬁﬁﬁ®%GTTKT%QL

implemented bv  the  eferinary Services, are essential for the credibility of the

surveillance system.

2) Cattle over 30 months of age that are non-ambulatory, recumbent, unable to rise or

2) BRITEEE, BECRIE, ®HEIR LTHBRTRURI T2 Z &N TERNY 30

to walk without assistance; cattle over 30 months of age sent for emergency

rABEBAYE  ThE L FITEMT b, T RAMETHEMAL 2o

slaughter or condemned at ante-mortem inspection (casualty ot emergency slaughter,

=30y AlE B L4 (FEWMES, GIEEFFEXRFT v F—5F)

ot downer cattle}

These cattle may have exhibited some of the clinical signs listed above which were not
recognised as being consistent with BSE. Expetience in countries 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 appropnate populauon o
target in order to detect BSE.

3) Cattle over 30 months of age which are found dead on farm, duting transport or at

INBOHR, LIROBRKRERO WS omER LIZA, BSE ﬁf“»b“}: L TRk
ENho-TREMNH D, BSE BIER I NEHIZBIT 2RI Nl 7p¥
fﬂﬁat%wﬁﬁ$%7¢_a%TWLrwé¢%v%éo_®;9tﬁm
&V, BSEZRHT - 0DRRETAIDIEFICRERFETH D,

3) BISERPE. SR EXIIARARIE TORT AR wehso&ﬂﬁ%&x

an abattoir (fallen stock)

These cattle may have exhibited some of the clinical signs listed above prior to death,
but were not recognised as being consistent with BSE. Experience in countties where

B4 (fallen stock)

IRHDEE. ETANC BROBEHRERD N DR Lich b LI,
BSE ##AEdR & U TR SN o L WHEMEN H D, BSE AHERE S i BEiC sy




_[z_

BSE has been identified indicates that this subpopulation is the one demonstrating the
third highest prevalence.

4 Cattle over 36 months of age at routine_slaughter

Expetience in countries where BSE has been identified indicates that  this
subpopulation is the one demonstrating the lowest prevalence. For that reason, it is
the least appropriate population to target in order to detect BSE. However, sampling
in this subpopulation may be an aide in monitoting the progtess of the epizootic and
the efficacy of control measures applied, because it offers continuous access to a cattle
population of known class, age structure and geographical origin. Testing of routine
slaughter cattle 36 months of age ot less is of relatively very little value (Table 2).

HEERIZLY . ZO4BHEIERCEVEAREETRTIEETELTND,

4 BELERT3 y HlimEBRDF

BSE BHEREXNEICBITARRICLY., ZOHEBEE b2 L bIEVWERERZTF
PFEBTHAZEFREBLTNWS, ZOXHIRBEHIZL Y, BSE #HRETH
BORHELELTHLELRYEDENVERTHD, LELERBE, ZO48
MEOY AU L, BRmAOT v R R UERE LTV EHSE OB
MErE=F VT T5ETO—BERVES, RERLIE, FHORBRMOIEER
(class) . ‘EMEHEE BB E~DORRENRT /7 A2 R IETI06TH
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Article 3.8.4.3.

4y Implementation of Typex surveillance -

In order to implement efficiently a surveillance strategy for BSE, a country must use
pood-quatity data~{or Tetmbleestimmatesy documented records or reliable estimates of

corcermimg the age distribution of it's the adult cattle population and the number of
cattle tested for BSE stratified by age and by subpopulation within the country, zone or
compartment. Thﬂppmmn—of—dmﬁcﬁowmg—pnrcedum‘wﬂi—m_dmm

B&E?mmmmmxtwﬂ%%ﬂmmﬂmﬂm?
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The approach assigns 'point values' to each sample, based on the subpopulation from
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which it was collected and the likelihood of detecting infected cattle in that
subpopulation. The number of points a sample is assigned is determined by the
subpopulation from which the sample is collected and the age of the animal sampled.
The total points accumulation is then petiodically compared to the target number of

points for a country, gore or compartment.

A courntryshoulddesigrits surveillance strategy should be designed to ensure that

samples are representative of the herd of the country, gore or sompariment, and include
consideration of demographic factors such as production type and geographic 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 7 years.

The points targets and surveillince point values in the appendix were obtained by
applying the following factors to a statistical model:

a) 7 the design prevalence for Type A or Type B surveillance of ometase per| 4)

166,006-oftheadultcatite poputations;

b) a confidence level of 95%;

¢) the pathogenesis, and pathological and clinical expression of BSE:
i)
ii )
ifi )
iv)

sensitivity of diagnostic methods used;

relative frequency of expression by age;

relative frequency of expression within each subpopulation;

interval between clinical pathological change and clinical expression;

d) demographics of the cattle population, including age distribution;

¢) influence of BSE on culling or attrition of animals from the cattle population
via the four subpopulations;

f) percentage of infected animals in the cattle population which are not detected.

Although the procedure accepts very basic information about a cattle population, and

&, 7R —FiIEx D% T ACE AR A 2 b (point value) 2 FI Y HT5,
P TNTENY YU THNDERA » OB, 7 ) st FRETCY
FYZENEBBOEHIZEVRESRDE, R POEHEOBIIE. EH,
I it a v S— b AV BT ARA > bo B E ERCR SR

50

BHE—— A T RARgIL, FOYV T ARE, i XiEarS— b AV
KB4 BRE2RETILIHEENIRETHD, o, LEFATET
HIBEOMIB O L 5 2t E0ESR, RO AZME 2 BEOIEE I L 518E
BB EPERBIZANDIRETHD, HFRENDZ T o —FRUOREINLR
EE, BRIEEG SN, 2o, HERHIT T EHREShLZR&ETH S,

AP OP—_og T RBERA 2 PRV —_A T2 AFMARA ML, #E
BHRRIE T NMCRICEBIT 57 7 7 4 —RHERATHI LI L o T/ ORI,

AFRYH LB AY—RAS T2 RODEORFHIEB- T HETRG
BIRQEIE ;

b) 95 % DIF MRS ;

¢) BSE OFEER. 72 b CIHEZEN R URKFIIER
1) HHINZBEFEORE ;
i) fEEC K AR RRERE
i) SEENIZKT 2R REREE ;
iv) EERREVREEMELR VBRI OM OMRME ;

d) A % B L RO TR ;

& ADDRER B LI E R b 04 DMK LEERHEI (aurition) 1235 5 BSE

DEE .
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can be used with estimates and less 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 animals, careful attention to the input data can substantially
decrease the procedure's cost and the number of samples needed. The essential input
data are:

a) cattle population numbers stratified by age;

b) the number of cattle tested for BSE stratified by age and by subpopulation.

This Appendix utilises T'ables 1 and 2 to determine a_desited surveillance point target
and the point values of surveiliance_samples collected.

Within each_of the subpopulations above in a country, gore or compariment, a country

IWEE L E&EIT, ThOOfifEFKBICED 5, WMKNRLESHOERI L
Yo7, BEEPREERHOEE S, SRR INEY T AL Y b
PEBERETEZEDE, AAF—FEH LTI AET 2 LT, T
DREROLEL SNAY VIV EEREHICERT A LB TES, BEAD
AHF—F LT

o) S Lo THREDE SN O ;

b) LRl & EAHIC L o TRESEHE Wiz BSE REF OIFEE ;
AR, BELWH—A F RO HERA b (point target) RUITE S

Nt —_AL G RO TN MARA b (point  value
KERIRVCE2RERTD,

rFRoZEEENICBWT,

may wish to target cattle identifiable as impotted from countries or g5 not free from| & 1. TH

BSE_and cattle which have consumed potentially contaminated feedstuffs from
countries or zeser not free from BSE.

All clinical suspects should be investigated, regardless of the number of points
accumulated. In addition, animals from the other subpopulations should be tested.

1) Twpe A surveillance

The applicaton of Tvpe A surveillance will allow the detection of BSE around a

design grevalence‘” of at least one case per 100, 000 in the adults cattle population in

A [EIE, BSE EEE EOHUE A LA SN b D
oy

i3 L15 M HEA XN BEAIC B RS
e BRI ESENLTA I L RER I ELARETH D,

ETOEEMICEDLL WS —RAFBEEILERA - OEICELDS, BIEET
PhARETHD, BIZ, FOMOFHOLDLBELZNDINETHD,

1) ABY—ARAFA

AT A T AOBHAEE, Pird & L 95%DEIEE T, MiKE, Mk
Py )S— b A OB EICBSNTAR L EHI10FEIZ 1 TEHO BSE HIH

the country, sone or compariment of concernn, at a confidence level of 95%.

2) Type B surveillance

The application of Type B surveillance will allow _the detection of BSE around a

R37p) Al i & DTH

2} BEIY—_A TR

B YA 5 ADEAE, A > HOSHOEIT T, WA, kT

design prevalence of at least one case per 50, 000 in the adult cattle population in
the country, zone or compartment of concetn, at a confidence level of 95%.

Tvpe B surveillance mayv be carried out by countries, gone or_wmpartment of neglioible

iFar =R A PNORERITEBW T A< L3 EHEEIC 1D BSE_HRE
OB EZAELTALOTESD,

B BlY—~A 52 RHR T BE

BSE, risk status SAtticIe 2.313.3) to confirm the conclusion of the risk assessment, for
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example by demonstrating the effectiveness of the measures mitigating any risk factors
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identified, throuch surveillance targeted to maximise the likelihpod of
identifying failures of such measures.

Tyne B surveillance may also be cartied out by countries, yong or compariments of

DEBEMRT A O, MR TEXZ BSE VAIDAT—H A (5 23133 §)
DOE X ITHIIc BWTERARETH S,

B SA T YA A A G AREALCELNIES Y 5 AT

controlled BSE risk status (Article 2.3.13.4), following the achievement of the relevant

BA Y POERICHETAEC, ABY— AL T AFBETHEINTMAD

boints target using Type A surveillance, to maintain_confidence in the knowledge

gained through Type A surveillance.
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Article 3.8.4.4.

1) Selecting the points target

The desited surveillance points targetds should be selected from Table 1, which shows
target points for adult cattle populations of different sizes. Acoamtry's Lhe size of the

adult cattle population size of a country, sone or wmpartmept may be estimated or

B 3.8.4.4 5
1) BERA v FOER

BE LW — RO EHIERA > ML, EFOEBEE D L BERA
FERLTWAE1IPOBRENIRETHD, H, MlgFEIa 1 A
YR B REROBIER, HESNDD 100 FHEICE Y MFHI LA TE

may be set at one million because, for statistical reasons, one million is the point
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beyond which sample size does not further increase with population size. Thetarget

DP (design prevalence) is used to determine the size of a testing survey expressed _in

Ao TR EEMLARWE S > hOKBEL I2 o TW3B, St
~ = g ~ = T =M =

AREORTE O REERA VY MIBWTRERTWAY—NA OFED

terms of target points. If the actual prevalence is greater than the selected design
prevalence, the survey js highly likely to detect disease.

Table 1 Points tatrgets for different adult cattle population sizes in a country, zor¢ or

compartment wiicttasmoridemifred-ay-BSEcuses

AEERETSEDCHVEATD, b L, EROEHREBNHIH LOJHRE
AELDEYHEWEES, h—<_A T I BSEXBHEIN T A2A,

#®1 BSEARFMEISTORYE, IS - AV MBS
RRABEDY A R Tl B R4 & b

Points Target for countty, zone ot compattment with—6—cases; 5% BSE-HHHE a0 H, MR iZa - b A v bERsT—HER
confidence H95%— HAERA b
Adult Cattle Population Size Type A Type B DY A X Type A Type B
(24 months and older) Surveillance Sutrveillance (24 » HiiPA L) Surveillance Surveillance’
' 1/100,000 1/50,000 1/10 77 1/5F
= 1,000,000 300,000 150,000 = 1,000,000 300,000 150,000
800,000 - 1,000,000 240,000 120,000 800,000 -1,000,000 240,000 120,000
600,000 - 800,000 180,000 90,000 600,000 - 800,000 180,000 50,000
400,000 - 600,000 120,000 60,000 400,000 - 600,000 120,000 60,000
200,000 - 400,000 60,000 30,000 200,000 - 400,000 60,000 30,000
100,000 - 200,000 30,000 15,000 100,000 - 200,000 30,000 15,000
50,000 - 100,000 15,000 7,500 ! 50,000 - 100,000 15,000 7,500
. = A 9 Ird 3 oz

2) Determining the point values of samples collected

Table 2 can be wsed to determine the point values of the surveillance samples
collected. The approach assigns point values to each sample according to the
likelihood of detecting infection based on the subpopuladon from which the sample
was collected and the age of the animal sampled. This approach takes into account the
general principles of surveillance described in Appendix 3.8.1. and the epidemiology of
BSE.

Because precise aging of the animals that are sampled may not be possible, Table 2

2) MIRENIY T LORERA > k OREIZONT

R20E, BERENEV—<RA T AF VDR MRA » FOWREICHWS D
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combines point values into five age categories. The point estimates for each category
were determined as an average for the age range comprising the group. The age
groups were selected on their relative likelihoods of expressing BSE according to
scientific knowledge of the incubation of the disease and the world BSE experience.
Samples may be collected from any combination of subpopulations and ages but
should reflect the demographics of the cattle herd of the country, gone or compartment.

If a countty, zene or compariment determines,

based on_ the demographics and|

FliRA Y FESODEHIT IV —ICE LD TNE, £AxDHFITY —OR
A ¥ MEEER, INV—T AT 2FRBOFRERE LTRE SN, Fims
N—71X, BSE DEREICETAIREMER L RO RAA BSE 4355
ZHE U BSE RBEOMEMEREEILESHTRIREE, Vi b
LRABEVERO 2V ER—2 g VBRIRTAZ LN TE 5, B, His
Xy A= A v bOFHOBFEHERBRT2ETH S,

HlL, F, HEEXiEor S~ R B EH S OFBEOER A UE ZEa94

epidemiological characteristics of its cattle population, that precise cllasefication of

or_downer catile' and 'fallen
the
surveillance point values accorded to the combined subpopulation would be that of

the subpopulations 'casualty ot emergency slaughter,

stock' is not possible, these subpopulations mav be combined. In such case

BicEoSnT ® FHEL, SLE LBRERUH IR —4 L B4R OIF
ELOEEARETHS LHMT A0 THhE, ThbDEESDLELLDI
THIELAEETHD, TR IRy —ATEFOELLVIZENELHDY—
NA GV ADFTEMARA 2 M iE FTEE ObLOBFEEAEND,

'fallen stock’

F—— P S -

The total points fot samples collected may be accumulated over a period of a
maximum of 7 consecutive years to achieve the target number of points determined in
Table 1.

Table 2 Surveillance point values for samples collected from animals in the given
subpopulation and age category

= ) 357

= ~ a

MEENTY V TADEEHRA V MI, RIOPTRESHEEAERS VM E
ERT 570, RRERTEMICOIEoTEBTO LN TRETSH 2.

BEOFRROEMES B 540 LIRS NI > T A DY —~g
5 AFEAA > b

Surveillance subpopulation Yol T o ARE
Routine Fallen Casually Clinical B &R FE T 4wk Bl R En @RS
slaughter stock slaughter suspect L
1 2 3 4
age = 1year and < 2 years
0.01 | 0.2 | 04" | N/A 1 BRELL 2 Bkl
Age = 2 years and < 4 years (young adul) 0.01 | 0.2 04 | N/A
0.1 | 0.2 | 0.4 260 2ELAE 4 BRRE BV
Age 2 4 years and < 7 years {middle adult) 0.1 I 0.2 l 0.4 l 260
0.2 T 0.9 | 1.6 | 750 4R 7 R (PRIARERE)
Age 2 7 years and < 9 years (older adult) 0.2 | 0.9 1.6 750
0.1 | 04 l 0.7 | 220 7 LR o R (B0 RE)
Age = 9 years (aged) 0.1 | 0.4 | 0.7 | 220
0.0 0.1 | 02 | 45 9BRLLE (B4

1 See point 4) of Article 3. 8. 4. 2.

1 23.8.4. 28D FEAIHEHE,
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2 See point 3) of Article 3. 8. 4. 2.
3 See point 2) of Article 3. 8. 4. 2.
4 See point 1) of Article 3. 8. 4. 2,

Surveillance points remain valid for 7 years (the 95'" percentile of the incubation
petiod).

2 #53.8.4.2%DHEIESM,

3 H83.8.4. 25D TEERE,
4 B8 4.2FDFEIHBHE,
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REPORT OF THE MEETING OF THE' _
OIE TERRESTRIAL ANIMAL HEALTH STANDARDS COMMISSION

Paris, 19-30 September 2005

'

The OIE Terrestrial Animal Health Standards Commission (hereafter referred to as the Terrestrial Code
Commission) met at the OIE Headquarters in Paris from 19 to 30 September 2005. : -

The members of the Terrestrial Code Commission are listed in AppendixI. The agenda adopted is given in
Appendix II. ‘
The Director General of the OIE, Dr B. Vallat, welcomed the members and thanked them all for their willingness
1o participate in this important OIE work. He recalled the significant changes fo the meeting timetable of the
two Code Commissions in that the OIE was reverting to a two-year cycle for the preparation and adoption of
standards, except in the case of international crises. He hoped that the changed timetable would further improve
coordination in standards work between the Terrestrial Code Commission and the other Commissions.

Dr Vallat recalled the commitments made to Member Countries at the 73" General Session regarding progress
on some important texts. which had been adopted on the understanding that cutstanding -Member Countries’
comments would be addressed. This included surveillance for bovine spongiform encephalopathy (BSE) (which
would allow the official recognition of BSE status under the new chapter), bluetongue surveillance, the newly
adopted standards on animal welfare, the ‘under stdy’ parts of the avian influenza chapter, and
compartmentalisation. Dr Vallat also noted the need to address the recommendations arising from Regional
Commission and other OIE meetings, including suggestions for improving the OIE Terrestrial Animal Health
Code (hereafier referred to as the Terrestrial Code) chapters on Veterinary Services (including statutory body
responsibilities, rapid response capability and auditing mechanisms).

Dr Vallat encouraged the Terrestrial Code Commission and the Aquatic Anima) Health Standards Commission
(hereafter referred to as the Aquatic Animals Commission) to continue their collaborative work on
harmonisation of the two Codes.

The President of the Temestrial Code Commission considered that the meeting was an appropriate time to
examine the ways in which the Terrestrial Code Commission was operating and how procedures could be
improved, particularly in relation to the other Commissions and the revised meeting schedule.

The Terrestrial Code Commission examined various Terrestrial Code texts in the light of Member Countries’
comments received just prior to and following the 73" General Session. The outcome of the Terrestrial Code
Commission’s work is presented as appendices to"this report. Amendments made to existing chapters and
previously circulated drafts are shown as double underlined text, with deleted text in strikeout.

OIE Terrestrial Animal Health Standards Commission/September 2005
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The Terrestrial Code Commission thanked the following Member Countries for providing comments: Argentina,
Australia, Botswana, Brazi}, Canada, Chile, the European Union (EU), Japan, New Zealand, the Southern Cone
countries of South America, Sudan, Switzerland, Taipei China, Thailand and the United States of Amenca

(USA).

The Terrestrial Code Commission strongly encouraged Member Countries to participate in the development of
the OIE’s international standards by sending comments on this report in sufficient time for them to be considered
by the Commission. It would assist the Terrestrial Code Commission if comments were submitted as specific
proposed text changes, supported by a scientific rationale.

Comments need to reach the OIE Headquarters by 17 Febinary 2006 in order to be considered at the next
meeting of the Commission in March 2006. However, in order to mect the deadlines for meetings of the
Animal Production Food Safety Working Group and the Scientific Commission on Animal Diseases
(hereafter referred to as the Scientific Commission) comments on Appendices VII, XII, XXIV and XXV
should reach the OIE Headquarters by 3 January 2006.

Member Countrles should note that, unless stated otherwise, all texts submitted for comment in this
report (Part A) may be proposed for ‘adoption at the 74" Géneral Session. Dependmg on the nature of the
comments received on each text, the Terrestrial Code Commission will indicate in its March 2006 meeting
report whether a particular text will be proposed for adoption or held over for further work.

A. TEXTS WHICH ARE SUBMITTED FOR MEMBER COUNTRY COMMENT

1.  General definitions (Chapter 1.1.1.)

Aﬂer examining 2 comment from Australia on the definition of ‘Case’, the Terrestrlal Code Commlss:on
reconfirmed its previous position that limiting the pathogen by referring to ‘listed by the OIE’ would not be
wise in order to encourage reporting of diseases not listed by the OIE, notably emerging diseases.

The suggestion by the EU te modify “Outbreak of disease or infection’ to be setially numbered was .not
adopted as the Terrestrial Code Commission believes that every Member Country has its own system of
numbermg and any numbering system OIE suggests may cause confusion.

After conmdermg the comment by Portugal during the 73" General Session, the definition of ‘Quar antine
station’ was modified to accommodate disease specific conditions.

A set of-definitions proposed by the Working Group of Animal Welfare was reviewed and endorsed by the
Terrestrial Code Commission with some minor modifications.

Suggested changes are at Appendix III for the comment of Member Countries. -
2.  Evaluation of Veterinaryl'Services {Chapters 1.3.3. and 1.3.4.}

The Terrestrial Code Commission received from the President of the ad hoc Group a draft revised text of
Chapters 1.3.3. and 1.34. on the evaluation of Veterinary Services. This revision included
recommendations on the evaluation of the Veterinary Statutory Body and on a procedure whereby a
Member Country can request the OIE to organise an evaluation of its Veterinary Services.

The Terrestrial Code Commission also reviewed the tool (Performance, Vision, Strategy [PVS] Instrument)
developed by the OIE and the- Inter-American Institute for Cooperation on Agriculture (ICA) for the
evaluation of Veterinary Services. This evaluation tool has been tested in the Americas and later reviewed
and updated on the basis of this experience for a broader application. The Instrument was designed to
indicate the areas of strength and weakness of a Veterinary Service (with a view to the allocation of
resources) rather than to pass or fail it. The Terrestrial Code Commission was of the opinion that this tool
could be used as a guide for self-evaluation by a Member Country of its Veterinary Services and' for
evaluation by the OIE of a Member Country’s Veterinary Services on a voluntary basis.

OIE Terrestrial Animal Health Standards Commission/Sepfember 2005
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Suggested changes to the chapters are at Appendices IV and V for the comment of Member Countries. The
current version of the PVS Insirument is attached for the comment of Member Countries (Appendix VI).

Zoning and compartmentalisation (Chapter 1.3.5.)

Comments received from Member Countries as well as issues raised during the 73" General Session were
examined.

Paragraphs in the articles on ‘Introduction’ and ‘General considerations’ were reorganised to address'the
issues more logically. The Terrestrial Code Commission also clarified the commitment of the Veterinary
Administration by modifying the last paragraph of Article 1.3.5.2.
The Terrestrial Code Commission was concerned that the concept of compartmentalisation was not yet well
understood. It noted that the application of compartmentalisation was not mandatory and it should be vsed
in a similar manner to zoning, depending on the epidemiology of the discase. While the primary criteria for
zoning are related to geography, those for compartments relate to biosecurity management measures;
however, the -application of zoning includes some biosecurity elements and compartmentalisation will
involve a spatial element for some diseases. ‘

The Terrestrial Code Commission also discussed some issues on compartmentalisatlon with the ad hoc
Group on Epidemiology which is preparing an explanatory paper on the concept in order to provide
guidance to Member Countrjes.

The revised Chapter 1.3.5. is submitted at Appendix VII for the comment of Member Countries.
General guldelmes for ammal health survelllance (Appendlx 3.8.1. )

The Terrestrial Code Commlssmn was advised that the Scientific Commission will review the work of the
ad hoc Group on Epidemiology at the Commission’s meeting in January 2006 and present a revised
appendix for consideration at the Terrestrial Code Commission’s meeting in March 2006. The Terrestrial
Code Commission has requested the Scientific Commission to take into account comments received from
Member Countries.

1

The Terrestrial Code Commlssmn has also requested that some gmdelmcs on surveillance for vectors be
included in the appendix. .

Criteria for listing diseases (Chapter 2.1.1.)

The Terrestrial Code Commission met with Dr X. Ben Jebara, Head of the OIE Animal Health Information
Department, to discuss the comments from Member Countries on the criteria for listing diseases. Minor
changes were made to Article 2.1.1.1. and the decision tree in Article 2.1.1.2. was amended accordingly.
Member Countries’ proposals for the inclusion to or deletion from the OIE list of diseases will be
considered by the ad hoc Group on Animal Disease Notification. Member Countries are reminded that they
need to submit a supporting statement (addressing the relevant criterion) with each proposal.

The revised text at App_endlx VIII is submitted for the comment of Member Countnes
Foot and mouth disease (Chapter 2.2.10. and Appendix 3.8.7.)

The following modifications, in addition to some minor changes, were made to the chapter on foot and
mouth dlsease (FMD) in response to Member Countries’ comments.

After examining a comment from the EU, the Terrestrial Code Commission modified the conditions for
“Recovery of free status” in Article 2.2.10.7. fo clarify that it also applies to country, not only io zone.

" After examining a comment from New Zealand, the Terrestrial Code Commission clarified point 5) of

Article 2.2.10.8. The Terrestrial Code Commission discussed the comment from the EU regarding the need
to certify the vaccination status of an animal and decided to ask the Scientific Commission to further
examine the need for such a requirement in Articles 2.2.10.9. and 2.2.10.10.
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The Terrestrial Code Commission decided to send the comments from the EU on the milk and milk
products for animal feeding in Article 2.2.10.24. and on skins and trophies from wild susceptible animals in
Article 2.2.10.29. to the Scientific Commission, for further examination.

The Terrestrial Code Commission noted that the revised Appendix 3.8.7. prepared by the Scientific
Commission did not include the concept of compartmentalisation. As a result, the Termestrial Code
Commission did not incorporate the concept into the chapter as requested by some Member Countries.

Some surveillance issues raised by Member Countries were referred to the Scientific Commission for
consideration.

The revised chapter and appendix are presented at Appendices IX and X for the comment of Member
Countries. .

. Bluetongue (Chapter 2.2.13.)

After reviewing comments from New Zealand, the Terrestrial Code Commission modified the southern
latitude boundary in Articles 2.2.13:1. and 2.2.13.2,

" After examining comments from the EU on the distance from the infection front in which surveillance was

required, the Terrestrial Code Commission modified the paragraph to give more ﬂelelllty, with a linkage
to the proposed surveillance appendix on bluetongue.

The newly developed surveillance appendix was received from the Scientific Commission and is presented
unchanged to Member Countries. )

The revxsed _chapter and appendlx are presented at Apuendlces XI and XJI for the comment of Member
Countries. . .

Bovine tuberculosns (Chapter 2.3.3. )

The Terrestrial Code Commission rev:ewed comrnents from the EU and New Zealand. The Terrestrial
Code Commission decided to forward all comments to the Scientific Commission for examination,
including the proposal from some Member Countries to expand the scope of this chapter or develop 2 new
chapter to include bison, deer and wildlife. :

Bovine spongiform encephalopathy (Chapter 2.3.13. and Appendix 3.8.4.)

a) Chapter2.3.13.

The Terrestrial Code Commission recalled the discussion at the 73" General Session where some
Member Countries were opposed to inclusion of muscle meat and blood products in the list of
commodities which can be traded safely. However, arguments were largely based on studies using
laboratory strains of transmissible spongiform encephalopathy (TSE) in laboratory animals, and many
scientific papers have confirmed that different TSEs behave differently in various animal models.
With respect to BSE, cattle provide the appropriate model. to study the distribution of the agent in
cattle. A number of studies has failed to demonstrate the presence of BSE in muscle meat or in the
blood of experimentally infected cattle not showing clinical signs of BSE. :

The Terrestrial Code' Commission also took into account information arising from a recent, World
Health Organization (WHO) Consultation on Tissue Infectivity Distribution in Transmissible
Spongiform Encephalopathies, but noted that, in many cases, this was preliminary information
requiring further validation. The meeting also referred to an equivocal result for muscle meat
(semitendinosus muscle) arising from a clinically affected cow. The Terrestrial Code Commission did
not believe that any changes in this regard were required to the current text, but it would continue to
monitor the progress in the research.
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b)

Comments from New Zealand and the Southern Cone countries of South America, which were
endorsed by the ad hoc Group on Surveillance for BSE, were taken into account and references 10
other TSEs was deleted from the BSE chapter, because there is little evidence that surveillance
information on other TSEs is necessary to determine the risks presented by the BSE agent. Any risks
presented by other TSEs are addressed by the application of measures such as feed bans.:

The Terrestrial Code Commission has been concerned for some time that up-to-date recommendations
needed to be developed for other commodities, and will ask the Director General to convene an expert
group to examine the safety of gelatine and tallow.

Tt also considered the issue of the specifications in point g) of Article 2.3.13.1 and “...30 months of
age or less...” was removed because there is no scientific basis for this age restriction. The reference
to “...and were not suspect or confirmed BSE cases...” was also deleted as the ante-mortem and post-
mortem inspection specified in the same sentence would automatically exclude such animals.
Likewise, in Article 2.3.13.11, point 1)a) was deleted, as point 1)c) preciudes any suspect or
confirmed BSE cases.

The Terrestrial Code Commission did not agree with the EU comment that the requirement for annual
review of the risk assessment in Article 2.3.13.2.was onerous. It noted that the requirement was that
documentation be provided to indicate whether the situation had changed in the previous 12 months.

In revising Articles 2.3.13.3. and 2.3.13.4,, the Tetrestrial Code Commission took into consideration
comments from Canada, the EU, New Zealand and Switzerland, as well as recommendations made by
the ad hoe Group on Surveillance for BSE. Point 2) of Article 2.3.13.4. was modified to incorporate
references to Type B surveillance. In response to a submission from New, Zealand and after
considering advice from an expert, the reference to progeny was deleted from point 3)b)iii} of
Articles 2.3.13.3, and 2.3.13.4. and point 2 &) of Article 2.3.13.8.

The Terrestrial Code Commission is working with an expert to update the existing supporting
document on BSE.

The revised chapter is at Appendix XII for the comment of Member Countries.
Appendix 3.8.4.

The report of the second meeting of the ad hoc Group on Surveillance for BSE is at Appendix XXXIII
for the information of Member Countries. .

The Terrestrial Code Commission examined the appendix proposed by the experts and endorsed it
with minor changes.

The Appendix on surveillance for BSE is at Appendix XIV for the comment of Member Countries.
Appendix 3.8.5.
The Terrestrial Code Commission recognised that, as a result of changes made in the Appendix 3.8.4.,

Appendix 3.8.5. needs 1o be revised. It will work on this and present the draft as a part of the report of
its March 2006 meeting. : L '

Classical swine fever (Chapter 2.6.7. alnd Appendix 3.8.8.)

At the request of several Member Countries, the Terrestrial Code Commission worked on the chapter on
classical swine fever (CSF) to incorporate the concept of compartmentalisation. The chapter was modified
in order to better harmonise various articles, including with equivalent articles in the FMD chapter.
However, new science was not introduced.
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The chapter now does not make specific reference to countries or zones where there is a different health
status of the domestic and wild pig populations, unless compartmentalisation s applied to maintain
separation of domestic from wild pigs.

Requests from New Zealand and Japan to refer to surveillance in point 2)b) of Article 2.6.7.4. have been
addressed as a result of the revision of the article.

The prescriptive text was deleted from Article 2.6.7.6., as it was considered inappropriate to prescribe such
conditions which should be developed on a case-by-case basis.

The Terrestrial Code Commission is submitting the modified chapter for Member Countries” comment
(Appendix XV), and will also submit it to the Scientific Commission to allow it to make the necessary
changes to the appendix on surveillance. Among the changes required in the appendix, particular emphasis
will need to be placed on the type of surveillance necessary to support the establishment and maintenance
of a free compartment within infected countries or zones. K -

The Terrestrial Code Commission is awaiting advice from the Scientific Commission regarding
commodities which could be safely traded regardless of the CSF status of the exporting country.

ik b

Avian influenza (Chapter 2.7.12. and Appendix 3.8.9.)

a) Chapter2.7.12,

During the 73" General Session, a revised Terrestrial Code chapter on avian influenza was adopted
by the OIE International Committee. This reviséd chapter and the comments received from Argenting,
Australia, Chile, the EU, the International Egg Commission, Japan, New Zealand and an expert were
considered by the Terrestrial Code Commission. Among a number of general comments, in particular,
comments on cormpartmentalisation and vaccination were taken into account when addressing specific
articles. :

New Zealand proposed that a new first article be drafted stating that eggs and poultry meat for human
consumption can be freely traded from flocks not free from low pathogenic avian influenza (LPAI).
The Terrestrial Code Commission did not think such an article was possible at this stage; however, it
expanded on recommendations within relevant articles. ’ v

Japan proposed that the chapter should distinguish between “NAI free with vaccination” and “NAIL
free without vaccination”. Comments from Argentina and Chile appeared to support the Japanese
proposal. The Terrestrial Code Commission noted that Appendix 3.8.9. addressed the issue and
inserted reference to this appendix in the text. "

New Zealand proposed that Article 2.7.12.6. be deleted. The Terrestrial Code Commission did not
accept this proposal because live birds other than pouliry pose an avian influenza risk to poultry.

b) Appendices
The Terrestrial Code Commission had a meeting with the ad hoc Group on Epidemiology to discuss
their recommendations from their May 2005 meeting. The ad hoc Group confirmed that comments

made by New Zealand had been considered, but had not resulted in changes to the text.

Following a comment submitted by an expert, the fifth paragraph of Article 3.8.9.7. was reorganised
to better demonstrate how to distinguish vaccinated from infected poultry.

The Terrestrial Code Commission made some modifications to point 2)a) of Article 3.8.9.2., point 1)
of Article 3.8.9.3. and Article 3.8.9.5. for clarification or consistency of terminology.
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13.

14,

15.

The Terrestrial Code Commission drafied a new appendix on procedures for the inactivation of highly
pathogenic notifiable avian influenza (HPNAI) virus. The information in the appendix was compiled
from a published paper and from a manuscript in press, provided by an expert. There are:

- SwAYNED.E. & BECK I. R. (2004). - Heat inactivation of avian influenza and Newcastle disease
viruses in egg products. Avian Pathology, 33 (5), 512-518.

-  SwWAYNEDE.. - Microassaj for Measuring Thermal Inactivation of H5N1 High Pathogenicity
Avian Influenza Virus in Naturally-Infected Chicken Meat.

A revised chapter and appendix, and the new appendix on virus inactivation, are presented
(Appendices X VI, XVII and XVIII) for the comment of Member Countries.

Semen and embryo related matters (Appendix 3.2.1)

The Terrestrial Code Commission accepted the comment from the EU and clarified point1) of
Article3.2.1.3. : .

After examining the comment from Australia, the Terrestrial Code Commission meodified Articles 3.2.1.5.
and 3.2.1.6. to clarify that testing is unnecessary for animals in free countries.

In response to the comments from Australia, the Terrestrial Code Commission agreed fo delete caseous
lymphadeniiis and border disease from point 1) of Ariicle 3.2.1.6., as such diseases are not considered
transmissible by semen,

After examining the comment flom Australia, point 3) of Article 3.2.1.10. was modified to give further
security to semen stored for export.

The revised appendix is at Appendix XIX for the comment of Member Countries.

Small hive beetle of honey bees (dethina im;rida) (Section 2.9.)

* The Terrestrial Code Commission recalled the request from some Member Countries that a new chapter on

this beetle be developed. The Terrestrial Code Commission examined a draft text prepared by the EU and a
risk assessment prepared by a New Zealand expert, and decided to ask the Scientific Commission to
develop a chapter on the small hive beetle of honey bees for consultation with Member Countries.

Animal welfare (Section 3.7.)

‘The Terrestrial Code Commission examined and endorsed the work of the Working Group on Animal
Welfare in revising the four adopted chapters on animal welfare, taking into account comments received
from Member Countries prior to the 73" General Session, and the discussion at the General Session. The
report of the fourth meeting of the Working Group on Animal Welfare is-at Appendix XXXV for the
information of Member Countries. s :

The Terrestrial Code Commission noted that some technical issues raised with experts in the ad hoc groups
had not yet been responded to, but it expected that these should be finalised in time for the next meeting of
the Terresirial Code Commission in March 2006,

The four revised chapters are at Appendices XX, XXI, XXII and XXIII for the comment of Member
Countries.

Animal production food safety

The Terrestrial Code Commission examined the report of the March 2005 meeting of the Working Group
on Animal Production Food Safety and decided to circulate it for the information of Member Countries
(Appendix XXXVI).
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17.

18.

19,

The Terrestrial Code Commission noted the work of the Food and Agriculture Organization (FAO) on good
agricultural practice and recommended that, with regard to the Working Group document. ‘Guide to good
farming practices’, the OIE and the FAO coordinate their work with the aim of the information being
published by both organisations for the guidance of Member Countries and the public.

Using a detailed discussion paper developed by the Working Group, the Terrestrial Code Commission
drafted guidelines for the control of hazards of animal health and public health importance through ante-
and post-mortem meat inspection. It is the Commission’s intention that this text become a Code chapter in a
new section on food safety. The draft is at Appendix XXIV for Member Countries’ comment.

The Terrestrial Code Commission examined briefly some draft intemational health certificates, developed
under the Working Group’s work programme. The Terrestrial Code Commission noted that the Working
Group would be examining these draft certificates at its next meeting at the end of January 2006.

Animasl identification 2nd traceability

The Terrestrial Code Commission noted the report of the ad hoc Group on Animal Identification and
Traceability which is at Appendix XXXIV for the information of Member Countries. The Terrestrial Code
Commission supported the recommendation of the ad hoc Group that the general principles form a part of a
horizontal chapter on animal identification and traceability, in conjunction with more detailed articles on
essential elements. The Terrestrial Code Commission noted the importance of coerdination with the Codex
Commission during the development of these standards. : :

The Terrestrial Code Commission made some modifications to the proposed definitions and general
principles for animal identification and traceability, and is presenting the modified text at Appendix XXV
for Member Countries’comment. .

Carcass disposal

The Terrestrial Code Commission received from the Scientific Commission for Animal Diseases a revised
text on the disposal of carcasses. The original text had been circulated for Member Countries’ comment in
2004. The Terrestrial Code Commission proposed significant changes to the text (including to the title) and
decided that the changes should be reviewed by the Scientific Commission before being circulated for
further comment by Member Countries.

Paratuberculosis (Chapfér 2.2.6.) .

The Terrestrial Code Commission recalled the discussion on paratuberculosis at the 68™ General Session in
which Member Countries expressed their concern over possible trade implications of a proposed revised
text. The text previously circulated for comment is at Appendix XXXVII for information.

_ As the current Terrestrial Code chapter is without technical content, the Terrestrial Code Commission is

seeking advice from Member Countries on how to proceed in the development of an up-to-date chapter on
paratuberculosis, with recommendations which do not unnecessarily disrupt trade.

Equine diseases (Section 2.5.) -

After consultation with OIE Reference Laboratories on some equine disease chapters.in'need of updating,
the Terrestrial Code Commission modified chapters on equine infectious anaemia, equine piroplasmosis,
equine rhinopneumonitis, glanders and equine viral arteritis. The modified texts, at Appendices XXVI,
XXVIL, XXVIIL XXIX and XXX, are presented for comment by Member Countries.

The Terrestrial Code Commission examined a proposed revised chapter on African horse sickness prepared
by a group of experis, and made some appropriate changes. The proposed revision (which is based on the

bluetongue chapter), is circulated as clean text at Appendix XXXI for the comment of Member Countries.
1t will also be sent to the Scientific Commission for consideration.
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20. Bovine viral diarrhoea-mucosal disease

The President of the Commission met some European experts on bovine viral diarrhoea-mucosal disease
(BVD-MD) to discuss the BVD-MD situation, control efforts in Europe and possible future steps to make
the European experience known internationally. As a result, the Terrestrial Code Commission discussed
how guidance on the disease could be provided to Member Countries. It noted that a chapter had not been
developed, but that some recommendations were present in the chapter on bovine and small ruminant

semen.

The Terrestrial Code Commission recognised that BVD-MD has a worldwide distribution, but that, under
certain circumstances, it can cause economic loss. It also recognised that, if certain procedures are
followed, the disease could be controlled and eventually eradicated at a herd or regional level. The
Terrestrial Code Commission concluded that it would not be appropriate to develop a specific chapter, but *
that guidance on control could be offered to Member Countries. .

The Terrestrial Code Commission is therefore seeking advice from Member Countries as to how the OIE
could address diseases such as BVD-MD and listeriosis, using alternative mechanisms to those currently
used in'the Terrestrial Code or Manual for such diseases, in otder to provide Member Countries with useful
guidance on managing such diseases without causing unjustified disruptions to trade.

R . e . .

21. International transfer of pathogens (Chapter 1.4.5.)

In consultation with the Terrestrial Code Commission, the Biological Standards Commission (hereafter
referred to as the Laboratories Commission) decided to update Chapter 1.4.5. of the Terrestrial Code and
the relevant sections of the Terrestrial Manual. The Terrestrial Code Commission expects to review revised
text at its next meeting. : : cin " ‘

22. ¥uture work programme oL

The Terrestrial Code Commission reviewed its work programme, taking into account the outcoses of the
73" General Session, .su'bmissions received from Member.Countries, and input from the Scientific
Commission and the Laboratories Commission, A table summarising planned future activities for the
Terrestrial Code Commission is at Appendix XXXII for the comment of Member Countries.

B. REPORTS OF WORKING GROUPS AND 4D HOC GROUES

N
toAt

The following reports are for the in'formation of Member Countriés: |

~  Ad hoc Group on Surveillance for Bovine Spongiform Encephalopathy (Appendix XXXTIT)

~  Ad hoc Group on Animal Identification and Traceability (Appendix XXXIV)

~  Animal Welfare Working Group (Appendix XXXV) i
—  Animal Production Food Safety Working Group (Appendix XXXVT)

C. OTHER DOCUMENT

The following decument is for the information of Member Countries: Chapter 2.2.6. on paratubérculosis

proposed in 2000 (Appendix XXXVII).

The list of chapters and appendices circulated for the comment of Member Countries is in Section A‘of
this report.

.../Appendices
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Appendix 1T

MEETING OF THE OIE TERRESTRIAL ANIMAL
HEALTH STANDARDS COMMISSION

Paris, 19-30 September 2005

Agenda

General definitions (Chapter 1.1.1.)

Evaluation of Veterinary Services (Chapters 1.3.3. and 1.3.4.)
Zoning and compartmentalisation (Chapter 1.3.5.)

General guidelines for animal health surveillance (Appendix 3.8.1.)
Criteria fo.r listing t'iiscases {Chapter 2.1.1.)

Foot and mouth disease (Chapter 2.2.18. and Appendix 3.8.7.)
Bluetongue (.Chapter 2.2.13. and surveillance appendix)

Bovine tuberculosis (Chapter 2.3.3.)

Bovine spongiform encephalopathy (Chapter 2.3.13. aﬁd Appendix 3.5.4.)
Classical swine fever (Chapter 2.6.7. and Appendéx 3.8.8.)

Avian influenza (Chapter 2.7.12. and Appendix 3.8.9.)

Semen and embryo related matters (Appendix 3.3.5. and Appendix 3.2.1.)
Small hive beetle on honey bees (Section 2.9.)

Animal welfare (Section 3.7) I

Animal production food safety

Animal identification and traceability

Carcass disposal

Paratubercalosis (Chapter 2.2.6.)

Equine diseases (Section 2.5.)

Bovine viral diarrhoea-mucosal disease

International transfer of pathogens (Chapter 1.4.5.)

Work programme

Others
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Appendix X111

CHAPTER 2.3.13.

BOVINE SPONGIFORM ENCEPHALOPATHY

Article 2.3.13.1.

The recommendations in this Chapter are intended to manage the human and 2nimal health risks
associated with the presence of the bovine spongiform encephalopathy (BSE) agent in cattle (Bos faurus
and B, indicus) only.

1. When authorising import or transit of the following commodities and any products made from these
commodities and containing no other tissues from cattle, Veterinary Administrations should not
require any BSE related conditions, regardless of the BSE risk status of the cattle population of the
exporting country, one Ot compariment. ' '

2)
b)

)
d)

¢)

f

h)

milk and milk products;

semen and # mvo detived cattle embryos collected and handled in accordance with the
recommendations of the International Embryo Transfer Society; ’

!
hides and skins;

gelatin and collagen prepated exclusively from hides and skins;

protein-free tallow (maximoum level of insoluble impurities of 0.15% in weight) and derivatives
made from this tallow; .

dicalcium phosphate {with no trace of protein or fat); '

deboned skeletal muscle meat (excluding mechanically separated meat) from cattle 30-menths-of

age-otless; which were not subjected to a stunning process prior to slaughter, with a device

injecting compressed air or gas into the cranial cavity or to a pithing process, and which were
i passed ante-mortem and post-mortem inspections '

BSE-asser, and which has been prepared in a manner to avoid contamination with tissues listed

in Article 2.3.13.13.;

blood and blood by-products, from cattle which were not subjected to a sturining process,
pror to slaughter, with a device injecting compressed air or gas into the cranial cavity, or to 2
pithing process. '

2. When authorising import or transit.of other commodities listed in this chapter, Veterinary
Administrations should require the conditions prescribed in this Chapter relevant to the BSE tisk
status of the cattle population of the exporting conntty, Kone Ot compartment.

Standards for diagnostic tests are described in the Terrestrial Manual.

Article 2.3.13.2.

The BSE tisk status of the cattle population of a country, zose or compartment should be determined on the
basis of the following criteda: '
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Appendix X1 {contd)

1.  the outcome of a 7isk assessment (which is reviewed annually), based on Section 1.3, identifying all
potential factors for BSE occurrence and their histotic perspective:

9)

b)

Relesse assessment

Release assessment consists of assessing the likelihood that the BSE a-teansmissible-sponpiform

agent has been introduced into the cattle population from a pre-existing
agent TSE in the indigenous ruminant population ot via commodities potentially contaminated
with the BSE #FSE agent, through a consideration of the following:

i) the presence or absence of spimal-FSE-agents the BSE agent in the counity, gome ox
compartment and, if present, evidence regarding their jts prevalence based-en-the-outcomes

i)y meat-and-bone meal oz greaves from the indigenous ruminant population;
iif) imported mear-and-bone meal ot greaves;

iv) imported live ruminants animals;

v) impozrted animal feed and feed ingredients;

vi) impozted products of ruminant otigin for human consumption, which may have contained
tissues listed in Article 2.3.13.13. and may have been fed to cattle;

vil) imported products of ruminant osigin for iz »ive use in cattle.

M any surveillance-and-other cpidérrﬁdlogical investigation w&-@m_ﬁ_n&f
. i " " o

I e id |
pepulation) relevant-to-the-sbeve should be taken into account in carrying out the assessment.

Exposure assessmment

If the release assessment identifies a risk factor, an exposure assessment should be conducted,
consisting of assessing the likelihood of exposure of the BSE agent to cattle, through a
consideraton of the following:

) recycling and amplification of the BSE agent through consumption by cattle of meat-and-
bone meal ot greaves of ruminant otigin, or other feed or feed ingredients contaminated with
these; : '

i) the use of ruminant catcasses (including from fallen stock), by-products and slaughtethouse

waste, the parameters of the tendering processes and the methods of animal feed
manufacture;
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Appendix XI1I (contd)

iily the feeding or not of ruminants with meat-and-bone meal and greaves dérived from ruminants,
including measures to prevent cross-contamination of animal feed;

iv) thelevel of surveillance for BSE conducted on the cattle population to that time and the
results of that surveillance;

2. on-going awareness programme for veterinarians, farmers, and workers involved in transportation,
marketing and slaughter of cattle to encourage reporting of all cases showing clinical signs consistent
with BSE in target sub-populations as defined in Appendix 3.84.;

3.  the compulsoty notification and investigation of all cattle showing clinical signs consistent with BSE;

4. the examination in an ahproved laboratory of brain or other tissues collected within the framework of
the aforementioned surveillance and monitoring system.

When the sk assesment (ohich takes-into-secount the surveillineereferred to-in-the-release ane-€ re
assessments—abeve) demonstrates negligible risk, the country should conduct Type B swveillance in
accordance with Appendix 3.8.4. '

When the #irk arsessment bahich takes-into-sccountthe survellance-refesred-to-tn-the reiease-ana-exposute
assessmentsabeve) demonstrates—pon-negligible fails to demonstrate neglipible risk, the country should

conduct Type A surveillance in accordance with Appendix 3.84.
Article 2.3.13.3.
Negligible BSE risk

Commodities from the catfle population of a country, :{arzé ot compartment plose a negligible risk of
transmitting the BSE agent, should the following conditions be met:

1. a risk assessment, as described in point 1} of Article 2.3.13.2, has béen céndl‘]ct_cg:'l‘in‘érdet to identify
the histosical and existing risk faciors, and the country has demonstrated that approptiate genetie

specific measures have been taken for the relevant petiod of time defined below to manage alt-sisks
each risk identified;

2. the country has demonstrated that Type B surveillance, in accordance with Appendix 3.8.4, 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 any case of BSE has been demonstrated to have been imported
and has been completely destroyed, and:

§) the criteria in points 2) to 4) of Article 2.3.13.2. have been complied with for atleast
7 years; and ’ .

i) it has been demonstrated, through an appropriate level of control and audit, that for at Jeast
8 years meat-and-bone rreal ox greaves detived from ruminants has not been fed to ruminants;
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Appendix XIIT (contd)

OR

Eae—1a .:_ o3 HE-Orf—ProrE=r 8 i ¥l Y Bq
was born more than 8 years apo; 2nd

b)

i) the criteria in points 2) to 4) of Article 2.3.13.2. have been complied with for at least
7 years; and -

i) it has been demonstrated, thorough an appropiate level of control and audit, that for at
least. 8 yeats meat-and-bone meal and greaves derived from ruminants has not been fed to
raminants; and - :

iif)y all BSE cdses, as well as:

- all cattle 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
contatminated feed duting that period, or

- if the results of the investigation are inconclusive, all cattle’born in the same herd as,
and within 12 months of the birth of, the BSE cases,

if alive in the country, gome or compariment, ate pexmanently identified, and their movements
_controlled, and, when slaughtered or at death, are completely destroyed.-

Article 2.3.13.4.

Controlled BSE risk

Commodities from the cattle i)opﬁlaﬁon of a country, gome or compartment pose a controlled risk of
transmitting the BSE agent, should the following conditions be met: ’

1.

the country has demonstrated that Type A surveillance in accordance with Appendix 3.8.4. 1s in

a 15k assessmient, as described in point 1) of Article 2.3.13.2., has been conducted in order to identify

1

the historcal and existing nsk factors, and’the coun s Jermnonstrated that appropriate measure

cing TAKC, B AVE NOT DCC AKC 9, ne

C Il I vanl poinis (arec 1y

EITHER

a)  there has been no case of BSE or any ease of BSE has been demonstrated to have been imported
and has been completely destroyed, the criteria in points 2) to 4) of Article 2.3.13.2. are
complied with, and it can be demonstrated, through an appropdate level of control and audit,
that meat-and-bone meal and greaves derived from raminants has not been fed to ruminants, but at
least one of the following two conditions applies:

OIE Terrestrial Animal Health Standards Commission/September 2005

_42_



OR

b)

129

Appendix XUI {contd)

i) the criteria in points 2) to 4) of Article 2.3.13.2. have not been complied with for 7 years;

i) it cannot be demonstrated that controls over the feeding of meat-and-bone meal or greaves
derived from ruminants to ruminants have been in place for 8 years;

there has been an indigenous care of BSE teperted, the critetia in points 2) to4) of
Article 2.3.13.2. are complied with, and it can be demonstrated, thtough an appropriate level of
control and audit that meat-and-bone meal and greaves derived from ruminants have not been fed
to rurminants, but at least one of the following two conditions applies:

i)  the eriteria in points 2) to 4) of Article 2.3.13.2. have not been complied with for 7 years;

i)’ it cannot be demonstrated that controls over the feeding of meat-and-bone meal and greaves
derived from ruminants to raminants have been in place for 8 years;

AND

i) all BSE cases, as well as:

- all cattle which, during their fizst year of life, were reared with the BSE caser during
their first year of life, and which investigation showed consumed the same potentially
contaminated feed during that period, ot

- if the results of the investigation are inconclusive, all cattle born in the same herd as,
’ and within 12 months of the birth of, the BSE cases,

if alive in the country, gune or comparimient, are permanently identified, and their movements
controlled, and, when slaughtered or at death, ate completely destroyed.

Article 2,3.13.5.

Unde_termined BSE risk

The cattle population of a country, gone or compariment poses an undeterinined BSE xisk if it cannot be
demonstrated that it meets the requirements of another category.

Article 2.3.13.6.

When importing from a country, gose or ampariment posing 2 negligible BSE risk, Veterinazy
Administrations should require: '

for all commodities from cattle not listed in point 1) of Article 2.3.13.1.

the presentation of an imternational vettrinary certificate attesting that the country, gome or comparimient
complies with the conditions in Article 2.3.13.3.
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Article 2.3.13.7.

When importing from a country, gome or comparimeni posing a controlled BSE risk, Veterinary
Administrations should require:

for cattle
the presentation of an international veterinary cerfificate attesting that:
!

1. the countty, gome or compariment complies with the conditions in Article 2.3.13.4,;

2. cattle selected for export are identified by a permanent identification system enabling them to be
traced back to the dam and herd of origin, and are not exposed cattle as described in point 3) b} i)
of Article 2.3.13.4,; ' '

3. in the case of a country, zome ot compartment with an indigenous case, cattle selected for export were
born after the date from which the ban on the feeding of ruminants with meat-and-bone meal and
greaves derived from raminants had been effectively enforced.

Article 2.3.13.8.

. When importing from a country, gose or wmpartment with an undetermined BSE sk, Vewerinary
Administrations should require: '

for cattle
the presentation of an infernational veterinayy certificate attesting that:

1.  the feeding of raminants with weat-and-bone meal and ‘greazf'el.r derived from ruominants has been banned
and the ban has been effectively. enforced; '

2. all BSE cases, as well as:

b) all cattle 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 investigation are inconclusive, all cattle born in the same herd as, and within
12 months of the birth of, the BSE aser,

if alive in the country, gome ot compariment, ate pexmanently identified, and their movements controlled,
and, when slaughtered or at death, are completely destroyed;

3. cattle selected for export:

a) are identified by a permanent identification system enabling them to be traced back to the dam
and herd of origin and are not the progeny of BSE suspect or confirmed females; '

b) were born at least 2 years after the date from which the ban on the feeding of ruminants with
weat-and-bone meal and greaves derived from ruminants was effectively enforced.
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Article 2.3.13.9.

When importing from a country, gpwe or compariment posing a neglgible BSE sk, Veserinary
Administrations should require:

for frech meat and meat produets from cattle (other than those listed in point 1) of Arficle 23.13.1)

the presentation of an infernational veterinary certificate attesting that:

1.  the country, gene or compartment complies with the conditions in Article 2.3.13.3;

2. the cattle from which the freth mreat and preal produets were derived passed. ante-mortem and post-

1t ns AR Ee-1NOXEET Ao Rote-IRspecHo Frete—ed et on-pa—catH e

Article 2.3.13.10.

When importing from a country, gone O compariment posing a contiolled BSE risk, Veterinary
Administrations should require:

for fresh meat and meat products from cattle (other th;lm those listed in point 1) of Article 2.3.13.1.)

the pxesentation' of an international veterinary certificate attesting that:

1. the country, gone or wmpartment complies with the conditions in Article 2.3.13.4;

3. cattle from which the jresh meat and meat producis destined for export otiginate were not subjected to 2
stunning process, ptor to slaughter, with a device injecting compressed ait or gas into the cranial
cavity, oz to a pithing process; : ‘

4. the fresh meat and bfeai;braduét: de-not-eentain were produced and handled in a manner which ensures
aue jth:

wts do c in and o raminate
a) the tissues listed in Article 2.3.13.13.,

b) mechanically separated meat from the skull and vertebral coluron from cattle over 30 months of

ape,

all of which have been completely removed in a manner to avoid contamination of the fresh mrear and
meat products.

Article 2.3.13.11.

When importing from a country, zome or compartment with an undetermined BSE sk, Veterinary
Administrations should require:
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for fresh meat and meat products from cattle (other than those listed in point 1) of Article 2.3.13.1}

the presentation of an iuternational veterinary certificate attesting that:

1. the cattle from which the fresh meat and meat products originate:

a) are-petsuspectorconfirmed BEH ey,
b) have not been fed meat-and-bone meal or greaves derived from ruminants;

¢) weresubjeeted-to passed ante-mortem and post-mortem inspections;

d) were not subjected to a stunning process, prior to slaughtes, with a device injecting compressed
air or gas into the cranial cavity, or to a pithing process;

2. the fresh meat and meat products de-neteontain were produced and dled in a mann

that sueh products do not contain and are not contaminated with:
a) the tissues listed in Article 2.3.13.13,,

b) mnervous and lymphatic tissues exposed during the’ deboning process,

c). tnechanically separated meat from the skull and vertebral column from cattle over 12 months of

age,

all of which have been completely removed in a manner to avoid contamination of the fresh meat and
meat products.

Article 2.3.13.12.

Rurninant-desived meat-and-bone meal ot greaves, or any commodities containing such products, which
otiginate from a country, gone ox compariment defined in Articles 2.3.13.4. and 2.3.13.5. should not be traded
between countries. '

Article 2.3.13.13.

1. From cattle of any age originating from a countty, gone ot wmpartment defined in Articles 2.3.13.4. and
2.3.13.5., the following commodities, and any commodity contaminated by them, should not be
traded for the preparation of food, feed, fertilisers, cosmetics, pharmaceuticals including biclogicals,
or medical devices: tonsils and distal ilenm, and protein products derived thereof. Food, feed,
fertilisers, cosmetics, pharmaceuticals or medical devices prepared using these commodities should
also not be traded. . :

2. From cattle that were at the time of slaughter over 30 months of age originating from a country, ez
or compartment defined in Article 2.3.13.4, the following commodities, and any commodity
contaminated by them, should not be traded for the preparation of food, feed, feriilisers, cosmetics,
phatmaceuticals including biologicals, or medical devices: brains, eyes, spinal cord, skull, vertebral
column and derived protein products. Food, feed, fertilisers, cosmetics, pharmaceuticals or medical
devices prepared using these commodities should also not be traded.
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3. Brom cattle that were at the time of slaughter over 12 months of age originating from a country, geze
or compartment defined in Article 2.3.13.5, 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 medical devices: brains, eyes, spinal cod, skull, vertebral
column and derived protein products. Food, feed, fertilisers, cosmetics, pharmaceuticals or medical
devices prepated using these commodities should also not be traded.

Article 2.3.13.14.

Veterinary Adminisirations of importing countries should require:

for gelatin and collagen prepared from bones and intended for food or feed, cosmetics, ‘phannaceuticals
including biologicals, or medical devices

the presentation of an international veterinary ceﬂ;iﬁr:az‘e attesting ﬂ:at the commodities came from:
1. 2 country, gewe of compartm;rmt po:)singr a negligible BSE dsk; ot
2. acountty, e OF wapariment Posing a controlled BSE sisk; and
2)  skulls and vertebrae (except tail vextebrae) have been excluded;
k) the bones have been subjected to a process which includes all the following steps:
i}  pressure washing (degreasing),
i) acia demineralisation,
ity prolonged alkaline treatment,
iv) ﬁlttaﬁon,
v) sterilisation at 2138°C for a minimum of 4 seconds,
or to an equivalent process in terms of infectivity reduction.
Article 2.3.13.75.

Veterinary Administrations of importing conntries should require:

for tallow and dicalcium phosphate (other than protein-free tallow as defined in Article 2.3.13.1)) inteny
for food, feed, fertilisers, cosmetics, phapmaceuticals including biologicals, or medical devices ‘

the presentation of an international veterinary certificate attesting that it originates from:
1. a country, zone ot wmpartment posing a negligible BSE risk; or
2. a countty, zose or compartment posing a controlled BSE sisk, and it-eriginates from cattle which have

beensubjected—+to passed ante-mortem and post-mortem inspections, and has not been prepared
. using the tissues listed in pointg 1 and 2 of Article 2.3.13.13.
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Article 2.3.13.16.

Veterinary Administrations of importing countries should require:

the presentation of an international veterinary certificate attesting that:
1. they originate from a country, gome OF compartment posing a negligible BSE risk; or

2. they have been produced by hydrolysis, saponification oz transesterification using high temperature
and pressure.

— text deleted

OIE Terrestrial Animal Health Standards Commission/September 2005

_48_



135
Appendix XJV

APPENDIX 3.8.4.

SURVEILLANCE FOR BOVINE SPONGIFORM

ENCEPHALOPATHY
Article 3.8.4.1.
Introduction
1. Depending on the risk category of a country, Kone or comparinient with regard to bovine spongiform

encephalopathy (BSE), surveillance for BSE may have one or mote goals:
a) detecting BSE, to a pre-determined design prevalence, in a country, gone O comparient,
b) monitoting the evolution of BSE in a country, gene O comipariment,

¢) monitodng the effectiveness of a feed ban and/or other tisk mitigation measures, in conjunction
with auditing;

d) supporting a claimed BSE status;
€) gaining or regaining a higher BSE status.

When the BSE agent is present in a country or gen, the cattle population will comprise the following
sectors, in order of decreasing size:

a) cattle not exposed to the infective agent;
b) cattle exposed but not infected;
c) infected cattle, which rﬁay lie within one of three stages in the progress of BSE:

i)  the majority will die or be killed before reaching a stage at which BSE is detectable by
curtent methods;

) some will progress to a stage at which BSE is detectable by testing before clinical signs
appeat;
i) the smallest mumber will show clinical signs.

The BSE status of a country, gone ot wmpartwent cannot be determined only on the basis of a
surveillance prograrome but should be deterimined in accordance with all the factors listed in
Article 2.3.13.2. The surveillance programme should take into account the diagnostic limitations
associated with the above sectors and the relative distributions of infected cattle among them.

With respect to the distribution and expression of the BSE agent within the sectors described above,
the following four subpopulations of cattle have been identified for surveillance purposes:
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a) cattle over 30 months of age displaying behavioural or clinical signs consistent with BSE ;g‘!jgcai
suspects);

b) cattle over 30 months of age that are non-ambulatory, recumbent, unable to dse or to walk
without assistance; cattle over 30 months of age sent for emergency slaughter or condemned at
ante-mortem inspection (casualty or emergency slaughter, or downer cattle);

¢} cattle over 30 months of age which are found dead on farm, during transport or at an abattoir
(fallen stock);

d) cattle over 36 months of age at routine slaughter.

A gradient is used to describe the relative value of surveillance applied to eachi subpopulation.
Surveillance should focus on the first subpopulation, but investigation of other subpopulations will
help to provide an accurate assessmént of the BSR situation in the country, gome or compartment. Ak

; semple si-least-three-of the-four subpopulations: This approach is consistent with
on general guidelines for animal health urveillance.

Ay gy =

Appendix 3.8.1.

Article 3.8.4.2.

Descriptibn of cattle subpopulations

1.

Cattle over 30 months ‘of age ‘displaying behavioural ot clinical signs consistent with BSE (clinical

suspects)

Cattle affected by illnesses that are’ fefractory to treatment, and displaying progressive behavioural
changes such as excitability, persistent kicking when milked, changes in herd ‘bierarchical status,
hesitation at doors, gates and barrers, as well as those displaying progressive neutological signs
without signs of infectious illness are candidates for examination, These behavioural changes, being -
very subtle, are best identified by those who handle animals on a daily basis. Since BSE causes no
pathognomonic clinical signs, all countries with cattle populations will obsetve 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 suspicious cases are likely to occur will differ

among epidemiological situations and cannot therefore be predicted reliably.

This s'ubpopulaﬂon;_Pefﬁeulﬂ}y—eﬁﬂe—wa—?’G-ﬂaeﬁﬂﬁ—ePﬂge; is the one exhibiting the highest

1 b il PP 1o opnntlidanands—an—th o oy oens ace nidooh PR
P.te.va ence. e FeCogmben— ity Rt POy o OREES— AW EIE RS RGOt Aol UL

OSTAINTNE

1\ ) arl i) ARl A 1 L B - I Id
This_and the quality of the investigation arid laboratory examinaton svstems (Article 2.3.13.2),
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2. Cattle over 30 months of age that ate pon-ambulatory, recombent, unable to rise or to walk without
assistance: cattle over 30 months of age sent for emergency slaughter or condemmned at ante-mortemn

inspection (casualty or emetgency slaughter, or downer cattle)

These cattle may have exhibited some of the clinical signs listed above which were not recognised as
being consistent with BSE. Expetience in countdes where BSE has been identified indicates that this
subpopulation is the one demonstrating the second highest prevalence. For that reason, if is the
second most appropxate population to target in order to detect BSE. :

3. Cattle over 30 months of age which are found dead on farm, during transport or at an ahattoir (fallen
stock) ' .

These cattle may have exhibited some of the clinical signs listed above prior to death, but wete not
recognised as being consistent with BSE. Experience in countties where BSE has been identified
indicates that this subpopulation is the one demonstrating the third highest prevalence.

4, Cattle over_36 months of age at routine slaug-‘hter

Bxperience in countries where BSE has been identificd indicates that this subpopulation is the one
demonstrating the lowest prevalence. For that reason, it is the least appropriate population to target
in order to detect BSE. However, 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 known class, age structure and geographical origin. Testing of routine
slaughter cattle 36 months of age or less is of relatively very little value (T'able 2).

Articie 3.8.4.3.

$3—Implementation of Fype-A surveillance

In oxder to implement efficiently a surveillance strategy for BSE, a country must use geed-quality

i ! documented_records ot reliable estimates of eoneerning the age
distribution of it’s—the adult cattle population and the number of cattle tested for BSE stratified by
age and by subpopulation within the coun onte or compariment. The-appliestion—of thefollowing

B30 & T e = 2 =

The approach assigns ‘point values’ to each sample, based on the subpopulation from which it was
collected and the Likelihood of detecting infected cattle in that subpopulation. The number of points
a sample is assigned is determined by the subpopulation from which the sample is collected and the
age of the animal sampled. The total points accumulation is then periodically compared to the target
number of points for a country, gore ot compariment.
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A eountry—shoulddesign—its surveillance strategy should be designed to ensure that samples are
representative of the hetd of the country, gowe or compariment, and include consideration of
demographic factors such as production type and geographic 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 7 years.

The points targets and surveillance point values in this appendix were obtained by applying the
following factors to a statistical model:

a) = the desion prevalence @MQM ef-one-case-pet-100;600-of the-adult
eattle population; ‘

b) aconfidence level of 95%;

¢)- the pathogenesis, and pathological and clinical expression of BSE:

3 sensitivity of diagnostic mothods used;
. i) relaﬁve frequency of ;:xpression by age;
i) relative frequency of expression within each subpopulation;
iv) interval between clinical pathological change and chmoal expression;
d) demographics of the cattle population, including age distribution;

) influence of BSE on culling o attrition of animals from the cattle population via the four
subpopulations;

) percen'tage of infected animals in the cattle population which are not detected.

Alihough the procedure accepts very basic information about a cattle population, and can be used

with estimates and less precise data, careful collection and documentation of the data significantly

enhance their valie. Since samples from clinical suspect animals provide many times mote

information than saroples from healthy of dead-of-unknown-cause animals, careful attention to the

input data can substantially decrease the procedure’s cost and the number of samples needed. The
essential input data are:

a) cattle population numbetrs stratified by age;

b) the number of cattle tested for BSE stratified by age and by subpopulation.

This Appendix utilises Tables 1 and 2 to detenmine a desired suveillance points_tareet and the point
vahies of surveillance samples collected. ..

Within each of the subpopulations above in a country, gone of comipariient, A country may wish to target
cattle identifiable as imported from countries or gorres not free from BSE and cattle which have consumed
potentially contaminated feedstuffs from countries.or spnernot free from BSE.
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_clinical suspects dbei vcs;:i ated. repardless of the number of points accumulated. Tn ditio

animals from the other subggp_q]ations should be tested.

concern, at a confidence level of 95%.
2. Maintenance(Type B} surveillance

The applicati e B surveillance will allow the detection of BSE around a desi revalence of
at least one case_per 50,000 in the adult cattle npopulation_in_the countrv, opse or cmpariment of

concern, at a confidence level of 95%.

illance may also be cargded o countries, Fomer ot g rements of controlled BSE risk

slan Article 2 a followrne the achievement Ol

.3.13.4), o he_refe 1 ;
surveillance, to maintain confidence in the knowledge gained throueh Type A surveillance.

Articie 3.8.4.4.

1.  Selecting the points target

The desited surveillance points target is should be selected from Table 1, which shows target points
for adult cattle populations of different sizes. & countiy’s The size of the adult cattle population size
of a country, zane or compartment may be estimated or may be set at one million because, for statistical
reasons, one million is the point beyond which sample size does not forther increase with population

Size. o ta¥o gepends-o =
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Tablel  Points targets for different adult catde population sizes in a country, go¢ ot compariment which

Points targets for cou’nt:;y, zone or compartment
Adult cattle populratio_n size Typé A Type B
(24 months anid older) surveillance | surveillance
= 1,000,000 ] 300,000 150,000
800,000 - 1,'b00,006 ' ’240,:(‘)00 120,000
. 600,000 — 800,000 180,000 90,000
' . 400,000 — 600,000 120.000 60,000
200,000 — 400,000 80,000 30,000
100,000 — 200,000 30,000 15,000
50,000 — 100,000 15,000 7,500
DRt . o \ desi lepcal.’

b

2.  Determining the point values of samples collected

Table 2 can be used to determine the point values of the. surveillance samples collected. The
approach assigns point values to each sample according to 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 account the general principles of surveillance described in Appendix 3.8.1. and
the epidetniology of BSE. '

Because precise aging of the animals that are sampled may not be possible, Table 2 combines point
values inito five age categories. The point estimates for each category were determined as an average
for the age range comptising the group. The age groups were selected on their relative likelihoods of
expressing BSE according to scientific knowledge of the incubation of the disease and the wotld BSE
experience. Samples may be collected from any comobination of subpopulations and ages but should
reflect the demographics of the cattle hetd of the country, e or compariment.

If a _country, zose or combariment determines, based on the demographics and epidemiological

n, that precise classificati { the subpopulations ‘casualty o

The total points for samples collected may be accurnulated over a period of 2 maximum of
7 consecutive years to achieve the target number of points determined in Table 1.
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Table 2  Surveillance point values for samples collected from animals in the given subpopulation and

age category
Surveillance subpopulation
Routine Fallen © Casualty. Clinical
slaughter’ stock® slaughter® suspect’
Age 21 year and < 2 years
0.01 0.2 04 N/A
Age 2 2 years and < 4 years {(young adult)
0.1 [ 02 | 04 | 260
Age Z 4 years and < 7 years (middle adult)
0.2 | 0.9 I 1.6 I 750
Age 27 years and < 9 years (older adult)
0.1 | 04 | 0.7 I 220
Agé 2 9 years (aged)
0.0 | 0.1 [ 0.2 I 45
! See point 4) of Arficle 3.8.4.2.
2 See point 3) of Article 3.8.4.2.
: See point 2) of Article 3.8.4.2.

See point 1) of Article 3.8.4.2.

Surveillance ptl)ints remain valid for 7 years (the 95 percentile of the incubation petiod).

— text deleted
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Warld QOrgamication Tor Aulmal Heaith

Crganizecitn Mundiat dx Sanidnd Anirial

Original: English
September 2005

REPORT OF THE SECOND MEETING OF THE OIE AD HOC GROUP
ON BSE SURVEILLANCE -

Paris, 14-16 September 2005

The OIE ad hoc Group on Surveillance for Bovine Spongiform Encephalopathy (BSE) met for thé second time
at the OIE-Headquarters -from 14 1o 16 September 2005. The members of the ad hoc Group and other
participants afe listed in Appendix I. The Agenda adopted is given in Appendix IF. : : ;

On behalf of Dr B. Vallat, Director General of the OIE, Dr D. Wilson welcomed the participants and thanked
them for their willingness 16’ continue working on improving the' BSE surveillance guidelines in the OIE
Terrestrial Animal Health Code (hereafter referred to as the Terrestrial Code). It was recalled that a
significantly revised BSE chapter and surveillance appendix had been adopted at the 2005 General Session, but
that the section in the appendix dealing with type B surveillance had been the subject of significant debate.
Commeénts on the appendix had been received from Member Countries (Canada, Switzerland, Japan, New
Zealand, the Southern Cone countries of South America, Australia and the EU) which informed the ad hoc
Group’s discussions. A peer review conducled by two OIE Collaborating Centres on the BSurvE model was also
taken into account.

Due to the comments received and the new information available, arid to the essential linkage between the
Terrestrial Code BSE chapler and appendix, the ad hoc Group decided fo review both documents.

The ad hoc Group noted the significantly different approach accorded to BSE surveillance compared to
surveillance for other diseases such as foot and mouth disease (FMD) and avian influenza (AI), and
recommended that, in the longer term, the OIE promote a similar approach to BSE. surveillance as for other
diseases. It recognised however that, in the short term, its task was to refine the current BSE surveillance
approach to meet the practical needs of Member Countries.

The ad hoc Group considered that type B surveillance conducted by countries, zones or compartments of
negligible BSE risk status had the following goals: '

~a)  toshow whether BSE was occurring despite the applied risk mitigating measures;

b) to contribute to maintain confidence that BSE risk remained negligible, irrespective of the means by which
that status was achieved; . -

¢) to coniribute to the evaluation of the effectiveness of veterinary and farmer education programmes, and
reporting and diagnostic systems.
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Point 3) b) of Article 2.3.13.3 of the chapter was modified to reflect the importance of the date of birth of an -
indigenous case rather than the date the case was reported, as the date of birth is more reflective of the time of
exposure than the date of reporting. A BSE case in an animal born after the imposition of a feed ban is far more
important in assessing the effectiveness of measures imposed than a BSE case in an animal bom before the feed
ban was imposed. :

Asticle 2.3.13.4 of the chapter was modified to clarify the wording in the chapeau conceming the generic
measures.

The ad hoc Group noted that, in the current BSE chapter, the prevalence of the disease in a BSE-affected country
was not a factor in the categorisation of a country, zone or compariment, except in general terms of a type A
surveillance being in place. Unless the results of the surveillance will be used to compartmentalise part of the
cattle population. (for example by age or husbandry type), conducting surveillance at a high level at that point
does not add useful information. :

The ad hoc Group believed that greater resources should be directed towards mitigating the factors jdentified in
the risk assessment rather than in conducting high levels of surveillance, as this would be commensurate with
their relative contributions to addressing public health risks: This would be particularly relevant when, as a result
of compartmentalisation, different risk mitigating strategies are in place. Assurances regarding public health
derive more from risk mitigating measures'than from detailed knowledge of BSE prevalence.

The adhoc Group believed that the characteristics of BSE epidemiology lend the disease to
compartmentalisation, for example the brief susceptibility window and the means of transmission. It recognised
that compartmentalisation had been used in managing the risks associated with BSE in the United Kingdom
(UK), using ‘date of birth” in relation to the date of implementation of an effective feed ban as the separator. The
Terrestrial Code recommendations on compartmentalisation should be used to provide guidance. The ad hoc
Group believed that the focus could be on compartments rather than countries as a whole if groups of animals .
can be shown to have different epidemiologic characteristics that result in differing levels of BSE risk.

The ad hoc Group noted the importance of the linkage from the risk assessment: to the recommended
surveillance. The results of the risk assessment determines the type of surveillance needing to be carried out (and
the target subpopulations selected) and the mitigating measures needing to be put in place, according to the risk
factors identified. Selection of the target subpopulations should aim at validating the effectiveness of the
mitigating measures. .

The ad hoc Group confirmed that, where negligible risk had been demonstrated, type A surveillance would be
unnecessary and type B surveillance would provide the level of confidence required. '

The ad hoec Group considered that, in line with the General Guidelines for Animal Health Surveillance, there
should be an indication in the Terrestrial Code of the circumstances under which surveillance for BSE could
conclude. ’

As in all countries except the UK, cases appear to be the result of a Member Country’s import policy, the ad hoc
Group discussed whether it may be appropriate for countries demonstrating negligible risk to redistribute their
risk mitigation measures from the interior to their external borders.

The ad hoc. Group recognised that, under the current 4 sub-population system, there were advantages of testing
animals in the ‘clinical suspect’ category compared to the fallen stock and emergency slaughter categories. It
wanted to retain the differential between ‘clinical suspects’ and other animals, because of the contribution the
former sub-population makes to knowledge of the BSE situation. The.ad hoe Group also discussed whether the
casualty or emergency slaughter or downer cattle, and fallen stock sub-populations should be combined but
decided that this would be a matter for a Member Country to determine based on the demographics and
epidemiological characteristics of its cattle population. In such a case, the score accorded to that combined
subpopulation would be that of *fallen stock”.
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The ad hoc Group considered that all clinical suspects should be investigated, regardless of the number of points
accumulated, in a similar fashion to the other diseases for which Member Countries have reporting obligations.

A detailed explanation of the manner in which the figures in the tables in the appendix were derived may be
found in the report of the first meeting of the ad hoc Group which was attached to the report of the Terrestrial
Code Commission meeting of January 2005. At that meeting, the ad hoc Group had made use of a background
document developed by the OIE Collaborating Centre for Risk Analysis and Surveillance. The origin of the
values referred fo in the model (showing the relative effectiveness and efficiency of one stream vs another in the
detection of BSE) may be found on the  FEuropean Commission Web  site
http://europa.eun.int/comm/foodfood/biosafety/bse/monitoring _en. htm An examination of the pathogenesis of
BSE and the performance of diagnostic tests determined the relative effectiveness and efficiency of testing
animals accordmg to age. The two parameters described, age and subpopulation, form the basis of the points
distribution in the BSurvE model. Table 2 in the appendix was the result of a compression of these age
categories; this compression was to accommodate the fact that Member Countrles do not generally have the
degree of age detail required in the BSurvE model. v .
At this meeting, the ad hoc Group modified Table 1 to make the points targets applicable to any country, no
matter the number of BSE cases. The emphasis in the table was on a high level of confidence of diagnosing the
first case. The ad hoc Group believed that, where a first case of BSE had been detected, it was unnecessary to
increase the level of surveillance to maintain the same.confidence that the true prevalence was less than the
design prevalence. The precise determination of prevalence through an increase in surveillance beyond type A
surveillance was considered to be less important than the application of relevant risk mitigating measures.

Consistent with this positioh, Article 3.8.4.5 was deleted.

The pomt values in Table 2 are derived from the pathogene51s of BSE and from the composite surveillance
experience of countries in Europe, at a certain stage in the BSE epldcmlc (the only data source at the time).
While several Member Countries, based on individual national experience, have questioned their relevance
regarding the current stage of the epidemic in Burope or elsewhere, the point value distributions are believed 10
be most sensitive to the detection of an epidemic in its growth phase. The ad hoc Group considered that
epidemics in their growth phase represent the greatest detection challenge The ad hoc Group considered that
the points values in Table 2 should be reviewed in line with changes in know]edge and diagnostic techniques,
and with revisions in the BSurvE model.

As the Terrestrial Code BSE appendix had been derived from the BSurvE model, the ad hoc Group considered
that, where a country had sufficient data to be able to use the BSurvE model and the expertise to do so, the
outcome would be equivalent to the results obtained from using the Terrestrial Code appendix. The ad hoc
Group considered that Member Countries could appl y this flexible altemnative to incorporate defensible national
valves for the key parameters on which the model is structured. The ad hoc Group noted that selection of this
option carries the responsibility of defending scientifically the parameters selected.

The ad hoc Group’s proposed revised texts are at Appendices Il and IV,

..J'Appendices
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Appendix II

SECOND MEETING OF THE OIE AD HOC GROUP ON BSE SURVEILLANCE

Paris, 14-16 September 2005

Update on BSE surveillance activities

a) BsurvE peer review

Adopted Agenda

Update on discussions at the General Session and the January meeting of the Terrestrial Code

Commission
Review of the text of Appendix 3.84
Other issues

Further work programme
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CHAPTER 2.3.13.

BOVINE SPONGIFORM ENCEPHALOPATH‘Y

Article 2.3.13.1.

The recommendations in this Chapter are intended to manage the human and animal health risks
associated with the presence of the bovine spongiform encephalopathy (BSE) agent in cattle (Bos faurus
and B. indicus) only.

1) When authorising impost or transit of the following commodities and any products made from these
commoditier and containing no other tissues from catile, Veterinary Administrations should not
require any BSE related conditions, regardless of the BSE 1isk status of the cattle population of the
exghurting country, Jome O compariment.

2)
b)

.€)
d)

e)

k)

mille and milk products,

semen and i wive detived cattle embryos collected and handled in. accordance with the
recommendations of the International Embryo Transfer Society;

hides and skins;
gelatin and collagen prepated exclusively from hides and skins;

protein-free tallow (maxirnum level of insoluble impurities of 0.15% in weight) and detivatives
made from this tallow; :

dicaleium phosphate (with no trace of protein or fat);

deboned skeletal muscle meat (excluding mechanically separated meat) from cattle 30 months of
age ot less, which were not subjected to 2 stunning process, prior to slaughter, with a device
injecting compressed ait or gas into the cranial cavity, o to a pithing process, and which were
subject to ante-mortem and post-mortem inspections and weze not suspect Or. confirmed BSE
cases; and which has been prepared in a manner to avoid contamination with tissues listed in
Article 2.3.13.13; ‘

blood and blood by-products, from cattle which were notlsubjected to a stunning process,
prior to slanghter, with a device injecting compressed ait or gas into the cranial cavity, or to 2’
pithing process.

2) When authorising import or transit of other commodities listed in this chapter, Veserinary
Adsministrations should require the conditions prescribed in this Chapter relevant to the BSE risk
status of the cattle population of the exporting connity, Jone Ot compartment. '

Standards for diagnostic tests ate described in the Terrestrial Mansal.
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Article 2.3.13.2.

The BSE 1isk status of the cattle population of a countty, go#e O compastment should be determined on the
basis of the following critexia: '

1) the outcome of a risk assessmient (which is reviewed annually), based on Section 1.3, identifying all
potential factors for BSE occurrence and their historic perspective:

)

b)

Release assessment

Release assessment consists of assessing the likelihood that the BSE a-transmissible-spengiform
agent has been introduced into the cattle population from a pre-existing
TSE in the indigenous raminant population or via commodities potentially contaminated

with the BSE, »TSE agent, through a consideration of the following:

i) the presence or absence of snimal TSE-—agents the BSE_agent in the country ox goe or
compariment and, if present, evidence reparding their its prevalence based-on-the-outcomes
c ——

i) meat-and-bone meal or greaves from the indigenous ruminant population;
iif) imported meat-and-bone meal ot greaves;

iv) imported live mminants asimals;

v) imported animal feed and feed ingredients;

vi)" imported products of raminant origin for human consumption, which may have contained
dissues listed in Article 2.3.13.13. and may have been fed to cattle;

vii) imported products of raminant origin for iw viw use in cattle.

= —s

the commadities dentified above
population)-relevant-te-the-sbove should be taken into account in carrying out the assessment. ’

The results of any surveillance-and-other epidemiological investigations into the disposition of

Exposure assessment

1f the release assessment identifies a 7isk factor, an exp.osure assessment should be conducted,
consisting of assessing the likelihood of exposure of the BSE agent to cattle, through 2
consideration of the following: - -

i)  recycling and amplification of the BSE agent through consumption by cattle of meat-and-
bone meal or greaves of ruminant origin, oI other feed or feed ingredients contaminated with

these;
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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; : -

iify the feeding or not of ruminants with meat-and-bone meal and greaves derived from ruminants,
including measures to prevent cross-contamination of animal feed;

iv) the level of surveillance for BSE conducted on the catile population to that time and the
results of that surveillance; h '

2) on-going awareness programme for veterinagans, farmers, and workers involved in transportation,
marketing and slaughter of cattle to encourage reporting of all cases showing clinical signs consistent
with BSE in target sub-populations as defined in Appendix 3.8.4.;

© 3) the compulsory notification and investigation of all cattle showing clinical signs consistent with BSE;

4) the examination in an approved laboratory of brain or other tissues collected within the framework of
the aforementioned surveillance and monitoring system. ,

When the rirk assessment fwhich-takees-intoaeeonn
assessments—above) demonstrates negligible risk,

the country should conduct Type B surveillance in
accordance with Appendix 3.8.4. ' o ‘

eplicible dsk, the country should

et O-8 i

When the 7isk assessment (o ount-thesurveillancerefe
assessments—above) demenstrates—non-negligible fails ¢ stra
conduct Type A surveillance in accordance with Appendix 3.84.

Article 2.3.13.3.
Negligible BSE risk '

Commodities from the cattle population of a country, Ro#e Or compartmeni pose a negligible risk of
transmitting the BSE agent, should the following conditions be met:

1) a rirk assessmwent, as described in point 1) of Article 2.3.13.2,, has been conducted in order to identify
the historical and existing tisk factors, and the country has demonstrated that appropiiate generic

measutes have been taken for the relevant pesod of timne defined below to manage all risks identified;

2) the country has demonstrated that Type B surveillance, in accordance with Appendix 3.8.4, is in place
the relevant points target, in accordance with Table 1, hds been met;

.3) EITHER:

a) there has been no aase of BSE, or any ase of BSE has been demonstrated to have been imported
and has been completely destroyed, and:

) the crteda in points2) to 4) of Article 23.13.2. have been “complied with for atleast
7 yeats; and ’

. H) it has been demonstrated, through an approprate level of control and audit, that for at least
8 yeats meat-and-bone meal or greaves dexived from ruminants has not been fed to mminants;
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re of BSE

D the critedia in points 2) to 4) of Asticle 2.3.13.2. have been complied with for at least
7 years; and

i) it has been demonstrated, thorough an appropriate level of control and audit, that for at
least 8 years meat-and-bone meal and greaves derived from ruminants has not been fed to

ruminants; and
i) all BSE cases, as well as:

- all the progeny of female cases, born within 2 years ptior to or after clinical onset of
the disease, and : :

- all cattle which, during theix first year of life, were reared with the BSE euses during
their first year of life, and which investigation showed consumed the same potentially
contaminated feed duting that period, or

- if the results of the investigation are i.ncon(-:lusive, all cattie born in the same herd as,
and within 12 months of the birth of, the BSE cases,

if alive in the country, zewe or compariment, are permanently identified, and their movements

controlled, and, when slaughtered or at death, are completely destroyed.

Article 2.3.13.4.

"Controlled BSE risk

Commodities from the cattle population of a country, zome or compariment pose a controlled risk of
transmitting the BSE agent, should the following conditions be met:

1)

2

3)

a risk assessment, as described in point 1) of Article 2.3.13.2,, has been conducted in order to identify

the historical and existing risk factors, and s -d_th :
measures are being taken, but have not been taken for the relevant period of time to manage all risks

the countty has demonstrated that Type A surveillance in accordance with Appendix 3.8.4. is in

place; type B surveillance may replace type A surveillance once the relevant points tatget, in accordance
with Table 1. is met; s

EITHER

a) there has been no case of BSE or any case of BSE has been demonstrated to have been imported
and has been completely destroyed, the criteria in points 2) to4) of Article 2.3.13.2. are
complied with, and it can be demonstrated, through an appropriate level of control and audit,
that meat-and-bone meal and greaves derived from ruminants has not been fed to raminants, but at
least one of the following two conditions applies:
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) the criteria in points 2) to 4) of Article 2.3.13.2. have not been complied with for 7 years;

iiy it cannot be demonstrated that controls over the feeding of meat-and-kone meal or greaves
derived from ruminants to raminants have been in place for 8 years;

OR
b} there has been an indigenous case of BSE sepested, the ctiteria in points 2) to4) of
Article 2.3.13.2. are complied with, and it can be demonstrated, through an appropriate level of

control and audit that meat-and-bone meal and greaves derived from ruminants have not been fed
to ruminants, but at least one of the following two conditions applies:

) the criteda in points 2) to 4) of Article 2.3.13.2. have not been complied with for 7 years;

#) it cannot be demonstrated that controls over the feeding of weat-and-bone meal and greaves
derived from ruminants to ruminants have been in place for 8 years;

AND
iif) all BSE cases, as well as:

- 2ll the progeny of female cases, born within 2 years prior to ot after clinical onset of
the disease, and

- all cattle which, duting their first year of life, wete reared with the BSE cases dudng
their first year of life, and which investigation showed consumed the same potentially

contaminated feed during that period, or

- if the results of the investigation are inconclusive, all cattle born in the same herd as,
and within 12 months of the birth of, the BSE cases,

if alive in the country, zome or compartwent, are permanently identified, and their movements
controlled, and, when slaughtered or at death, are completely destroyed.

Article 2.3.13.5.
Undetermined BSE risk

The cattle population of a country, gone or compariment poses an undetermined BSE sk if it cannot be
demonstrated that it meets the requirements of another category.

Article 2.3.13.6.

When importing from a country, gowe Or compariment posing a negligible BSE risk, Veterinary
Administrations should require: ‘

for all commoditier from cattle not listed in point 1) of Article 2.3.13.1.

the presentation of an infernational vererinazy ceriificate attesting that the country, fore or comipariyent
complies with the conditions in Article 2.3.13.3.
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Article 2.3.13.7.

When importing from a country, gome or compariment posing a controlled BSE risk, Veterinary
Administrations should require: E

for cattle
the presentation of an infernational veterinary certificate attesting that:
1)  the country, gome or compartment complies with the conditions in Article 2.3.13.4,;

2) cattle selected for export are identified by a permanent identification system enabling them to be
traced back to the dam and herd of origin, and are not exposed cattle as described in point 3) b) 1)

of Article 2.3.13.4.;

3) in the case of a country, zone or wwipartment with an indigenous case, cattle selected for export were
born after the date from which the ban on the feeding of ruminants with meat-and-bone meal and

greaves detived from ruminants had been effectively enforced.
Article 2.3.13.8,

When - importing from a country, gose or compartment with an undetermined BSE dsk, Veterinary
Adrinistrations should require:

for cattle
the presentation of an infernational veterinary certificate attesting that:

1)  the feeding of ruminants with meat-and-bone meal and greaves derived from ruminants has been banned
and the ban has been effectively enforced;

2) all BSE cases, as well as:

a) all the progeny of female cases, born within 2 years px:idr to or after clinical onset of the discase,
and )

b) all cattle 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 investigation ate inconclusive, all cattle born in the same herd as, and within
12 months of the birth of, the BSE caser,

if alive in the country, zome or wapariment, ate permanently identified, and their movements controlled,
and, when slaughtered or at death, are completely destroyed;
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3} cattle selected for expott:

a) are identified by a permanent identification system enabling them to be traced back to the dam
and herd of otigin and are not the progeny of BSE suspect or confirmed females;

b) were born at least 2 years after the date from which the ban. on the feeding of ruminants with
mieat-and-bone meal and greaves derived from ruminants was effectively enforced.

Article 2.3.13.9.

When importing from a country, gome or compariment posing 2 negligible BSE risk, Veterinary
Administrations should require:

for fresh meat and meat products from cattle (other than those listed in point 1) of Article 2.3.13.1.)
the presentation of an infernational veterinary cersificate attesting that:
1)  the country, o or compartyent complies with the conditions in Atticle 2.3.13.3;

2) ante-mortem and post-mortem inspections were carried out on all cattle from which the fresh meat or
meat producis originate.

Article 2.3.13.10.

When importing from a country, zore or comparinent posing a coﬁtroﬂg:d BSE dsk, Veterinary
Administrations should require:

for fresh meat and meat products from cattle ( other than those listed in point 1) of Article 2.3.13.1.)

the presentation of an infernational veserinary certificate attesting that:
1) - the country, gone or cmpartment complies with the conditions in Article 2.3.13.4;

2) antc-mortem and post-mortem inspections weie carmied out on all caitle frdm which the fresh meat
and weat producis originate;

3) * cattle from which the fresh meat and seat products destined for export originate were not subjected to a
stunning process, prior to slaughter, with a device injecting compressed air or gas into the cranial
cavity, ot to a pithing process;

4)  the fresh meat and meat products do not contain:

a) the tissues listed in Article 2.3.13.13,,

b) mechanically separated meat from thie skull and vertebral column from cattle over 30 months of
age, ‘

all of which have been completely removed in a manner to avoid contamination of the fresh meat and
mieat products.
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Article 2.3.13.11.

When importing from a country; gome ot compartument with an undetermined BSE risk, Veterinary
Administrations should require: ’

for fresh meat and mea? products from cattle {other than those listed in point 1) of Article 2.3.13.1.)

the presentation of an iﬁf‘ernaziaﬂal veterinary certificate attesting that:
1) the cattle from which the fresh meat and meat producis originate:
a) are not suspect or confirmed BSE cases;
b) have not been fed mear-and-bone meal ox ‘grea‘w'e.r;.
¢) were subjected to ante-mortem and post-mottem inspections;

d)  were not subjected to 2 stunning process, prior to slaughter, with 2 device injecting compressed
air or gas into the cranial cavity, or to a pithing process;

2)  the fresh meat and mea? products do not contain:
a) the tissues listed in Article 2.3.13.13,
b) nervous and lymphatic tissues exposed during the deboning process,

¢) mechanically separated meat from the skull and vertebral column from cattle over 12 months of
age,
all of which have been completel.y removed in a manner to avoid contamination of the fresh meat and

mieat products.

Article 2.3.13.12,

Rutninant-derived meat-and-bone meal or greaves, ot any commodities containing such products, which
originate from a country, gone or compartment defined in Articles 2.3.13.4. and 2.3.13.5. should not be traded
between countries.

Article 2.3.13.13.

1) From cattle of any age originating from a country, 3o7e o compartment defined in Articles 2.3.13.4. and
23.13.5., 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 medical devices: tonsils and distal fleum, and protein products derived thereof. Food, feed,
fertlisers, cosmetics, pharmaceuticals or medical devices prepated using these commodities should
also not be traded.
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2) From cattle that were at the time of slaughter over 30 months of age originating from a country, zone
ot compariment defined in Article 2.3.13.4., the following commodities, and any commodity
contaminated by them, should not be traded for the preparation of food, feed, fertilisers, cosmetics,
pharmacenticals including biologicals, or medical devices: brains, eyes, spinal cord, skull, vertebral
colamn and derived protein products. Food, feed, fertilisers, cosmetics, pharmaceuticals or medical
devices prepared using these commodities should also not be traded. -

3) Fronk cattle that were.at the time of slaughter over 12 months of age originating from 2 country, 07
ot compariment defined in Article 2.3.13.5., the following commodities, ‘and any commodity

contaminated by them, should not be traded for the preparation of food, feed, fertilisets, cosmetics,

pharmaceuticals including biologicals, or medical devices: brains, ‘eyes, spinal cord, skull, vertebral
column and derived protein products. Food, feed, fertilisers, costetics, pharmaceuticals or medical
devices prepared using these commodities should also not be traded.

Article 2,3,13.14.

Veterinary Administrations of importing countries should require:

for gelatin and collagen prepatred from bones and intended for food or feed, cosmeﬂcs, pharmaceuticals
including biologicals, or medical devices

the presentation of an international veterinary ceritficate attc;ti.ng that the commodities came from:
1) a country, gene or compartment posing a negligible BSE risk; or
2) a country, ge%e or rof;;paﬂmmr posing a controlled BSE risk; and
a) skulls and vertebrae (c;ccept tail vertebrae) have been excluded;
b) the bones have been subjected to a process which includes all the following steps:
i)  pressure washing (d-egreasing), -
i)  acid demineralisation,
iiiy prolonged alkaline treatment,
iv) filtration,
v)  sterilisation at >138°C for a minimum of 4 seconds,
ot to an cqui;ralent process in terms of .inféctiv:ity reduction.

Article 2.3.13.15.

Veterinary Administrations of importing countries should require:

for tallow and dicalcium phosphate (other than protein-free tallow as defined in Article 2.3.13.1) intended
for food. feed. fertilisers, cosmetics, phannaceuﬂéals including biologicals, or medical devices
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the presentation of an international veterinary certificate attesting that it originates from:

1)  a country, gose ot compariment posing a negligible BSE risk; or

2)  a countty, ome or compartment posing a controlled BSE rsk, and it originates from cattle which have
been subjected to ante-mortem and post-mortem inspection and has not been prepated using the
tissues listed in point 2 of Article 2.3.13.13. ~

Aticle 2.3.13.16.

Vieterinary Administrations of importing conntries shovld require:

for tallow derivatives (other than those made from totein-free ‘tallow 2§ defined in Article 2.3.13.1,

intended for food, feed, fertilisers, cosmetics, pharmaceuticals including biologicals, or medical devices

the presentation of an énternational veterinary cerfificate attesting that:
1) they originate from a country, gone ot conpariment posing a negligible BSE 1isk; or .

2) they have been produced by hydrolysis, saponification or transesterification using high temperatore
and pressuze.

—  text deleted
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APPENDIX 3.8.4.

SURVEILLANCE FOR BOVINE SPONGIFORM
ENCEPHALOPATHY

Article 3.8.4.1.

Introduction

1) Depending on the sk category of a country, gone or compariment with regard to bovine spongiform
encephalopathy (BSE), surveillance for BSE may have one or more goals:

o)
b)

%)
d)

¢

detecting BSE, to a pre-determined design prevalence, in a countty, 3ox¢ OF conjpariment;
monitoring the evolution of BSE in a countty, goe or wmpartment,

monitoring the effectiveness of a feed ban and Jor other risk mitigation measures, in conjunction

*' with auditing;’

supporting a claimed BSE status;

gaining or regaining a higher BSE status.

2) When the BSE apent is present in a country or gom, the cattle population will comprise the following
sectors, in order of decreasing size:

3)
b)

9

cattle not exposed to the infective agent;
cattle exposed but not infected;
. . ’

infected cattle, which may He within one of thrce stages in the progress of BSE:

)  the majority will dic or be lkilled before reaching 2 stage at which BSE is detectable by
current methods;

i) some will progress to a stage at which BSE is detectable by testing before clinical signs
appear; - : : ‘

i) the smallest number will show clinical signs.

3) The BSE status of a countty, gone or compartment cannot be determined only on the basis of a
surveillince’ programme but should be determined in accordance with all the factors listed in
Article 2.3.13.2. The surveillance programimne should take into account the diagnostic limitations
associated with the above sectors and the elative distributions of infected cattle among them.

4)  With respect to the distribution and expression of the BSE agent within the sectors described above,
the following four subpopulations of cattle have been identified for surveillance purposes:
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5}

a) cattle over 30 months of age displaying behavioural or clinical signs consistent with BSE;

b) cattle over 30 months of age that are non-ambulatory, recumbent, unable to tse or to walk
without assistance; cattle over 30 months of age sent for emergency slaughter or condemned at
ante-mortem inspection (casualty, emetgency slaughter or downer cattle);

¢} cattle over 30 months of age which are found dead on farm, during transport or at an abattoir
{fallen stock);

d) cattle over 36 months of age at routine slaughter.

A gradient is used to describe the relative value of surveillance applied to each subpopulation.
Surveillance should focus on the first subpopulation, but investigation of other subpopulations will
situation in the country, gome ot compartment. A3
wbpopulati ioms: This approach-is consistent with

must find ways to overcome these difficulties.

Article 3.8.4.2,

Description of cattle subpopulations

D

Cattle over 30 months of age displaying behavioural or clinical signs consistent with BSE (clinical
Qu%i!eg;st

Cattle affected by illnesses that are refractory to treatment, and displaying prégressive behaviotral
changes such as excitability, persistent kicking when milked, changes in herd hierarchical status,
hesitation at doors, gates and ‘barriers, as well as those displaying progressive neurological signs
without signs of infectious illness are candidates for examination. These behavioural changes, being
very subtle, are best identified by those who handle animals on a daily basis. Since BSE caunses no
pathognomonic clinical signs, all 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 suspicious cases aze likely to occur will differ
among epidemiological situations and cannot therefore be predicted reliably.

This subpopulation;-pastieslasly—esitde—ever30-months—ofage; is the one exhibiting the highest

prevalence. The sereatio

e o e o eenatl darends ot the-ewrRets-IFRECRES e P N 4o s
recogntion-—gréany GCpthaaok He- e ReE- At e R e S a— 00 Cviton U sda Pt
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Appendix IV (contd)

Cattle over 30 months of age that are non-ambulatory, recumbent, unable to rse ot to walk without
assistance; cattle over 30 months of age sent for emergency slaughter or condemned at ante-mortem

inspection {casnalty or emergency slaughter, or downer cattle)

These cattle may have exhibited some of the clinical signs listed above which were not recognised as
being consistent with BSE. Experience in countties 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 apptopriate population to target in order to detect BSE.

Cattle ¢ver 30 months of age which are found dead on farm, duritg transport or at an abattoir (fallen
stock) ' .

These cattle may have exhibited some of the clinical signs listed above pdot to death, but were not
recognised as being consistent with BSE. Experience in countties where BSE has been identified
indicates that this subpopulation is the one demonstrating the third highest prevalence.

Cattle over 36 months of age at routine slaughter

Experience in countries whete BSE has been identified indicates that this subpopulation is the one
demonstrating the lowest prevalence. For that reason, it is the least appropdate population to target
in order to detect BSE. However, 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 2 catfle population of known class, age structure and geographical origin. Testing of routine
slaughter cattle 36 months of age ot less is of relatively very little value (Table 2), * » °

- - I k1 -
PR T

a 4.1 1 L g 2o RPN RIS iy | PR PSP PR H Tt tmads e, A sasl it
AT AT W WJ-J\J.“’ OO T LT l-l-l-JE r’u I.\.-IAI_I.SI}J.J' ll\—éau\ O IO COTIOITO T O O norlL—r TUTINoLTOL S
mﬁﬁ—ﬁﬁd-wayﬁ—t&evefeeme—ﬂaes&éhfﬁeﬂl:ﬁe& )

Article 3.8.4.3.

Implementation of Type-A sutveillance

In ordet to implement efficiently 2 surveillance strategy for BSE, a country must use good—guality

i i documented records or reliable estimates of eenecesning the age
distribution of its adult cattle population and the number of cattle tested for BSE stratified by age
andbysubPOPulaﬂon -.;::‘.-- e—followno-nrecedure—wilallo = 1 BoE—a

0
[
The approach assigns ‘point vales’ to each sample, based on the subpopulation from which it was
collected and the likelihood of detecting infected cattle in that subpopulation. The number of points
a sample is assigned is determined by the subpopulation from which the sample is collected and the
age of the animal sampled. The total points accumulation is then periodically compared to the tazget
number of points for a country, gene ot conpariment.
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A country should design its surveillance strategy to ensure that samples are representative of the herd
of the countty, ome or compartment, and include consideration of demographic factors such as
production type and geographic 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 7 years.

The points targets and surveillance point values in this appendix wete obtained by applying the
following factors to a statistical model:

a) & the design prevalence for T;_:Ee A or Type B surveillance of one-ease-pes-105;000-of the-ndult
eatile-population;

b) a confidence level of 95%;
¢)  the pathogenesis, and pathblggical and clinical expression of BSE:

) sensitivity of diagnostic methods nsed;

iy relative frec‘:_luencylof expression by age;

1if) rclaﬁve frequency of expression within each subpopulation;

v) | interval between cﬁnicai patlu.)logical .changc and clinicsd expression;
d) demoig‘raphics of the cattle population, inchuding age distribution;

¢) influence of BSE on culling or attrition of animals from the cattle population via the four
. subpopulations; |

f) pecentage of infected animals in the cattle population which are not detected.

Although the procedure accepts very basic information about a cattle population, and can be used
with estimates and less 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 animals, careful attention to the
input data can substantially decrease the procedure’s cost and the number of samples needed. The
essential input data are:

a)  cattle population numbers stratified by age;

b)  the number of cattle tested for BSE stratified by age and by subpopulation.

This_Appendix utilises Tables |_and 2 fo determine a desired surveillance points target and_the point

1 survel ‘e & 5

ountres ol _fnf not free from BSI attle which have consumed po entia
from countries or goner not free from BSE, and offspring of BSE affected cows.

All clinical suspects should be investigated reeardless of the number_of points accumulated. In addition,
nimals from the other sub lations should be tested.
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1) IypeA surveillance

The application of lype A surveliance 12 de J ncel of
at least one case per 100,000 in the adult_cattle population, at 2 confidence level of 95% in the

country, zone or compariment of concern.
2) MsintensncefType By surveillance
The application of Type B surveillance will allow the detgcg’g‘n of QS E around a design prevalence of

ase per 50,000 in the adul e population, at a_confidence level of 95% in the country

Ao W i

wHe OF €0 it of concern
e surveillance may be carried out b ember unty neplipible BS isk status
(Arficle 2,3.13.3) to confirm the conclusions of the risk assessment, fot example by demonstrating
the effectiveness of the measutes mitipating any sisk factors identified, throueh surveillance targeted

to maximise the likelihood of identifying failures of such measures.

Article 3.8.4.4,

1) Selecting the points target

The desired surveillance points target is selected from Table 1, which shows target points for adult
cattle populations of different sizes. A country’s adult cattle population size may be estimated or may
be set at one million because, for statistical reasons, one million is the point beyond which sample
size does not further increase with population size. The target depends on the design prevalence
chosen by the country, ' '
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Tablel  Points targets for different adult cattle population sizes in 2 country, gom¢ or compariment which

2)

has-notidentfied any-BSE-eases
Points targeis for country, zone’ or compartment
with 0-cases,; 95% confidence
Adult Cattle Population Size Type A TypeB
{24 months and older) surveillance surveillance
2 1,000,000 © 300,000 150,000
800,000 — 1,000,000 240,000 1ﬁ0,000
600,000 — 800,000 ~ 180,000 90,000
400,000 — 660,000 120,000 60,000
200,000 — 400,000 ' 60,000 30,000
100,000 — 200,000 30,000 15,000
50,000 — 100,000 15,000 7,500

Determining the point values of samples collected

Table 2 can be used to determine the point values of the surveillance samples collected. The
approach assigns point values to each sample according to 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 account the general principles of surveillance described in Appendix 3.8.1. and
the epidemiology 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 range comprising the group. The age groups wete selected on their relative likelihoods of
expressing BSE according to scientific knowledge of the incubation of the disease and the world BSE
expedence. Samples may be collected from any combination of subpopulations and ages but should
reflect the demogtaphics of the cattle hexd of the countty, gone o compariment.

Member Co ermines. based on the demooraphics and epidemiological charactetistics of
its e population, tha cise classification of the subpopulations ‘casnalty ot e en auph
r T & and Fallen stock’ is not ‘possible, these subpopulations may be combined. Tn such

case, the surveillance point vgi;;gs accorded to the combined subpopulation would be that of ‘fallen
stock’, .

OIE Terrestrial Animal Health Standards Commission Sepfember 2005

_76_



329

Appendix XXXIII (contd)

Appendix IV (contd) .

The total points for samples collected may be accumulated over a period of a maximum of
7 consecutive yeats to achieve the target number of points determined in Table 1.

Table 2  Surveillance point values for samples collected from animals in the given subpopulatidn and

age category
Surveillance subpopulation
Routine Fallen |  Casualty Clinical
slaughter’ stock? slaughter® suspect*
Age 21 year and < 2 years
0.01 02 | 04 N/A
Age 2 2 years and < 4 years {young adult)
0.1 | 02 | 0.4 | 260
Age 2 4 years and < 7 years (middle adult)
02 | 08 | 1.6 [ 750
Age 27 years and < 9 years (older adult)
0.1 | 0.4 | 0.7 I 220
Age Zz 9 years (aged)
0.0 | 0.1 I 0.2 | 45
1 See point 4) of Article 3.8.4.2.
2 See point 3) of Article 3.8.4.2.
s See point 2) of Article 3.8.4.2.
4 See point 1) of Article 3,8.4.2.

Surveillance points remain valid for 7 years (the 95 percentile of the incubation period).

— text deleted
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(#£) CHPM HARIZHE, SLF 0L EL,
* Recommended International Code of Hygienic Practice for Fresh Meat
(CAC/RCP 11-1976, Rev. 1-1993)
+ Recommended International Code of Hygienic Practice for Game
(CAC/RCP 29-1983, Rev. 1-1993)

* Recommended International Code for Ante-Mortem and Post-Mortem
Inspection of Slaughter Animals and for Ante-Mortem and Post-Mortem
Judgment of Slaughter Animals and Meat (CAC/RCP 41-1993)

* Recommended International Code of Hygienic Practice for Processed
Meat and Poultry Products (CAC/RCP 13-1976, Rev. 1-1985)

» Recommended International Code of Hygienic Practice for Poultry
Processing (CAC/RCP 14-1976)

+ Recommended International Code of Practice for the Production, Storage
and Composition of Mechanically Separated Meat Intended for Further Processing

(CAC/RCP 32-1293)

(B%E)
CODE OF HYGIENIC PRACTICE FOR MEAT
1. INTRODUCTION
3. At the national level the activities of the Competent Authority having jurisdiction at the
slaughterhouse (usually Veterinary Administrationsz) very often serve animal health as well as
public health objectives. This is particularly the case in relation to ante- and post-mortem
inspection where the slaughterhouse is a key point in animal health surveillance, including
zoonoses. Regardless of jurisdictional arrangements, it is important that this duality of functions is
recognized and relevant public
health and animal health activities are integrated.

2 OIE is currently working on guidelines on application at national level addressing ‘ante- and post-mortem

activities in the production of meat to reduce hazards of public and animal health significance’.
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Appendix XXTV

APPENDIX X.X.X.

GUIDELINES FOR THE CONTROL OF HAZARDS OF
ANIMAL HEALTH AND PUBLIC HEALTH IMPORTANCE
THROUGH ANTE- AND POST-MORTEM MEAT
INSPECTION

Inttoduction

Foodborne disease 2nd zoonoses are important public health problems and important causes of decreased
economic pmducuwty in developed and developing countries. Similarly, transmission of hazards of animal
health importance viz the food chain and associated by-products can result in significant economic loss in
livestock. Inspection of animals at slaughter can provide a valuable contribution to surveillance for certain
diseases of animmal and public health importance. Control and/or reduction of hazards of antmal and
public health importance by ante- and post-mortem meat inspection are a core responsibility of Vererinary -
Services.

Purposé

These guidelines-provide a basis for future development of OIE standards for animal production food
safety.

Hygienic practice throughout the food chain

The Codex Alimentarins Code of Hygienic Practice for Meat® (CHPM) constitutes the primary
international standard for meat hygiene and incorporates a risk-based approach to application of sanitary
measures throughout the food chain. Ante-mortem inspection is described as a primary component of
meat hygiene pre-slaughter, 2nd post-mortem inspection is described as a primary component of process
control in post-slavghter meat hygiene. The CHPM specifically recognises the dual objectives that
slaughterhouse inspection activities deliver in terms of animal and public health.

The CHPM does not provide Inspection measures for specific hazards or organoleptically detected

abnormalities, which remain the responsibility of national competent authorities. The animal and public

health risks associated with livestock populations vary across regions and animal husbandry systems, and |
ante- and post-mortem inspection needs to be tailored to the individual country situation and its animal

and public health objectives,

The CHPM provides a plitform for development of meat hygiene systems that are based on risk
assessment. There are few tisk assessment models or relevant scientific information available on public
health hazards, making difficult the development of risk-based standards for food-borne zoonoses. While
this scientific information is being accumulated, ante- and post-mortem inspection systems will remain
dependent on traditional approaches.

%% Code of Hygienic Practice for Meat, CAC/RCP 58-2005

OIE Terrestrial Animal Health Standards Commission/September 2005 |
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Appendix XXIV (contd)

Veterinary Services and meat inspection programmes

Veterinary Services aze primarily responsible for the development of ante- and post-mortem meat inspection
programmes. Wherever possible, inspection procedures should be risk-based and management systems
chould reflect international norms. In respect of ante- and post-mortem inspection as 2 component of
meat hygicne, responsibilities of Veserinary Services include:

*  Risk assessment

+  Establishment of policies and standards

»  Design and management of inspection programmes )

e Assurance and certification of appropriate delivery of inspection and compliance activities
e Dissernination of information throughout the food chain

Risk assessment

Veterinary Services should utilise risk assessment to the greatest extent possible in the development of
sanitary measures, Veterinary Services should give priority to addressing microbiological contamination,
rather than gross abnormalities detected at ante and post-mortem inspection, as this has been found to be
the most important source of hazards. :

Microbiological, serological or other testing at single-animal and herd level as part of ante- and post-
mottem inspection should be used to support surveillance, as well as risk assessment of prioritised
foodborne hazards. The information gathered should be linked to human disease data to allow an
assessment of the effectiveness of various management options, as well as a general evaluation of food
sources of foodbotne disease.

Application of a genetic framework should provide a systematic and consistent process for managing all
biosecurity risks, while accommodating the different risk assessment methodologies used in animal and
public health. )

Establishment of policies and standards

The nationa) competent authority(s) should provide an approptiate institational environment to allow

Veterinary Services to develop the necessary policies and standards.

As well as meeting public health objectives, policies and standards relating to.ante- and post-mortem

inspection should aim to detect and remove hazards of animal health sigpificance from the food chain. This
may be achieved by the removal of live animals at ante-mortemn inspection or by the removal of specific
tissues at post-mortem inspection.

Veterinary Services ;houjd integrate their activities to the maximum extent possible and practicable so as to
increase the efficacy of policies to prevent duplication of effort and unnecessary costs e.g. within the
process of international certification.

Design and management of inspection programmes

Tn meeting animal and public health objectives prescribed in national legislation or requi.rea by #mporting
conntries, Veterinary Services contribute through the direct pecformance of some veterinary tasks or through
the auditing of animal and public health activities conducted by other agencies or the private sector. To
this end, Veterinary Services provide assurances domestically and to trading pariners that safety -and
suiiability standards have been met. '

OIE Terresirial Animal Health Standards Commission/September 2005
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Appendix XXIV {contd)

Veterinary Services should allow flexibility in meat inspection service delivery through an officially
recognised competent body operating under its supervision and control. In recognition of the
contribution of industry to food safety, quality assurance systems mzy be extended in the case of ante- and
post-moriem inspection to systems that integrate industry and Veterinary Services activities. Nevertheless,
Veterinary Services should take into account the factors identified in Chapter 1.3.3 on the Evaluation of
Veterinary Services. For example, if personnel from the private sector are used to carry out ante- 2nd post-
mortem inspection activities under the overall supervision and responsibility of the Veterinary Services, the
Veterinary Services should specify the competency requirements for all such persons and verify their
performance.

Assurance and certification

Assurance and certification of appropriate delivery of inspection and compliance activities is a vital
function of eterinnary Servicer. International health certificates providing official assurances for trading of
meat must engender full confidence to the country of importation.

Dissemination of information

Organisation and dissemination of information throughout the food chain involves multidisciplinary
inputs, To ensure the effective implementation of ante- and post-mortem inspection proceduses,
Veterinary Services should have in place systems for the monitoring of these procedures and the exchange of
information gained. Animal identification and traceability systems should be integrated in order to be able
to trace slaughtered animals back to their place of origin, and products derived from them forward to
processors. :

OIE Terrestrial Animal Health Standards Commission/September 2005

_98_



