AQ’E' endix IX (contd)
2) Cthe feedmo- of Fitninants w:th meat-ani- bom' meal and g.teaves derived fJ.om rummants has been
banned and the ban has been effectively enforced; : :
3)" ‘ante-mortem inspection is carried out on all bovines; " L s
4) cattle from which the meat or weat products destined for export otiginate were not subjected to a
stunning process, pdor to slaughter, with a dewceam]ectmg compressed air or gas into the cranial
cavity or toa pithing process; o : :
5) the fresh meat and meat products destined for export. do not contain brain, eyes, spinal cord, distal fleum
or mechanically separated meat from skull and vertebral column from cattle over 6 months of age, all
. of which have been removed in a hygienic manner.
‘Article 2.3.13.17.

' W]len J.mportlng froma country ot zone with a thh BSE nsk, Vel‘emzag!Admzrzzﬂmtzoﬂ.r should requ].te

for fre.rb meat and reat bmdzm‘: from cattle '_ .
the presentation of an infernational veterinary certificate attesting that:

1. the country ot zoie comphcs w1th the conchuons in Article 2.3. 13 7to be consldf:red as prcsentl.ng 2
VhighBSEnsL, : G :

2)  the meat destined for e*{poxt does not contain the tissues hsted in pomt 1) of Artlcle 2. 3 13 19, all of
which have been removed in a hyglenic manner; : S

3) the meat destined for export, if obtained from animals over 9 months of age, has been deboned and
does not contain nervous and lymphatic tissués exposed duting a deboning process, all of which have

. .. been removed in a hygjenic mannez;
4y the meat p;bdim‘.r destined for export are derived from deboned meat and do not contain the tissues -
Listed in point 1) of Article 2.3.13.19. not nervous and lymphatic tissues exposed during a deboning
process, nor mechanically separated meat from skull and vertebral colamn of bovme anitnals, all of

which have been removed in 2 hygienic manner;

5 a S}rstem is in opuatlon enab].mg the fr osh mieat acd meat prodzm‘.r destmed for etport o be u:aced bach
. to the establishments from which they are dertved; :

6) - ante-mortem inspe'c:n'on is carried out ori a]l b’ovines; _
7) the cattle from which the meat or weat pz;aduct.r destined for expozt originate:

o “a) ~were identified by a Permanent 1dent1ﬁcat10n systern enab].mg them t6 be tmced back to the dam
: and herd of origin; : . _ . S

. b) _are né)t tlﬁ.e p'rbgéiiy of BSE Sﬁépéct: of confirmed females, and eithers
) were born after the date from which the ban on ﬂ1é'féédi}1g of ruirsinants with weat-andbone

meal and greaves detived from mminants has been effectively enforced; or
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g

9)

. ;i) . were born, raised and had remained in herds in which no case of BSE _I_md'been confirmed
for at least 7 years;’ o S T

¢)  were not subjected to a stunning process; prior to slaughter, with a device injecting compressed

‘air oz gas into the cranial cavity or to a pithing process;

“the feeding ‘of ‘Fuminants: with meat-aid-bone meal and greaves derived from ruminants has been

banned and the ban has been effectively enforced;

the aiffec'ted 'cattle aé Wéll as: - '

a)  if these ar¢ females [their last] all their progeny botn within 2 yem:s pnor to, [or] and after chn_lcal

onset of the disease, if alive in the -countrv or zone when slauchtered or at death. ar
completely destroved, and -

| b) ) all cg;_;' le iv.h'iéh. ., during their first vear of ]i:fe!'t'vere' reared [together] with the affected cattle during

[the] their. first year of [their Life, and, [in both siluations,) which [may have] investigation showed
consutned the same potentially contarnmated feed [es that which the’ affecled cattle consumed] during
that period [the first year of their Irfe] or

Q. -where the results of an investioation are inconclusive the results of an investioation are mconclumv , all cattle {either]. born in the same herd as,

'and within 12 mionths of the birth of, the affected cattIe fand, in both situations,- which may have
. consumed the same polentially contaminaled feed as that which the affecied catile consumed during the first 'year
: of their life}

1f ahve in the country ot zone [are slaughtered and completely destroyed] wgen s lam:rhtered ot at desth,
are completelv destroved.

Article 2.3.13.18.

Ruminant-detived mear-and-bone meal or greaves, or any commodities containing such products; which

1

2

_ onbomate from countues with a mimmal, moderate or high BSE nsk should not be traded between
'countries L : -

-artielé 2.3.13.19.

qlgugl;ter over 6 inonths of age. the fo]lowmg commiodities, and any commodﬂy contatninated by
“them, should not be traded for the preparation’of food, feed, feitilisers; cosmetics, pharmacenticals

incloding biologicals, or medical devices: brains, eyes, spinal cord, tonsils, thymus, spleen, intestines,
dorsal root ganglia, trigeminal ganglia, skull and vertebral column, and derived protein - products
[derived therefrom]. Food, feed, fertilisers, cosmetics, pharmaceuticals or medical devices prepared using
these commodities should also not be traded. . -

From cattle. originating from a countiv or zone with 3 gg erate BSE ;‘igk, that were at the time of
slatiohter over 6 months of age, the following commodities, and any commod.tty contaminated by
them, should not be traded for the preparation of food, feed, fertilisers, cosmetics, phasmaceuticals

Including biologicals or medical devices: brains, eyes, spinal cord, distal ileum, skull, vertebral column

and deryed protein products [derived therefrom]. Food, feed, fertilisers, cosmetics, pharmaceuticals or

_ medical devices prepared using these commodities should also not be traded.

_ Code/Noyember-December 2002
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'Appendix IX (contd)

3) From cattle originating from a countre or zone with a minimal BSE risk, that were at the time of
. glauchter over 30 months of ape, the following commodities, and any commodity contarninated by -

- them, should not be ‘traded themn, should not be traded for the preparation of food feed, fertilisers, cosmetics; pharmaceuticals
mcludmg biologicals, or medical devices: brains, eyes and spinal cord, skull, vertebral column and
derived protein products [derived therefrom]. ood. feed, fertilisers, cosmeétics. phatmaceuticals or

medical devices prepared ns ing these commodities should also not be traded.

Article 2.3.13.20.

Veterinary Administrations of importing countries should reqﬁiﬁé:' '

for gelatin and collagen prepared from bones and intended for food or feed,-édsmetics, pharmaceuticals
including biologicals, or medical devices . )

' the presentation of an international veterinary certs _ﬁmte attestmg that the bones came from:

1) ‘a BSE frec or prowsiona]ly free country or zone, or ﬁom a country or zone \mth a nnmmal BSE nsk
or . U . :

2) acountry or zone with a moderate BSE nsk and .. . e
" a) " skulls and vertebrae (excluding tail vertebrae) have been excluded;
L)  the bones have been subjected to a process which includes all the folloxx}iﬁg'st-él.:is: EE
) pressure washing (degreasing),
| si) aﬁd de@n&aﬁsaﬁon, :
111) prolonged alkaline treatment,. _
“iv) . filtration, .
_ _. v) sterlisation at >138°C fora unnlmumof 4 .'s.'ecohds",' :
ér to .a.ﬁ equivalent decésé in terms of infectivity réduction. .
......  Article 2.3.13.21,
Veterinary Administrations of importing countries should require:

for tallow (other than protein-free tallow as defined in Article 2.3, 13. 8) intended for food. feed. fertlhsers :
cosmetics, Phqrmaceuucals including biologicals, or medical devices .

the presentation of an infernational veterinary certificate attesting that it originates from:

1 a BSE free or provisionally free country or zone; of - .
2)  a country or zone with a minimal BSE risk, and

[a) i prepared by fat melling] it originates from cattle which have been subjected to 'an.ante-mortez.n
inspection for BSE with favourable results and has not been prepared using the tissues listed in
point [2)b)] 3 of Article 2.3.13.19; '

b}  .if prepared by rendering, {under study);] or

v ' _ L . e . o _'_Code/Nove}nber—December'2002
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Appendix IX (contd)

| 3) -+ a cousitry or zone with a modelate BSE risk; and

. [a) i prepared by fat melting,) it onaomates from cattle WlllCh have been sub]ected to an afnte-mortem
.. inspection for BSE with favourable fesults and has nat been prepa:.ed using the tissues listed in
pomt 2[)a)] ofA:ticle 2.3.13. 19 . S

[b) if prepared by defatting of bones : S S
i) skulls and vertebral columns from cattle over 6 months of age have been excluded; or

i} it has been processed using a method that reduces the |nfechv1!y by at least 5 logsp LDs/g (processes under
study); o o S o

©*-6) " if prepared by rendering, {under study)] - - .
. Article 2.3.13.22.
Veterinary Administrations of importing countries should require:

for tallow derivatives (cther than those made from protein-free tallow as defined in Article 2.3,13.8,
 intended for food, feed, fertilisers, cosmetics, pharmaceuticals indluding biologicals. or medical devices

. the presentation of an infernational veterinary certificate attesting that:

1)  they originate from a BSE free or prowsmna]ly free countty or zone, or f:om a counn-y or zone with .
a minimal BSE nsk

 OR

2) they have been produced by hydrolysis, saponification of transesterification using lﬁgh temperature
and pressure. :

Article 2.3.13.23.

Careful selection of source materials is the best way to ensure maximiun safety of ingredients or reagents
" of bovine origin used in the manufacture of medicinal products

_ Countries wishing to import bovine materials for such puxposcs should the_r:efoie consider the following
factors: S

1)  the BSE status of the country and herd(s) where the animals have been kept, as determined under the
' provisions of Articles 2.3.13.2. t0 2.3.13.7.;

"2) _.-fﬂlcaccofthedonorammals _ . L
3) the tissues required and whether or ot they wﬂl be pooled samples or denved from a smcrle ammal
Additional factors may be considered in assessing the risk from BSE, including: -

- 4) precautions to avoid contamination during collection of tissues;

5) the process to which the material will be subjected duting manufacture;

6) - the amount of material to be administered;

7)  the route of administration.

~[1 deleted
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' Appendix IX (contd)

APPENDIX 3 8 4

SURVEILLANCE AND MONITORING SYSTEMS FOR
BOVINE SPONGIFORM ENCEPHALOPATHY

'..'Article '3.8.4.1.

Introduction : . : : . e i ST
[The surveillance strategy appiled for bovine spongiform encephalopathy (BSE) should be detemnined by, and commensurate
with the outcome of the risk assessment referred 1o in Article 2.3.13.2. Surveifllance and risk assessment are part of an iterative
-process and inform each other.

Surveillance for BSE has at least two goals: one is to determine wﬁetherzB:S'E is present in the country, and the other, once the
disease has been detected, is to momtorthe evolution of the epizootlc direct cnnlrui measures and monitor thew effectiveness.

A surveillance strategy may need fo combine several methods of mvestlgauon ]

populations in order of decreasing stze: ..
Q cattle not exposed to th'e'iﬁfec:tiw'rg' ;ag"ent'!"" EEREr
cattle e*{ggged l;u; nog mfectede

2y  the rna;gng wll die or be killed Qeggre 1cach1ng 2 gtgge at Whlch BSE is de;ectable b_g cunent.
rnethods

c) the smallest number will show cI_jigca] 51@5 gf d1§ eag e. _ _
Surveillance pr gggammes ghou]d be. detegmned by, and cgmmenqurate with  the gutcome gf the risk
! 2. and should : : ‘the di Hmitati

urveﬂl:mce ropramme devel ed clore he advent of rapid disencstic tests focused on the sub-

ew diaenostic techniques mav provide a more accurate pictuge BSE. siation_in the countrv or

zone, A sutveillance stratepy may therefore need to combine several stratepies. Recommended strategies

for surveying the various sub-populations are described belowr.

surveillance applied to each s uQ'—QoguIaﬁgn All countries should sample & ub'—_gngu!g tions identified in

© Articles 3.8.4.2. and 3.8.4.3. In countres where surye 1llance gf cattle ldgntlﬂed in Article 3.8.4.2. 15 nnable

SRSES




Appeéndix DX (contd)

addressed by the sampling of normal c'xttle over 30 months of ace at slaughter. Exclusive dependence on

random sampline: from normal_cattle’ is not ‘recommended, unless the number of samples examined

. - annuallvis statisticaliy suffi clegt to detect a disease Qreva]ence Qf 1 in.1.000.000.

Surveﬂlance for BSE requlres laboratory e\a.rnmauon of samples in accordance with the methods
described in the Manual,

For surveillance purposes, testing a part of the population is consistent with Chapter 1.3.6. on surveillance
- and momtonng of. ammal health. [RecommEnded strategles for selecting the part of the populat:on for iestmg are
described below.] : . . :

Artlcle 3 8 4 2.

Exammauon of cattle dlsplaymg chmcal SIgns consistent fcompatible] w1th BSE

Cattle affected by illnesses that are ref_tactory to treatment, and d.tsplaymg ploglesswe behawoural changes

such as excitability, persistent kicking whén milked, changes in herd hierarchical status; hesitation at doors,

. gates and barriers, as well as those displaying progresslve neurologxcal signs without Slgns “of irifectious”
fllness are candidates for examination. Since BSE ¢auses no pathognomonic cinical signs, all countries

- with cattle populauons will observe individual animals with compatible clinical signs. [Surveillance should
primarily focus on this popu[atmn and, within this pop, cattle over 30 months of age bist younger cattle should not be ignored.]
t should ecoenised_that cases mav display only some of these which 'mav als6 vary in sever

and such antmals should still be investicated as potential BSE ff ctcd animals.

- Table 1 indicates the minimum number of animals exhibiting one or chmca.l signs og ng [cases] that
should be subjected to diagnostic tests according to the total cattle population over 30 months of age. As
this samphng is not random, the numbers md1cated in this tablé-are a subjective i mterpletation rather than
a strict statistical deduction. - gy : -

Table 1. Minimum number of anpual mvestrgattons of [animals} catile sbomg alwzcal signs
[cnmpazrb!e]-cons.rsrenr with BSE .reqmred for effective surveillance accordu:o to tIze to tal cartle
popu]auon over 30 montbs of age : R

Total cattle population . Minimum number of

... . over30monthsofage | ... samplestoexamine
500,000 oo oo 50
000000 g
2500000 L o aes
50000000 e 3000
FU7.000,000 st e 3360
10,000,000 it 36T
..20000000 ... 409
_____ 030000000 oo s
40000000 oo 433

-
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- .Article 3.3.4.3.

7

Examination of targeted cattle [nof] displaying clinical signs not necessarily Icompatible with)
indicative of BSE

Cattle that have died or have been killed for reasons other than routine slaughter [{inciuding 'falien’ stock and
emergency slaughter)] should be examined. This population will include cattle which have died on far

transit, ‘fallen stock’, and stock sent for emergency slauchter.

" Manv of these cattle may have exhibited some of the clinical sipns i 4.2, which were not

recopnised as beinp compatible with BSE. Experjence in_countries where §_§E has been identified

indicates_that this_ population is the second most appropriate population to t in order to detect BSE.

[Surveillance needs to focus on animals over 30 months of age.]

Article 3.8.4.4.

Examination of cattle subject to normal slaughter

In countries not free from BSE, sampling at routine sléughter is 2 means of mdnitoting 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.

[Exclusive dependence on random sampling from normal caitle is not recornmended, unless the number of samples examined
-annually is statistically sufficient to detect a disease prevalence of 1 in 1,000,000.]

Within each of the above sub-populations, countries may wish to target cattle identifiable as imported
from countries or zones not free from BSE, cattle which have consumed potentially contaminated
feedstuffs from countries or zones not free from BSE, offspring of BSE affected cows and cattie which
“have consumed feedstuffs potentially contaminated with other TSE agents.

[1 deleted
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