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EXPLANATORY MEMORANDUM

On 20 October 1997 the Commission promised, in its final consolidated report to the
Temporary Committee of the European -Parliament - on the Follow up of the’
Recommendations on BSE, to present a proposal for an effective surveillance of =
transmissible: spongiform encephalopathies (TSEs) based on Article 100A to the
European Parliament and the Council. ' v '

On 31 March 1998, in adoptmg the decision postponing until 1 January 1999 the entry
inito force of Commission Decision 97/534/EC on the prohibition of the use of material
presenting risks as regards transmissible spongiform encephalopathy of 30 July 1997, the”
Council invited the Commission to submit as soon as possible, after the plenary session
of the OIE in May 1998 an approprlate proposal in this field.

"In response the Commlssmn stated to maintain its 1ntent10n to come forward with a
larger proposal based on Article 100A of ‘the Treaty, which would mvolve both the
European Parlrament and the Council.

The proposal at hand fulfils w1th respect to the productlon of food and feed both above
commltments of the Commission. : : -

~ The main’ objective of the proposal is to create the legal base for the control and

prevention of all animal TSEs and for all products, including those not covered “by
Annex II of the Treaty. The articles of the proposal provide the necessary instruments to
reach this goal, in the Annexes the defails are worked out as far as possible according to
current knowledge. Implementing rules are foreseen where future action can be expected.

The provisions are based on the OIE recommendations on BSE and the various scientific
opinions available in order to ensure a very high level of protection. In addition to the
amendments to the Code adopted by the OIE .in May ’98, the amendments proposed -in
September 1998 by the OIE Code Conimi'ssion have been taken into account. These latter
amendments, filling in all missing elements -of the -’98 Code on BSE, follow the -
recommendations of the scientific Ad hoc Group on the eprdemrology of BSE which met
in June 1998 - :

Pour parfaltement fonctronner toute demarche en matiére de sécurité alimentaire dort ,
s’appuyer sur trois éléments majeurs : les avis scientifiques, I’analyse de risque et le
contrdle: Ces éléments doivent constituer une. base solide permettant aux actions
proposées dans le domaine législatif de s’appuyer sur des résultats, qu’il $’agisse d’avis
scientifiques, d’analyse de risque ou de missions.de contrdle. D’une maniére générale, les
avis scientifiques sont une étape préalable d’une importance primordiale lors de
1’élaboration de propositions ou de mesures législatives susceptibles d’avoir un impact
> 'sur la sécurité des .denrées’ alimentaires et la protection du consommateur.. Chaque
décision doit étre prisé en pleine considération des meilleures données sc1ent1ﬁques
disponiblés. Cependant; et sans pour autant porter atteinte au rdle essentiel qui leur
- revient, il est en méme temps nécessaire de reconnaitre que les avis scientifiques ont des
limites inéluctables a leur fonction. Dans certains cas, il peut apparaitre justifié d’aller au-
dela des évidences scientifiques ou bien de les pondérer en fonction de la tolérance de la -
société vis-a-vis des risques identifiés. Dans d’autres cas encore, il peut s’avérer que les

avis screntrﬁques ne sont pas suffisamment probants ou exhaustifs pour permettre pas de ‘
. tirer des conclusions définitives. C’est pourquoi, dans le domaine de la protection de la
~ santé des consommateurs, - I’analyse de risque, qui intégre les différentes étapes
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" d’évaluation des risques (évaluation scientifique des dangers et de leur probabilité
d’apparition dans un contexte .donné), de gestion du risque et de communication du
risque, doit permettre de jouer un rdle d’interface entre le monde scientifique et-celui de
la politique et des autres composantes de la société civile. En effet, le role essentiel de la
gestion du risque est de maintenir ou de réduire le niveau de risque identifié par 1’étape
d’évaluation de fagon 2 atteindre un niveau de protection approprié. Dans cette approche,
il est utile de rappeler que le concept de « risque zéro » n’existe pas, et que 1’information
sur le niveau de risque toléré, et par conséquent le niveau de protectlon est essentielle
pour le consommateur. '

Where international standards or scientific. advice are ‘absent, for example for the
eradication of BSE, current Community standards are proposed.

In prmcrple the prevention and control of all animal TSEs with respect to food and feed
is covered.

Industrial, cosmetic and medicinal products, medical devices and products destined for
research, exhibitions .or teaching are not included, because there is either no inherent risk
for human or animal health or the provisions are covered by sectoral legislation. A
general provision to ensure that those products, which are not covered by the Regulation, -
can not enter the food and feed chams provides the necessary protection during the
production process.

An important exception to the above is the exclusion of the animal waste’ legislation,
despite the fact that the predominant motivation for this legislation is protection against -
_TSEs. For technical reasons it was considered beneficial to keep the animal waste
legislation separate as a coherent independent set of legislation. The elements of this
legislation such as waste processing standards, validation of processes, approval of
establishments, placing on the market of rendered products, etc. are strongly
interdependent and form a coherent entity. Moreover they are primarily based on general
~ hygiene standards.

It is proposed to treat national trade, intra-Community trade, import and export in an
equivalent manner. As a consequence, Community rules for export are introduced ‘and the
dual standard for consumers in high-risk areas, i.e. the United Kingdom, is abolished.
Thls approach is consistent with our international obligations under the WTO Agreement
on the Application of Sanitary and Phytosanitary Measures.

The successful experimental infection of sheep by feeding them BSE contaminated
material, and the ensuing clinical expression of the disease which is indistinguishable -
from scrapie, the fact that exposure to contaminated fzed of sheep in the field can not be
excluded and, finally, the hypothesis that in the past scrapie could have evolved into BSE
and caused the BSE epidemic, lay at the root of the policy of the Commission to address
all TSEs and all ruminants in its preventive measures to protect against TSEs. The feed -
ban prohibits the use of mammalian protein in all ruminant rations. The SRM ban
requires removal and incineration of SRMs from bovine, ovine and caprine animals. The
TSE surverllanee addressés all TSEs and in particular BSE and scraple

This policy is contmued in the current proposal. All existing Communlty rules on TSEs
are incorporated in the proposal, 1nc1ud1ng the preventive measures mentioned above.
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A legal base is created for eradication of all TSEs, including scrapie and BSE in sheep,
and for trade requirements preventing the spread of BSE by ‘movements of live bovine, :
‘ovine and caprine animals. In the absence of scientific advice and international standards
on the eradication of scrapie, ‘or on trade rules to prevent the spread of BSE through’

sheep, no detailed rules are proposed in these areas. The same would apply to: eradlcatlon -

-of BSE in sheep but following the precautionary prmcrple and the serious consequences
of the possible establishmert of a BSE reservorr in sheep, detarled rules for BSE
eradication in sheep are proposed nevertheless

' Communrty rules for the -movement of live breedmg sheep and goats related to scraple :

already exist: These have been transposed to -this proposal, with the exception of the
current option:for Member States to ‘demand additional- guarantees: on the basis of a
Community approved scrapie control programme. In the past a policy decision was taken’
not to proceed with the approval of national programmes and the subsequent granting of
* additional guarantees beyond the limited list of diseases for which programmes had .
already been approved. It was felt that the accumulation of national programmes and
_. additional guarantees would constitute an unjustified barrier to trade and disrupt the

.internal market. The aforementioned list does not 1nclude scrapie. Since the proposal at
hand has as its obJectrve to harmonise all trade rules relatmg to TSEs,. 1nclud1ng scrapie,,
and offers the legal base for eradication of scrapre there is no longer a need for: natlonal
programmes for scrapie control :

For implementing rules the management procedure is proposed; for new rules, and
amendment of the Annexes, the Regulatory procedure is proposed. This is considered
appropriate to give the Commission the necessary tools to ¢ ‘manage” the BSE crisis. The
' management procedure is also the main procedure in the Agenda 2000 proposals.



_ Proposal for a _
EUROPEAN PARLIAMENT AND COUNCIL REGULATION
- . k . )
laying down rules for the prevention and control of certain transmissible
spongiform encephalopathies

(Text with EEA relevance) . ) 9;%/ 0323(COD)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUR_OPEAN UNION,

Having regard to the Treaty establishing the European Commumty, and in partlcular
‘Article 100a* thereof

Havmg regard to the proposal from the Commission’,

Having regard to the 'opinion of the Economic and Social Committee?,

Acting in accordance W1th the procedure ]a1d down in Article 189b of the Treaty3
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Whereas several distinct transmissible sponglform encephalopathles (TSEs) have
been recognised for many years to occur separately in.humans and animals;
whereas bovine spongiform encephalopathy (BSE) was first recogmsed in
bovine animals in 1986 and in following ‘years was recognised to occur in other
species of animals; whereas a new variant of Creutzfeldt-Jakob Disease (nv-CJD)
was described in 1996; whereas evidence is accumulating that the agent causing
BSE is identical to that causing nv-CJD;

Whereas since 1990 the Community has adopted a series of measures to protect
human and animal health from thé risk of BSE; whereas those measures have
been based on the safeguard provisions of Council Directives on veterinary
control measures; whereas it is appropriate, in view of the magnitude of the risk
posed t6 human and animal health by, certain TSEs, to adopt specific rules in the
form of a Regulation for their prevention and control;

Whereas this regulation directly concerns public health and is relevant to the
functioning of the internal market; whereas it covers products which are included
in Annex II to the Treaty as well as products which are not; whereas, therefore, it -
is appropriate to choose Article 100a of the Treaty as the legal basis;

Whereas the Commission has obtained scientific opinions, in particular. from
the Scientific Steering Committee . and the Scientific Committee on
Veterinary Measures related to Public Health, on several aspects of - TSEs;
whereas those opinions include advice on measures to reduce the potential risk for
humans and animals resulting from exposure to infected animal products;

At the moment at which the Amsterdam Treaty comes into force, please read Article 152.
olC
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" Whereas the rules should apply to the productron and placmg on the market of .

live animals and products of animal origin; whereas,” however, they should ‘not
apply to cosmetic,. or medicinal products medical devices or their starting

‘materials or intermediate- products, for which other spec_rﬁc rules apply: whereas
~ they should also not apply to products of animal origin which do not pose a risk to

animal or human health since they are inténded for purposes other than human

food, animal feed or fertiliser; whereas it is appropriate to ensure that products of . -

animal origin excluded from the scope of this Regulation are kept separate from
those covered by 1t un]ess they meet at least the same health standards as -
the Iatter :

. Whereas provision should be made for safeguard measures to be taken by the

Commission in cases where a risk from a TSE has not been adequately addressed |
by the competent authority of'a Member State or third country, '

Whereas a procedure should be established for the determination of the -
epidemiological status, with respect to. BSE, of countries or regions, on the basis
of the assessment of the incident, propagation and human exposure risk using -

_information supplred to the Commission; whereas Member States and third
_countries which choose not to apply for their status to be determined should be .
- placed in'a category by the Commrssmn on the basrs of all information avarlable

to the Commlssron

Whereas Member States should institute “education prograrhimes for those
involved in the prevention and.control of TSEs, as well as for veterinarians,
farmers and workers involved in the transportatlon marketing and slaughter of
farm animals; C :

Whereas Member States should carry out an annual programme of monitoring for

BSE and scrapie and should inform the Commission and the other Member States .

of the results -of the. programme “each year, and" of the emergence of any

, other TSE, ,

Whereas certain ruminant tissues should be designated as specified risk materials .
on the basis of the pathogenesis of TSEs and the epidemiological status of the
country or region of origin or residence of the animal concerned; whereas the
specified risk materials should be removed and disposed of in a manner which”

~ avoids-any risk to human or animal health; whereas, in particular, they should not

be placed on the market for human food, animal feed or fertiliser; whereas,
however, provision should be made for an equivalent level of health protection to
be achieved by means of a test for TSEs carried out on 1nd1v1dual animals;
whereas slaughter techniques presenting a risk of causing brain material to
contaminate other tissues should not be permitted- in countrres or regrons other~

than those presenting the lowest risk of BSE;

Whereas measures should be taken to prevent the transmission of TSEs to humans
or animals by prohibiting the feeding of certain categories of animal protein to
certain categories of animals, and. by prohibiting the use of certain ruminant

-materials in human food; whereas those prohlbrtlons should be proportronate to

the risks involved;
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Whereas the suspected presence of any TSE in any animal should be-notified to .

the competent authority, which should immediately take all appropriate measures,
including placing the suspect animal undér movement restrictions pending the

outcome of an assessment or its killing under official supervision; whereas if the |
competent authority cannot exclude the possibility of a TSE, it should have the
.appropriate investigations carried out and should retain the carcase under official

supervision until a diagnosis has been made;

Whereas in the. event of official confirmation of the presence of a TSE, the

competent authority should take all the necessary measures including the

destruction of the carcase, carrying out an enquiry to identify any other animals at
risk, and placing animals and products of animal origin identified as carrying a
risk under movement restrictions; whereas owners should be compensated fully,

without delay, for the loss of animals and products of animal origin destroyed

pursuant to this Regulation;

Whereas Member States should draw up contingency plans for the national

_ measures to be implémented in the event of an outbreak of BSE; whereas those

plans should be approved by the Commission; whereas provision should be made
for extending this provision to TSEs other than BSE;

Whereas provisions should be laid down covering the placing on the market of
certain live animals, semen, ova and embryos; whereas existing Community. rules
on the identification and registration of bovine animals provide for a system

enabling the animals to be traced back to the dam and herd of origin ‘in-

accordance with the international standards; whereas equivalent guarantees should
be provided for bovine animals impo.ted from third countries; - whereas the
animals and products of animal origin covered by these provisions, moving in

intra-Community trade or imported from third countries, should be accompanied .

by the  certificates required by 'Community legislation, supplemented as
appropriate in accordance with this Regulation; whereas those existing rules may
be extended to cover other live animals, semen, ova and embryos;

Whereas the placing on the market of products of animal origin derived from
bovine animals in high risk areas should be prohibited; whereas, however, that
prohibition should not apply to certain products of animal origin produced under
controlled conditions from animals which can be demonstrated not to pose a hlgh
rlsk of infection with a TSE;

Whereas it is necessary, in order to ensure that the rules concerning the prevention

- and control of TSEs are observed, for samples to be taken for laboratory testing;
~ whereas in order to guarantee uniform testing procedures and results, national and

Comnunity Reference Laboratories should be established;

‘'Whereas Community inspections should be carried out in the Member States in

order to ensure uniform implementation of the requirements concerning the
prevention and control of TSEs and should also include the application of audit
procedures; ‘whereas in order to ensure that. guarantees concerning the prevention
and control of TSEs equivalent to those applied by the Community are provided by

- third countries on import of live animals and products of animal origin, Community "

on the spot inspections and audits must be carried out in order to verify that the
import conditions are met by exporting third countries;
o 2 g



(19) Whereas trade measures for TSEs should be based on international standards, -

guidelines or recommendations, where they exist; whereas, however, scientifically

justified measures resulting in a higher level of sanitary protection may be adopted-

- if measures based on the relevant international standards, guidelines or
recommendatlons would not achieve the approprlate level of samtary protection; .

- (20). Whereas the' Commission should be entrusted with the task of adopting certain

* measures for implementing this Regulation; whereas to that end, procedures should.

" be laid down establishing close and effective cooperation between the Commission

and the Member States within the Standing Vetermary Committee and the Standmg
Commrttee for Feedmgstuffs ' :

Qn Whereas thrs_ Regulatlon should be reviewed in - the ‘,light of neW e
- scientific information, : :

- HAVE ADOPTED THIS REGULATION:
‘CHAPTERI
- GENERAL PROVISIONS
Article 1
Scope
‘1. _ This -Regulation lays down rules for the prevention, cOntrot- and eradication .
of certain transmissible spongxform encephalopathles (TSEs). It shall apply to

the productron and placrng on the market of live animals and products of
" animal origin. :

-2. _ ThlS Regulatron shall not apply to:

(@ cosmetlc or medrcmal products or medlcal devices, together with their startmg
materials or mtermedlate products -

(b) products which areﬂnot'destmedr for use in human food, animal feed or
fertilisers together with their starting materials or intermediate productS’

(c) products of amrnal ongln destmed for exhibition, teachmg, research spec1a1
- studies or analysis. :

1 Article 2
: Separation of products of animal origin

~In order to avord cross-contamination or substltutlon of the products of animal origin -
referred to in Article 1(1) by those referred to in Article 1 (2), they shall be kept separate at -
all stages unless the latter are produced under at Ieast the same COl’ldlthHS of health'
protection in respect of TSEs ,
Rules for the 1mplementatlon of this Artlcle shall be adopted -in accordance with_the
procedure laid down in Article 22. :
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Article 3

Definitions

For the purposes of this Regulation, the following definitions and those laid down in |
Annex [ shall apply:

&
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transmissible spongiform encephalopathzes or TSEs all TSEs with the exceptron
oof those occurring in humans;

placing on the market: any operatiorl the purpose of which is to supply live-

animals, semen, embryos, ova or products of animal origin covered by this
Regulation to’a third party for sale, or any other form of transfer against payment
ot free of charge to a third party and storage with a view to supply to a third party,
regardless of whether the operation takes place within a “ember State, between
Member States or between a Member State and a third co ntry or vice versa;

products of -animal origin: any products derived from or. containing a product
derlved from’ any animal; '

which, or with the help of which, the products referred to in Article 1(2)(a) and
(b) are produced

competent authority: the central authority of a Member State competent to ensure
compliance with the requiremernts of this Regulation or any authority to which

\startmg materials: raw materials or any other product of animal origin out of -

that central authority has delegated that competence; it shall also include, where

appropriate, the corresponding authority of a third country; -
categories: the categories set out in Annex II, Chapter B; -

specified risk material: the tissues specified in Annex IV;. unless otherwise

 specified, it does not include products containing or derived from those tissues;

Jfarmed animal: any vertebrate or invertebrate animal-which is kept, fattened or bred-

_ for reproduction or the production of meat, milk, eggs, wool, fur feathers, sklns or
- any other product of animal origin;

skull: the bones of the head including the bones of the lower jaw;

animals suspected of being mfected ammals which show clmlcal signs compatible

animals showing post-mortem lesions or reactions in’ laboratory tests giving rise to

reasonable suspicion of the presence of a TSE. BSE shall be suspected in .
bovine animals aged over 20 months and scrapie in ovine and caprine animals aged .

over 12 months displaying behavioural or rieurological signs where the disease
cannot be ruled out either on the basis of response to treatment or followlng
laboratory exammanon

holding: any place in which ammals covered by this Regulatron are held, kept, bred
handled or shown to the pubhc ‘

!

" with TSE and for which no alternative dxagnosrs has been established, or '



(12)

“sampling: the taking of samples, ensuring a statistically correct representation,
from animals or their environment, or from products of animal . origin, for the . -

purpose of establishing a disease diagnosis, for health surveillance, or -for the .
monitoring of the absence of microbiological agents or. certain materials in
products of animal origin; '

Article 4

Safeguard measures’

Where the risk of transmission of a spongiform encephalopathy constitutes a hazard
to' the life or-health of humans or animals in the Community and the competent

~ authority has not taken the appropriate rneasures, the Commission shall, acting on
'its own initiative or at the request of a Member State adopt the approprlate

safeguard measures w1thout delay.

Where a Member State has requested such measures the Commrssron shall decrde |
on that request within ten workmg days after receipt thereof.

Wrt}un ten workrng days after the adoptron of the safeguard measures the

- Commission- shall, in accordance with the procedure laid down in Article 22,

confirm, amend or repeal the measures.
-  CHAPTERII
DETERMINATION OF BSE STATUS
Article §
‘_ Classification
Member States or third countries shall submit an application to the. Commission,
accompanied by the information lard down in Annex II, Chapter A, for the1r BSE

: status to. be determined.

The Commtssxon, acting 'in accordance with the procedure laid down in
Article 23, shall take a-decision in respect of each application to place the -

- applicant Member . State. or third country, ‘or reglon thereof in ‘one of the’ )

categorres set out 1n Annex I, Chapter B. N

The Commlssmn shall take its de0151on within six months after the submrss1on of
the applrcatlon If the Commission finds that the application does not include all .
the- information laid down in- Annex II; Chapter A, it shall ask for additional -
information within a delay to be specified. The final decision shall then be taken

within six months after subm1ss10n of the complete 1nformatron !

Member States or thrrd countnes-whrch have not submitted an .application in
accordance with paragraph. 1 within six months after the date referred to in the.

“second paragraph of Article 26 shall be placed in a category by the’ Commrssron

on the basrs of all 1nformatron avarlable to the. Commrssron

Member States shall commumcate any changes in the circumstances relevant to

their. BSE status to the Commission without delay. The eligibility of third

ountrres to export to the Community hve ammals or products of animal orrgm ’
..



for which this Regulation proVides speciﬁc rules, shall be conditional upon their

" undertaking in writing to communicate any changes in the circumstances relevant
to their BSE status to the Commission without delay ‘

The decisions referred to in paragraphs 2 and 3 shall be taken after consultatlon of
the appropriate scientific committee and shall be based on an assessment of the
incident, propagation and human exposure risk, taking into consideration the
recommended crlterla set out in' Annex II, Chapter B. -

CHAPTERIII
. PREVENTION OF TSES

Article 6

Edueation programme

Member States shall establish education programmes for staff of the competent authority
and of diagnostic laboratories, for veterinarians, farmers and workers involved in

~ transportation, marketing and slaughter of farmed animals, animal breeders and keepers
and persons handling animals in order to enhance the efficacy of the monitoring system,
referred to in Article 7, and to encourage reporting of cases of neurological disease in
adult animals and, as appropriate, laboratory findings relating to TSEs.

Article 7

- Monitoring system

Each Member State shall carry out an annual programme of momtormg of BSE
and scrapie in accordance with Annex III, Chapter A.

Each Member State shall inform the Commlsswn and the other Member States,
within the Standing Veterinary Committee, of the results obtained from the

monitoring programme referred to in paragraph 1, and of the emergence of TSEs

other than BSE or scrapie.

The information for each calendar year shall be presented in a report submitted to
the Commission at the latest by 31 March of the following year. It shall cover at
Ieast the 1nformatlon referred to in Annex I1I, Chapter B. ‘

 Article 8
Specified risk material .

The specified risk materials shall be removed and disposed of in accordance with
~Annex IV. They shall not be placed on the market for human food, animal feed

" . or fertilisers.

. The Commission undertakes to propose during the legislative process, criteria for the assessment of

the propagation and human exposure risk.
: 11
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Paragraph 1 shall not apply where animals have been subJected toa test which has
been approved by the Commission in accordance - with the procedure laid down in -
Article 22, applied under the conditions laid down in Annex IV pomt 7, and the
results of that test were negatlve

In Member States or regions thereof Wthh are not placed in Category 1 ‘the
following slaughter techniques shall nét be used on bovine, ovine or caprine
“animals whose meat is destined for human or-animal consumpt1on R

' (a) ‘ stunnmg or kill—mg by means of a gas 1nJected into the cramal ‘cavity;

. (b) laceration after stunning of central nervous tissue by means. of an elongated
' rod- shaped 1nstrument 1ntroduced into the cranial cavity.-

_ Rules for the 1mp1ementation of thls Article shall be adopted in accordance w1th the
procedure laid down in Article 22, : '

Artlcle 9

Animal feedl_ng
The feeding to ruminants of protein derived from mammals is prohibited

In Member States or. regions thereof which are placed in. Category4 the
- followmg are prohibited: -

~ (a) the feeding to any farmed animal of protein derived from mammals, and', B
" (b) the feeding to any mammal‘of protein derived'from r_fuminants{
Paragraphs 1 and 2 shall apply without prejudice to the provisions of Annex V.
lRules' for the. implementation of this Article, including rules on the prevention of

cross contamination and on sampling and methods of analysis to check compliance, ‘
‘ shall be adopted in accordance w1th the procedure laid down in Article 22. -

Artlcle 10 -

Certam products of ammal origin. denved from or contammg rummant products

*_In Member States, or regions thereof, Wthh are placed in, Category 4, the use of

ruminant materials for the production of the products of animal origin referred toin |

Annex VI shall be subJ ect to the conditions laid down in that Annex

In Member States, or regions thereof which are not placed in Category 1, the use of
ruminant skull and vertebral column for the productlon of mechamcally separated
meat is. prohibited

- Rules for the 1mplernentation of this Article‘ includmg rules on production'
. standards shall be adopted in accordance with the procedure laid down in
vArticle 22. : : :
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CHAPTER v

CONTROL AND ERADICATION OF TSEs .

Artlcle 11

‘ Notlficatlon of suspected presence of TSEs

Without prejudlce to Council Drrectlve 82/894/EEC4 the: suspected presence of any
TSE inany animal shall be notified rmmedlately to the competent authonty of the
- Member State concerned

The competent authorlty shall without delay take the measures laid down in Article 12 of
this Regulatron together with any other necessary measures .

Artlcle 12

T

. Measures wnth respect to suspect animals

Any ammal suspected of bemg mfected by a TSE shall elther be-placed under :

~ official movement restrictions pending the outcome of an assessinent by the
- competent authority or killed under official supervision.

Where the competent authority decides that the possibility of infection with a TSE
cannot be ruled out, the suspect animal shall be killed and its brain and such other
tissues as the competent authority may determine shall be removed and sent to an
ofﬁc1ally approved laboratory, the national reference laboratory provided for in
Article 17(1) or the Community reference laboratory provided for in Article
17(2}, for testing for the presence of a TSE using the methods referred to in
Article 18. : :

Al parts of the body of the suspect animal, including the hide but,exciuding the

tissues which aré being tested in accordance with paragraph 2, shall be retained B

- under official supervision until a negative diagnosis has been made, or until it has

been completely destroyed in accordance with Annex IV, point 4 or, as appropriate,

. point 5.

Article 13
Measures following conﬁrination of the presence of TSEs

Where the presence of a TSE has been ofﬁc1a11y conﬁrmed the followmg measures

shall be applied w1thout delay:

(a) all parts of the body of the ammal shall be completely destroyed, in
accordance w1th Annex IV, point 4 or, as appropriate, point 5;

(b} an inquiry shall be carrled out to identify all ammals at rrsk in accordance Wlth '»
Annex VII, pomt 1

4

OJ L 378,31.12.1982, p. 58.
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Whete the presence of a TSE has been ofﬁcially ccafirmed; all animals, semen ova -

and embryos réferred to in Annex VII, point 2, that have been identified to be at risk
by the inquiry referred to in paragraph 1(b) shall be placed under movement
restriction or killed and completely destroyed in accordance w1th Annex IV, point 4 .
or, as appropnate point 5. . ‘ - '

Pendmg the completlon of the measures referred to in paragraph 1(b) and
paragraph 2, the holding on which the animal was present when the presence of a -
TSE was suspected shall be placed under official surveillance and all-movement of -
animals susceptible to TSEs, their semen, ova and embryos, from or to the holding
- shall. be subject to authorization by the competent authority, with a view to ensurmg' '
‘immediate tracing and 1dent1ﬁcatron of the anrmals therr semen, ova and embryos
in questlon ' : -

Owners shall be compensated wrthout delay for the loss of the animals that have_
© been killed in accordance with Article 12(2) and paragraph 2 of this Article, or the -
. semen, embryos and ova that have been destroyed in accordance with paragraphs 1
“and 2 of this ‘Article. The compensatron shall not be less than 100% of the

~ market value

- The'; provrsrons of paragraph 2 shall be amended in accordance with the procedure t
. laid down'in Article 23: -

Rules for the 1rnplementat10n of this Artrcle shall be adopted in accordance wrth the “ »
procedure 1a1d down in Artlcle 22, ' '

-

B ‘Article 14
Contingency plan

. A contingency plan specifying the national measures to be implemented in the
eventof an occurrence -of BSE ‘shall be drawn up by each Member State in
_ accordance with the general cnterla laid down in Communrty rules on the control of

- - animal diseases. S * :

' Th1s plan must provide /for access. to the personnel, facrlmes equrpment and all
other appropriate materrals necessary for the raprd and efﬁc1ent eradication of BSE

The contrngency plans - referred to in’ paragraph I- shall be submltted to. the '
Commission no later . than  six months after the date referred to in the
‘second paragraph of Article 26. - '

. The Commission shall approve “the contlngency plans in accordance w1th the
) procedure laid down in Artrcle 22, 4 _
The plans. may subsequently be. amended or supplemented in accordance with the :

same procedure

The provrsrons of paragraphs 1, 2 and 3 may be extended to TSES other.than BSE in .
. .accordance with the procedure laid down in Artrcle 23. : o

Rules for the 1mplementat10n of thrs Article shall be adopted in accordance w1th the
: procedure laid down in Artlcle 22 :



CHAPTER YV -
- PLACING ON THE MARKET

Article 15

Live animals, semen, embryos and ova

~ The placing on the market of bovine, ovine or caprine animals and their semen,

- embryos and ova shall be subject to the conditions laid down in" Annex VIII,

Chapter A. The animals and their semen, embryos and ova shall be accompanied by

the appropriate animal health certificates as required by Community legislation,

subject to the conditions laid down in Annex VIII Chapter D.

" The animals referred to in Annex VIII, Chapter- B imported from countries or -

regions. thereof in' Categories 2, 3 and 4 shall be identified by a permanent

identification system enabhng them to be traced back to the dam and herd .

Placing on the market of first generation progeny, semen, ova and embryos of

TSE suspect or confirmed ammals shall be subject to the condltlons laid down in

The provisions of paragraphs 1, 2 and 3 may be extended to othér animals, :sernen,
' 'ova or embryos in accordance withrthe procedure laid down in Article 23.

_ Rules for the implementation of this Article shall be adopted in accordance w1th the

Article 16

_Bovine, ovine or caprine meat and certain products of animal origin thereof

" The following products of animal origin containing material derived from bovine,

ovine or caprine animals shall be subject to the rules 1a1d down'in paragraphs 2to 6

N (a) fresh meat as defined by Council Dlrectrve 64/433/EEC5

(b) minced meat and meat preparatrons as * ‘defined by Council

(©) meat products and other products of animal or1g1n as deﬁned by Council

- (d)-milk products as defined by Councrl Directive 92/46/EEC8 which are
" destined for human consumption and contain gelatin or rendered animal fat;

o o

1.
2.
- of origin.
3.
Annex VIII Chapter C.
4,
S.
procedure Iard down Artrcle 22.
1.
_ of this Article and Annex IX
Directive 94/65/EC¢;
Directive 77/99/EEC7
| O 121, 29.7.1964, p. 2012/64.
-OJL 368,31.12.1994, p. 10.
OI L 26,31.1.1977, p. 85.

OJ L 268, 14.9:1992, p. L.
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- milk products as defined by Council Directive- 92/118/EEC® which are -

destined for animal consumption and contain gelatin or rendered animal fat;

ﬁsher'y‘products as defined’ by Council Directive 91/493/EECi°yvhich ”are_

destrned for human consumptron and contarn gelatrn or rendered ammal fat

egg products as deﬁned by Counc11 Directive 89/437/EEC!! whlch are
destined for human consumption and contaln gelatrn or. rendered ammal fat;

snarls or frogs’ legs as referred to by Directive 92/118/EEC wh1ch are
destrned for human consumption and contain gelatrn or rendered animal fat;

.rendered fats as referred to by. Drrectlve 92/1 18/EEC

gelatln as referred to by Drrectlve 92/1 18/EEC
petfood as referred to.by Dlrectlve 92/ 1 18/EEC

processed animal proteln as referred to by Dlrectrve 92/ 1 18/EEC

(m) bones and bone products as referred to by Drrectrve 92/11 8/EEC

m)

raw. material for the manufacture of ammal feedlngstuffs as referred to by
‘Directive 92/118/EEC. :

L

2. . Products referred to in paragraph 1 containing material derived from bovine animals
coming from countries or regrons thereof in Category 4 shall not be placed on
the market. .

3. - The prohlbrtron referred to in paragraph 2 shall not apply to the products referred '
toin Annex IX, Chapter Al contarnmg matenal derived from the followrng N
bovine anrmals '

(@)

(®

~

animals born after the dat‘e from which the ban on the feeding of ruminants
with protein derived from mammals has been effectively enforced which are

“eligible under a Date-based Scheme, or, as appropriate, an equlvalent scheme

as laid down in Annex IX, Chapter A.II; or

'anrmals whrch were born rarsed and had remalned in herds with a certrﬁed

history of freedom from BSE and are ‘eligible under ‘a Certified Animal

Scheme, or, as approprrate an equlvalent scheme as 1a1d down in Annex IX,

Chapter AL

4. For the purpose ofi 1mport into the Communlty, products referred to in paragraph 1
shall be accompanied by the appropriate certificate, as required by Community
legislation, supplemented in accordance with the provrslons lard down in Annex |

IX, Chapter B.IL

° oiLex153199%,p.49. . .
10- OJ L 268,24.9.1991, p. 15. - -

10 0)L212,22.7.1989, p. 87.
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Where such products are 1mported from' third countries or regrons thereof in
- Category 4, or regions within such third countries, they shall also comply w1th the
conditions laid down in Annex IX, Chapter B.L

1If necessary, the provisions of paragraphs 1 to 4 may be extended to products of
animal origin other than those referred to in paragraph 1 in accordance with the
procedure laid down in Article 23. :

: Rules for the implementation of this Article shall be adopted in accordance with the
procedure laid down in Article 22. : '

_CHAPTER VII
 REFERENCE LABORATORIES, SAMPLING, TESTING AND CONTROLS
Article 17
Réference laboratories

The national reference laboratory in each Member State and their functions and
dutles shall be those laid down in Annex X, Chapter A.

The Community reference laboratory and its function and duties shall be those laid
down in Annex X, Chapter B. '

Article 18
_ Sampling and laboratory methods

Samplmg and laboratory testing for the presence of a TSE shall be carried out
using the methods and protocols laid down in' Annex X, Chapter C. In the absence
of such methods and protocols, those recommended in the Manual of Standards
" for Diagnostic Tests and Vaccines of the Internatlonal Office for Eplzootlcs .
(IOE/OIE) May 1998 edition shall apply. :

‘-Rules for the 1mplementat10n of paragraph 1 shall be adopted in accordance w1th the
procedure laid down Amcle 22. : '

Article 19
Commnnity controls

The Commission shall, in cooperation® with the competent authorities of the
Member States; carry out on-the-spot inspections and audits. of all levels of -
production and. placing on the market of animals and products of animal origin
covered by this- Regulation and of the organisation and functioning of the competent
authorities in the Member States and in third countries, in order to ensure that the
provisions of this Regulation, rules adopted pursuant, thereto and any safeguard
measures are applied uniformly. :

Rules for the implementation of paragraph 1 shall be adopted in accordance with the
'procedure lald down in Artlcle 22. ' '

17



s 'CHAPTER YHI -
" FINAL PROVISIONS |
Article20 .
Amendments to Annexes and transrtlonal measures

The Commission shall, after obtamlng the opinion of the appropnate Scientific Commlttee
on any matter likely to have an effect on health: : ~

(a) amend or supplement the Annexes in accordance w1th the procedure laid down in

’ Artlcle 23 -
b - adopt any appropnate transxtlonal measures in accordance with the procedure lald-' '
L down in Article 22 Y ‘ '
Article 21
Committees

The Commission shall be assisted by the Standing Vetennary Comm1ttee However,
the Commission shall be assisted by the. Standmg Committee for Feedingstuffs or the -
Standing Committee for Foodstuffs for matters falling exclusrvely within thelr
_respective competences. : ~

L

Artlcle 22

Management procedure

- Where reference is made to the procedure laid down in this Article, the representative of

- the Commission shall submit to the committee a draft of the measures to be taken. The
committee shall deliver its opinion on the draft within a time limit which the Chairman
may lay down according to the urgency of the matter. The opinion shall be delivered by
the majorlty laid down in Article 148(2) of the Treaty in the case of decisions which the .
- Council is required to adopt on a proposal from the Commission. The votes of the
representatives of the. Member States within the commlttee shall be welghted in the .
manner set out in that Artlcle The chairman shall not vote. :

The Commrss1on shall adopt measures which shall apply immediately. However if these

measures are not in accordance with the opxmon of the committee; they shall be -

communicated by the Commission to the Council forthwith. In that event, the

Commission may defer application of the measures which it has decided for a penod of
- not more than one month from the date of such communrcatlon

The Council, actlng by a quallﬁed majorlty, may take a dlfferent decision within the time
limit referred to in the prev1ous paragraph : -
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Article 23
Regulatory procedure

Where reference is made to the procedure laid down in this Article, ihe representative of

the Commission shall submit to the committee a draft of the measures to be taken. The

committee shall deliver its opinion on the draft within a time limit which the Chairman

may lay down according to the urgency of the matter. The opinion shall be delivered by
the majority laid down in Article 148(2) of the Treaty in the case of decisions which the

Council is required to adopt on a proposal from the Commission. The votes of the

representatives of the Member States within the committee shall be weighted in the

manner set out in that Article The chairman shall not vote.

The Commission shall adopt the measures envisaged if they are in accordance w1th the ’
opinion of the committee.

If the measures envisaged are not in accordance with the opinion of the committee, or
if no opinion is delivered, the Commission shall, without delay, submit to the Council
aproposal relating to the measures to - be taken The Council shall act by a
-qualxﬁed ma]orlty

If, on the expiry of a per:od of three months from the date of referral to the Council, the’
Council has not acted, the proposed measure shall be adopted by the Commission.

Article 24
Consultation of Scientific committees

The appropriate scientific committees shall be consulted on any matter falling within the
scope of this Regulation which is likely to h?ve an effect on public health.

o Article 25
-Communication of national provisions

The Member States shall communicate to the Commission the text of all provisions of
national law which they adopt in the field covered by this Regulation. '

© Article 26
Entry into force

This Regulation shall enter into force on the twentieth day following that of its pubhcatlon
in the Official Journal of the European Communities.

It shall apply from 1 July 2000.

This Regulation shall be biﬁding in its entirety and directly applicable in ail Member States.

—

Done at Brussels,

For the European Parliament . For the Council
The President - . _ g The President
: ‘ ' 19
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ANNEX I
~ DEFINITIONS

indigenous case of BSE: a case of BSE which has not been clearly demonstrated
to-originate directly from the importation of live cattle, bovine embryos or ova;

batch of animals: a group of animals slaughtered after one complete process of
emptying, cleaning and drs1nfect10n of the slaughter room and before the next o

© such process;

rendered ruminant fat: rendered fats derlved in part or entirely from rummant‘,'
animals;. ‘ : :

mechamcally separated meat: residual meat obtamed by mechamcal means from
flesh- beanng bones after initial boning;

dzscrete adipose tissue: internal and external body fat removed durmg the
slaughter and cutting process, in particular fresh fat from the heart, caul, kidneys
and mesentery of bovine animals, and fat from cuttmg rooms

cohort a group of animals which were reared together durmg the ﬁrst year of

ovine or caprzne ammals Jor breedmg and fattening: ovine and caprme ammals'

‘intended to be transported to the place of destination, either directly or via and

approved market or assembly centre, other than ovine or caprine animals for.
slaughter, meaning animals -of the ovine or caprine species intended to be taken
either directly or.via an approved market or assembly centre to a slaughterhouse in

" order to be slaughtered there;
Wy

'(i) -
"~ defined by Directive 94/65/EC,;

fresh meat: fresh meat as - defined by Council Directive 64/433/EEC

mznced meat and meat . preparations: minced meat and meat preparatlons as

meat products: meat products as deﬁned by Directive 77/99/EEC;
‘oﬁ‘ cial passport passport as defined by Council Regulat1on (EC) No 820/9712,

) off icial computerised zdentzf catzon and tracmg system; a database system as

prowded for by Regulation (EC) No 820/97

12

OIL 117,7.5.1997, p. 1.
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s . | 'ANNEX II
DETERMINATION OF BSE'STATUSI _
Chapter A

Information to be submitted in support of an application for recogmtlon of rrsk
classification under Article §

- All data must be prov1ded on an annual ba51s and preferably from 1980 onwards but at
least from 1988.° - :

Applicant States - must make every effort to provide comprehensive and consistent

information. Data which are not provided or are incomplete or are considered as

unsatisfactory may be completed by reference to other sources of information available to

the Commission, or may have to be replaced by a worst-case assumption for the purposes
- of arisk assessment

Information must be provided on:
1. Structure and dynamies of the bovine, ovine and eaprine animal popuiations

(a) absolute numbers of anlmals per species and breed, alive and at time
©of s!aughter :

(b) age distributions of animals per species and breed sex and tyj)e'

(c) age distribution of ammals per species and. breed sex and type at trme
~ of slaughter; :

(d) geogra'pbical distribution of the animals by specres and breeds;"

(e) geographical distribution of the anlmals by husbandry systems; herd sizes and
" production purposes

(f) system of identification and capacities for tracing of animals and a system of
- control and possible sanctions in accordance with Commumty legrslauon on
~ animal 1dent1ﬁcat10n and regrstratron

- 2. A_nlmal trade

(a) imports and exports;

(b) trade witbin the geographical area;

(©) impbrts of embryos and 'semen;

(d) use'made of imported animals, embryes or semen;.

(e) mechanisms used by slaughterhouses to 1dent1fy animals and therr origins, as
well as data from these procedures. :
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Animal feed

(a) domestic production of Meat and Bone Meal (MBM), and its use per species'

- and husbandry ‘system (in particularly the proportion of the domestlcally -

produced MBM fed to bovine, ovine and caprme animals);
. (b) imports of MBM specifying céuntry, of ofigin and its use per species and
- husbandry system (in partlcularly the proportlon of that MBM fed to bovme, o
ovme and caprlne ammals) : -
(c) " exported MBM specifying country of destination.
Meat and bone meal (MBM) bans
(a). complete descnptlon

: (b) dates of introduction; -

(c) actual implementation, policing “and compliance ﬁgures;

(@ possibilities ofcross-contamination 'with other feed.

Speclﬁed bovme offal (SBO) and speclfied risk matenals (SRM) ‘bans
(a) complete descrlptlon
.(b) dates of introduction; A
—(c) actual implementation, pol_icing and complian'ce‘ﬁgur_es.~
:Surveillance of TSE, with 'parti_culab refefence'to BS.E and scrapie
. '(a) ‘incidence of 1aboratory conﬁnned cases of BSE and sctapie' |
(b) age dlStI‘lbthlOl’l geograph1cal dxstrlbutlon and- countnes of origin of cases;

- (©) mmdence of neurological dlsorders in Wthh TSE could not be excluded on '
cllmcal grounds in any animal spec1es

~ (d) methodologies and programmes of survelllance and recording of clinical cases
-of BSE and scrapie, 1nclud1ng awareness trammg for farmers, vetermarxans
superv1sory bodies and authorities;

() incentives for reporting cases compensatlon and reward schemes;

_‘(f) methodologles of laboratory conﬁrmatlon and recordlng of suspect ‘cases of
BSE and scrapie;

‘ (g) strams of BSE and scrapie agents p0351bly mvolved

(h) ex1st1ng systems or current plans for targeted active survelllance
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7. 'Rendering and feed processing
(a) all rendering and feed processing systems used;
(b) nature of the records of rendering and processmg plants;

(c) quantitative and qualitative parameters of MBM and rendered ammal fat
" production by each of the processmg systems;

(d) the geographlcal areas from which. the rendered matenals origlnate
(e) the type of raw material used,

() parameters on separate processing lines for materials' from. healthy and
suspected-animals; .

(& transport and storage systems for MBM or feed containing MBM.
8. BSE or scrapie related culling
(a) culling criteria;,
(b) date of introduction of the culling scheme.and of any subsequent rnodiﬁcation;
(c) animals culled (details as specified in point 1);
(d) sizes of herds in which .animals were culled.
- Chapter B

Definition of categnries

- For the purpose of determining the BSE status of Member State or reglons
thereof the following categories are recommended: .-

CATEGORY 1

(1 a risk assessment based on the information laid down in Chapter A
‘has demonstrated that appropriate measures have been taken to manage any
risk identified; '

(2) the measures laid down in Articles 6, 7, 11 and 12 have been comphed with
for at least seven years ;

(3) all cases of BSE have been clearly demonstrated to originate directly from the

- .importation of live cattle, embryos or ova and the measures laid down in
Article 12 and 13 have been applied with respect to all ammals in which the
dlsease has been confirmed.’
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‘However, -where the measures laid down in A::icles 6 and 7 are not complied
~with, the Member State or regron thereof may be placed in- Category 1 -
" provided that: , _ . : , e

~

- the measures 1a1d down in Articles ll and 12 have been complred w1th for at
-"least seven years; and :

‘- it has been proven that for at least elght years no rummant meat-and-bone
meal has been fed to ruminants. e .

However where 1nd1genous cases of BSE have occurred, the Member State or - .
reglon thereof may be placed in Category 1 prov1ded that: -

- the last 1nd1genous case of BSE occurred more than seven years ago; and, -

 »  the measures laid down in AI’UCICS 6,7, 11 and 12 have been comphed w1th
for at least seven years and, o

_- - the measures laid down in Article 9 are comphed with and- have been»
, effectlvely enforced for at least erght years.

. CATEGORY2

" (1) a risk assessment based on the information’ lard down in Chapter A has
demonstrated that approprlate measures have been taken to’ reduce any r1sk
: 1dent1ﬁed : :

'(2)-ithe measures Taid down in Articles 6 7, 11 and 12 are comphed w1th but“
L have not been comphed with for seven years; : S .

- (3) all cases of BSE have been clearly demonstrated to or1g1nate dlrectly from the
~ importation of live cattle, embryos or ova and the measures laid down in
~ Article 12 and 13 have been apphed with respect to all ammals in wh1ch the
‘ d1sease has been conﬁrmed ' :

However where the measures laid - down in Articles 6 and 7 are not
complred with, the Member State or regron thereof may be- placed in Category 2
'. provrded that ‘ :

- measures lard down i in Artrcles 11 and 12 are complred w1th but have not
- been comphed w1th for seven years and,

.- 1t has ‘béen proven that for at least erght years no meat-and bone meal has
been fed to ruminants. S

;. 'However where indigenous cases of BSE have occurred the Member State or
region thereof may be placed in Category 2 provrded that

- ~ the last 1nd1genous case of BSE occurred more than seven years ago;
- _and either ' : '

. “the-measures laid down in Artlcles 6, 7 11 and 12 are comphed w1th but have ‘
- not been comphed with: for seven years; or ' :
24



- the measures lald down in Article 9 are ‘complied with but have not been
effectively enforced for elght years. ‘ :

However, where 1nd1genous cases of BSE have occurred during the past »'
- seven years, the Member State or region thereof may be placed in Category 2
provxded that: -

- the measures laid down in Articles 6, 7 11 and 12 have been comphed w1th
- for seven years; and, :

- - the BSE incidence rate, calculated on the basis of indigenons cases during the
" past 12 months,. has been'less than 1 case per million within the cattle
_population over 24 months of age in the Member State or region thereof. . -

CATEGORYS'

(1) a nsk assessment based on the mformatlon 1a1d down in Chapter A
has demonstrated that appropriate measures have been taken to reduce any
risk 1dent1ﬁed .

(2) the measures laid down in Articles 6, 7, 11 and-12 are complie'd with;

~ (3) the BSE incidence rate, calculated on the basis of indigenous cases during the
past 12 months, has been greater than or equal to 1 case per million and less
than or equal to 200 cases per mllhon within the cattle’ populatlon over
24 months of age in the Member Staté or region thereof C

However where the BSE 1nc1dence rate calculated on the basis of lndlgenous
_ cases during the past 12 months, has been less than 1 case per million within the
cattle population over 24 months of age in the Member State or region thereof, the

+:Member State or region thereof shall also be placed in Category 3 if one or more

of the requirements of pomts (1) and (2) of Category 2 are not met.

However ‘where there has been no case of BSE the Member State’ or reglon
thereof shall also be placed in Category 3 if: : "

.- arisk assessment based on the 1nformatlon laid down in Chapter A has been
‘conducted which demonstrates the presence of one or more r1sk factors; and

" - the measures laid down in Artleles 11 and 12 are not comphed w1t_h.
CATEGORY4 _ - S

(1) a risk assessment based on the information laid down in Annex II Chapter A -
has demonstrated that. appropriate measures have been taken to reduce any
- risk identified,; -

(2) the measures lald down in Articles 6, 7, 11 and 12 are comphed with;

(3) the BSE incidence rate, calculated on the basis of indigenous cases dunng the |
past 12 months, has been greater than 200 cases per million within the cattle
population over 24 months of age in the Member State or region thereof..
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However where the BSE 1nc1dence rate, calculated on the basrs of 1nd1genous :
cases dunng the past 12 months, has been greater than or equal to 1-case per

- million and less than or equal to 200 cases per million within the cattle population
- -over 24 months of age in the Member State or region thereof, the Member State .

or reglon ‘thereof shall be placed in Category 4 if one or more of the requrrement‘
of point (1) or the measures laid down in Articles 6, 7, 1 1 and 12 are not met.

‘Where a Member State or reg1on thereof should be'placed in Category 4 pursuant ,
~".to the criterion of point (3), but one or more of the requirement of point (1) and A
- the measures laid down in Articles 6, 7, 11 and 12 are not met; the Member State ‘
. or reglon thereof shall be placed in Category 4 and Article 4 applies. =

For the purpose “of determmmg the BSE status of third countrles or regions - |
“thereof; the same four categories on the basis of equivalent health guarantees shall
be defined prov1dmg equlvalent health guarantees to those referred to in Part I

. Where an animal moves from one category of a country or reglon to another it shall

acquire or retain the highest numerical. BSE category of any country or.region in
which it has been kept for more than 24 hours, unless- adequate guarantees can be

~ provided that the animals were not fed with feed from that country or region wrth
the hrghest numencal BSE category - : -
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| \ - ANNEX III
MONITORING SYSTEM |
CHAPTER A

 Minimal requirements for a programme for monitoring of BSE and scrapie

-~ Selection of subpopulation
Without ‘prejudice to “Article 12, selection must be by means of a risk assessment of
s‘ubpopulations of native-born animals displa’ying ¢linical signs compatible with TSEs

-and, in a decreasmg order of relevance, of higher-risk anlmals ~Within each
subpopulat1on and age group, selection must be random.

Animals exammed in accordance w1th Artlcle 12 may be include n the sample

1. Ciriteria for the selection of natlve _born_animals dlilavmg cllmcal signs
compatible with TSEs: :

- animals displaying behavioural or neurological signs lasting for at least
15 days and resistant to treatment. However, animals displaying such sxgns '
which die within 15 days and in which case an alternative diagnosis has not
been identified, should be considered as suspect animals. They shall be
‘examined in accordance with’ Artlcle 12 and may be included in the
momtorlng programme - N

- monbund animals without signs of infectious or traumatic illness;
- animals displaying other progressive disease conditions.

2. _The followmg risks must be taken mto account for the selection of hlgher
. risk animals: - :

- ammals or1g1nat1ng from countries with 1nd1genous TSE;
- ammals which have consumed potentlally contammated feedmgstuffs
- animals born or derived from TSE 1nfected dams or sires.

Anlmal Specles ‘and type of TSE v

. Bovine anlmals must be exammed for the presence of BSE
2. Ovine and caprine animals must be examined- for the presence of scrapie
and BSE.- -

- Age of the targeted animals

The sample must target the oldest animals in the subpopulation. However, all targeted
bovine animals must be over 20 months of age and all targeted ovine and caprine
* animals must be over 12 months of age. Targeted bovine animals displaying progressive
disease conditions w1thout showing neurological signs must be over four years of age.
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| 'Sam'ple .sizle |
The minimum n number of animals to be examlned on an annual ba515 must comply at leasti .
. with the sample sizes referred to in the Table for ammals in subpopulations of native-born -

. animals displaying clinical signs compat1ble with TSEs Suspected animals which have -

been examiined in accordance with Art1cle 12 may be 1ncluded w1th1n the mxmmumt .

,sample size. 7 (

~ Samples from the subpopulanons of hlgher-nsk ammals must be collected at the tlme
when the ammals are slaughtered or kllled ‘ '

o .

: Table" .

Mmlmum number of annual neurohlsto]oglcal mvestlgatlons of ammals showmg
: - clmlcal s:gns compatlble with TSE N

. Natlve-born cattle population’ - - Mlmmum number of bralns
20 months of age or older or native--| . - - to be exammed
" born ovine and caprine population
‘12 months of age or older
Tigo0 | 10
7300000 T 30
| Ts0000 | %0
"\ 7l)0 000 - " - 69
Troooo00 | %
. 2500000 | 195
R ')'5000000._:"‘ | 300
[ 7e000. | . 336
00000 | 367
20000000 | 409 -
/ 30000000 | 425
720000000 . | . 433 N
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Chapter B - | T

| Annuai report -

'The annual report must contain data on:

the totaI numbser of animals and age structure exammed ‘within the dlfferent groups of
the respective populations of bovine, ovine and -caprine animals categonzed _
accordlng to epldemlologlcal criteria; :

the overall mortaltty and mortahty due to neurologlcal d1seases per ammal specres

'ofﬁclal records on the number and types of ammals or carcases placed under
: ﬂmovement restnctlons in accordance with Artlcle 12;

"the number and outcome of the mvestlgatlons camed out in accordance wuh

Artlcle 12; these records must be kept for at least seven years

TSEs in animals other than bovme -ovine and caprme ammaIS' :

'tramlng, in partlcular of official veterinarians with responsrblhtles for the

eptdemxosurvelllance of TSEs, in accordance wrth Article 6

[
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_ ANNEXIV

SPECIFIED RISK MATERIAL

: The following tissues shall be designated as speeiﬁed risk materials depending on ‘
the category of the country of origin or resrdence of the ammal determmed in |
accordance with Artlcle S5:

. CATEGORY 1

‘No tissues are designated as specified risk materials. -

o CATEGORYZ

'In countries or regions thereof placed in Category 2 the followmg are only
' designated as specified risk matenals where BSE has occurred ~

~

. (a) the braln and spmal cord of:

- bovme ammals aged over 30 months :

- .ovine and caprine animals. which are, aged over 12 months or have a |
- permanent mc1sor erupted through the gurn - )

" (b)'the dlstal ,1leum and spleen of ovine and 'capnne" animalsof all ages.
" CATEGORY3

" (a‘) -the entire head exclUdingtthe tOng’i'r‘e_,"inéluding the hrain\an’d dura mater,

_pithitary gland, eyes, trigeminal ganglia and tonsils;the spinal cord and dura

mater of bovine animals aged -over six months and of ovine and’ caprine
, ammals aged over 12 months; o , O

(b the dlstal ileum of bovme ovine and caprrne ammals and spleen of ovme
and caprme ammals of all ages. -

 CATEGORY 4

(@) the entire. head excludmg the tongue, mcludmg the bram and dura mater,

pituitary gland, eyes, trigeminal ganglia and.tonsils; the thymus; the intestines o
from the duodenum to the rectum; the vertebral column, including dorsal root .

. ganglia, spmal cord and dura mater of bovine animals ‘aged over s1x months
and of ovine and caprme ammals aged over 12 months; '

. :(b) and other bones of bovme ammals aged over 30 months,

o (<) the dlstal lleum and spleen of bovme ovine and caprlne ammals of all ages

Pendmg OIE confirmation durmg the Iegnslatwe process.
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5.

6.

Membeér States shall ensure that the spec1ﬁed nsk matenals are ‘removed at-
slaughterhouses :

‘However, .in Member States or regions thereof which: are not placed in
Category 4, the removal and subsequent destruction according to point 4 of

specified risk materials from-raw material for the production of rendered ruminant
fat derivatives is-not required provided that the denvatlves are produced in
accordance w1th Annex VL

By way of derogatlon from point 2 Member States may allow the removél of:

@

®

spec1ﬁed nsk materlal at. cutting plants, high risk processing plants or

‘premises referred to in Article 7 of Council Directive 90/667/EEC!3,

under the direct supervision of an official of the competent authority.
Those establishments shall be approved  for that purpose by the
competent authonty, . _ o

the vertebral column or bones at the point of sale to the ‘consumer on
the1r temtory -

- . Member States shall setup a system to ensure and check that, where the removal of

specified risk materials takes place at establishments other than slaughterhouses,

~‘those materials are completely separated from other. waste, are collected

separately and are disposed of in accordance with point 4.

‘Member States shall ensure that specified risk material is stained with a
-dye immediately on removal, and that -all specified risk material is

completely destroyed:

- (a)
(b)

by d1rect 1nc1nerat10n or,

prov1ded that the colour of the dye is detectable aﬁer processmg, by processing
" followed by

)] mcmeration;

(ii) bumlng as fuel; or,

« (111_) another method wh1ch precludes all risk of transmlssmn ofa TSE, and

is authorized and supervised by the competent authority.

Without prejudice to Articles 12 and 13, where bovine, ovine or caprine animals

have died or have been killed in the context of disease control measures, -
© Member States may allow disposal of the entire body of those animals without =
removal of the specified I‘lSk materials. :

Member States may 'derogate from the proyisi()ns of points 2) and (4) to allow the
burning or burial of specified risk material or entire bodies, without prior staining,
or, as appropriate, removal of the specified risk materials, in the circumstances set

" out in Directive 90/667/EEC.

13

OJ L 363,27.12.1990, p. 51.

31



7. The apphcatxon of a test as an altematrve to-the removal of specrﬁed risk
materlals may be authorised under the followmg condrtrons

@

tests are carried out in slaughterhouses on all animals eligible for the
- removal of spe01ﬁed risk materials; :

(b) no bovine, ovine of caprine product intended for human food or animal feed -

leaves the. slaughterhouse before the results of the tests on all slaughtered

* animals produced in the same batch have been received and accepted by the

©

competent authorrty, o ' : E .

when a post- slaughter test gives a posrtlve result, all bovme ovine and
caprlne material produced in the same. batch i is destroyed in. accordance with
point 4. :

8. By waylof derogation from Article 8 the Cornrnission may;

@

(%)

9.

acting in accordance with the procedure laid down'in Article 22, take a

decision in respect of the date of effective enforcement of the provisions of

~Article 9(1), or as appropriate, the prohibition on the feeding of mamralian

protein to ruminants in each country or region thereof placed in Category 2
or 3, and allow the provisions of Article 8 to be confined to ammals which’
were born before that date in those countrles or regions; - T

after consultation of the approprlate sc1ent1ﬁc committee and based on an
assessment of the incident, propagation and human exposure risk, acting in -
accordance with the procedure laid down in Article 22, take a decision to

-allow the use of vertebral column and dorsal root ganglia for food, feed and
. fertilisers from animals in or comrng from each country or reglon thereof in

Category 4.

-

Member States shall .carry out frequent official controls, particularly in.

‘ slaughterhouses cutting plants animal waste processing . plants,- high risk
processing plants or premises referred to in Article 7 of Directive 90/667/EEC,
pomts of sale to the consumer and storage facxhtres and shall ensure that measures
are taken to av01d contammatlon e
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~ ANNEX V

ANIMAL FEEDING

| The prohibition laid downvinkArticle 9(1) an;i (2) shall ﬁot apply to £he following products: '
@@ milk and milk produéts; . o

b - hydroiised proteins derived ﬁom fleshings ﬁom hides; _

(c)  dried plasma and other blood p-roducfs.v

The prohibition laid down in Article 9(2)(b) shall not apply to the production of dog food.
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'ANNEX

‘ STANDARDS FOR CERTAIN PRODUCTS OF ANIMAL ORIGIN DERIVED

FROM OR CONTAINING RUMINANT MATERIAL

VI

Condntnons for production of certain products of animal origin as referred to in

 Article 10(1)

' 'The use of ruminant materral for the productlon of the followmg products of animal

“origin is prohlblted
(a) mechamcally separated meat;
(b) d1calc1um phosphate destmed for feedlng to all farmed ammals
(cv)v -gelatine, unless itis. produced from ruminant lndes;i 7
. (’d) a rer’rdere\d ruminant fat derlvatives; '
(e). rendered rurninant fat, unless it 1s produced from:

(i) discrete adipose tissue, which itself was found fit
“human consumption; ' ' '

for

~

- (ii) raw material which has been proce”ssed in accordance with the'

. standards laid down pursuant to Directive 90/667/EEC.

The prohibition on the use of ruminant material shall not apply to material derived from
animals which have been tested in accordance w1th Annex IV, point 7, and have given.a

2

negative result.

Appropriate production processes-

. For rendered rumlnant fat denvatlves derived from rummant materials for use in the

-production of ‘human food, ammal feed or fertlhsers vahdated and str1ctly»

certified methods suchas:

1. Transestenﬁcatlon or hydroly51s at not less than 200°C’ for not less than

.20 minutes- under pressure (glycerol fatty acids and fatty acid. esters.

productlon) or,

2. . Saponlﬁcatlon w1th NaOH 12 M (glycerol and soap productlon)

. in a batch process: at not less than 95°C for not less than thrée hours; .

or

-~ ' in a continuous process at not less than 140°C two bars for not less .

than eight mrnutes or equrvalent

Moreover ‘other tallow derivatives (e.g. fatty alcohols fatty amines, fatty am1des) |
produced from the abovementioned products and submitted to further processes

may also be used
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ANNEX VII

ERADICATION OF TRANSMISSIBLE SPONGIFORM ENCEPHALOPATHY .

- 1. The inquiry referred to in Article 13(1)(!5) shall identify:

. (@)

®)

in the case of bovine animals:

all embryos, ova and first generation progeny of a female animal in
which the disease was confirmed and which embryos or progeny were
collected or bom after or within two years before clinical onset or
dlagn031s of the disease in its dam; :

all animals of the cohort of the ammal 1n which the disease
was confirmed; '

the possible origin of the disease and othef holdings on which there are

-animals which may have become infécted by the TSE agent or exposed

to the same feed or contamination source;

the movement of potentially contaminated feedingstuffs, animals, ova,
semen or embryos, or any other means of transmission, which may have
transmitted the TSE agent to or from the holding in question.

in the case of ovine and caprine animals:

all other ruminants on the holdmg of the animal in whlch the dlsease

was confirmed;

the parents, all semen, embryos ova and first generation progeny of the
animal in which the disease-was confirmed; -

all animals of the cohort of the animal in Wthh the disease
was confirmed;

the possible origin of the disease and the identification of i}ther holdings
on which there are animals which may have become infected by the
TSE agent or exposed to the same feed or contamination source;

the movement of potentially contaminated feedingstuffs, animals, ova,

semen or embryos, or any other means of transmission, which may-have
transmitted the TSE agent to or from the holding in question.

2. The -requirement of Article 13(2) shall: |

@

)

in case of confirmation of BSE in a bovine an1fnal apply to bovine animals,
embryos and ova identified by the inquiry referred to in pomt (D(a), ﬁrst and
second indent;

in case of confirmation of BSE in an ovine or caprine animal, apply_to all.
ruminant animals, embryos and ova and ovine and caprine semen identified
by the inquiry referred.to in point (1)(b), first to fifth indent.
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ANNEX VIII

PLACING ON THE MARKET OF LIVE ANIMALS SEMEN,

. EMBRYOS AND OVA
- Chapter A

~Conditions for placing on the market

- CONDITIONS. WHICH APPLY IRRESPECTIVE OF THE CATEGORY OF THE‘

- COUNTRY OF ORIGIN OR RESIDENCE OF THE ANIMAL

W

- relatmg to:-

@)

®)

The conditions as referred to in- Art1cle 15(1) shall apply to movements

- dispatch to other Member States;

- dispatch to third countries;
-~ import into the Community from third countries.

‘The following. conditions shall apply to movements as referred to in pomt (1
of bovine’ embryos and ova: :

; Bovme embryos and ova shall be der1ved from female ammals wh1ch at the

time of collection

o were not suspected of being affected by BSE;

- 'fhemselves eomplied-Wit-b'the conditions laid down in Part II.

The followmg conditions shall apply to movements as referred to in pomt M

of ovine and caprine animals:

~ Ovine or caprine 'ammals for breeding or fattening' shall:

: (é)’ come from a holding satisfying the follovi/_ing "require'ments:

- the animals are identified;
- no case of scrapie has been confirmed for at least two years;

- cliei:king by sampling is carried out at slaughter on 'old female
~ animals, intended for culling coming from that holding; .

- female animals are only mtroduced into that holding if they come
from a holdmg which’ complies with the same requirements

(b)- have been contlnuously kept on a holdmg or holdings complymg with

the- requirements laid down in pomt (a) since birth or for the. last
two years. '
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4) ‘Ovine or caprine - animals impdrted into the Community shall ‘meet
requirements which provide equivalent health guarantees to those requnred by
- this Regulation or pursuant to this Regulation.

CONDITIONS WHICH APPLY DEPENDING ON THE CATEGORY OF THE

" COUNTRY OF ORIGIN OR RESIDENCE OF THE ANIMAL DETERMINED IN *

ACCORDAN CE WITH ANNEX I, CHAPTER B

(1) The condmons as referred to in Artlcle 15(1) shall apply to movements

" relating to
- dispatch to other-Member States;
- dispatch to third countries;
- impdrt into the Community from third countries.

(2) The BSE category of bovine, ovine and caprine animals s'halll be
communicated to the Member State of destination. '

| (3) The following conditions shall apply to movements as referred to in point '(1)

“of bovine animals coming from or havmg resided in countries or regions-

thereof placed in:
CATEGORY 2 AND 3
The animals must have:

(@) been born, raised and have remained in herds in-which no case of BSE
had been confirmed for at least seven years; or

(b) been born after the date at which ban on the feeding of ruminants

- with meat-and-bone . meal derived from mammalians has been
_effectively enforced. '

In addition bovine animals imported into the Commumty shall come from a
country or reglon thereof in which:

(@ the BSE affected cattle are killed and completely destroyed

(b). the feeding of _rummants. with meat-and-bone meal derived -

from mammalians' has been banned and the ban has been
effectively enforced.

-

CATEGORY 4
The animals must have:

(@) never been fed mammalian meat-and-bone meal and been born after

the date at which the ban on the feeding of farmed animals with

_meat-arid-bone meal derived from mammalians has been
effectlvely enforced
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-

(b) . been born;"raised: and have remained in herds in which no case of ,
- BSE had been confirmed for at least seven years, and which contain
- only cattle born-on the farm or coming from a herd of equal status.”

'In addltlon bovine ammalsvxmported into the Commumty shall come from a
. country or a region thereof in Wthh the BSE affected cattle are kllled and_
. ‘completely destroyed :

o (lhapter B -
h Identification of live animals on lmpOrt
" The requirement laid down in Article l5(2) shall \apply to:
. boVine animals. | e
. ‘Chapter C |

Condltlons relatmg to progeny of TSE suspect or conﬂrmed ammals referred to in.
Article 15(3) ’

- ', Itis proh1b1ted to place on the: market

- | 'the ﬁrst generatlon progeny, embryos and ova of TSE suspect or conﬁrmed female ,
" bovine animals;

- the first generation progeny, semen, embryos and ova of BSE conﬁrmed ovine and
caprine ammals ‘

Chapter_:D
: Animal health certificates - _
7

(1) .~ The certificates referred to in Article 15(1) shall be requlred for animals and semen,
-embryos and ova of those ammals when: .

- dlspatched to other. Member States;

- imported:into the Community from third countries.
@) | The certificates shall be supplemented in accordance with the following conditions: '
S , . >

(a) ' Intra-Comml_lnity'trddle in bovine animals -

The . animal health cex'tlﬁcates referred ‘to _in  Annex F to
Council Drrecnve 64/432/EEC!# shall be supplemented by the: following -

words to be entered in, the_sec_tron “Health data concerning bovine animals”:

LY
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()

©

™M

~ was established by Commission Decision [..../.....]

'"The animals listed below comply with the conditions laid ‘down in

Regulation [..../.....] of the European Parliament and of the Council, and their
BSE' category is Category . .. This category - was established by
Commission Decision [.../.....J ),. ' :

. Complete as appropriate with 1, 2, 3 or 4.

Y Complete."

Intra-Community trade in ovine and caprme ammals '

The animal health certificates correspondmg to Model III in Annex E to
Council Directive 91/68/EEC!S shall be supplemented by the following
words to be entered in section V “Health mformatlon

"BSE category of the anima]s listed below: Category ... This category
' **. .
® Complete as appropriate with 1,2, 3 or 4.

9 Complete.';

- Point (e) of section V “Health information” of the certificate corresponding

to Model IIl in Annex E to Council Directive 91/68/EE_C states that:

"(e) they meet the requirements with regard to scrapie laid down in
Article 15 of Regulation [..../ ..... ] of the European Parliament and of
the Council".

Intra-Community trade in bovine embryos and ova

The appropriate animal health certificates as laid down in Community rules
on trade in bovine embryos and ova shall be supplemented by the
following words to be entered in the section on health data:

"The embryos and ova were derived from females which, at the time of.
collection, were not suspected of being affected by BSE, and which
themselves complied with the conditions laid down in Regulation [..../.....] of
the European Parliament and of the Council. The BSE category of the
Member State, or region within a Member State, in which the embryos or
ova were collected, is Category ...*). This category was established by
Commission Decision [..../....]";

®) Complete as appropriate with Iv, 2,3 or4.

D Complete.”

15

OJ L 46, 19.2.1991, p. 19.
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(d)

©

®

Intra-Community trade in ovine or caprine semen, embryos or ova

The appropriate animal health certificates as laid down iri Community rules
on trade in ovine or caprme semen, embryos and ova, shall be supplemented
by the followmg Words to be entered in the section 6n health data

"The semen, embryos and ova were derived from donor animals which, at the
time of collection, were not suspected of being affected by either BSE or
scrapie, and which themselves complied with the conditions laid down in
Regulation [t ] of the European Parliament and of the Council. The BSE
category of the Member State, or region. witliin a Member State, in which
the semen, embryos or ova were collected, is Category O This category
was estabhshed by Commlssmn Decision [..../..... ]("); ' ’

¢ Complete as appropriate with 1, 2 3 or 4

¢ Complete."

Importinto the Community of bovine, ovine and caprine animals.

The appropriate certificates, as required by Community legislatlon shall be
supplemented by the followmg words: : : :

"The ammals llsted below prov1de equivalent guarantees to those of
Regulation [..../.....] of the Européan Parliament and of the Council and their
BSE category is Category ... This category was. established by
Commission Decision [.../...]J 7,

® Complete as appropriate with 1,2, 3 or 4.

- Complete.'-' .

Import into the Community of bovine embr};os and ova

| -The approprlate certificates, as requ1red by Community leg1slat1on shall be

supplemented by the followmg words

"'The embryos and ova were denved from females which at the time of

collection, were not suspected of being affected by BSE and which
themselves provide guarantees equivalent-to those of Regulation [..../ ..... ] of -
the European Parliament and of the Council. :

: The BSE category of the country, or region within a country, in which the
embryos or ova were collected, is Category ..."). This category was

established by Commission Decision [““./"'.“](");

® " Complete as appropriate with 1,2,30r4.

" Complete."
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Import into the Commumty of ovine or caprine semen, embryos or ova

The appropriate certificates, as required by Commumty leglslatlon shall be
supplemented by the following words: '

"The semen, embryos and ova were derived from donor animals which, at the
time of collection, were .not suspected of being affected by either BSE or
scrapie, and which themselves provide guarantees equivalent to those of
Regulation [..../.....] of the European Parliament and of the Council.

The BSE category of the country, or region within a country, in which the
semen, embryos or ova were collected, is Category . .0, This category was
established by Commission Decision [..../'.....]( ),

) Complete as appropriate with 1, 2,3 or 4.

¢ Complete.”
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L ANNEX IX

~

PLACING ON THE MARKET OF BOVINE, OVINE OR CAPRINE MEAT AND

H |

CERTAIN PRODUCTS OF ANIMAL ORIGIN B
Chapter A

Conditions for placing on the market

" The following products.of animal orlgm are exernpt from the prohibition referred to -

in Article 16(2), provided that they are derived from ‘animals that comply with the -
conditions of Article 16(3) : .

‘fresh meat;

minced meat;

lneat preparations;

meat products;

foodwhich is destined. for domestic chmivdres.

DATE-BASED SCHEME (DBS)

- Deboned fresh meat of which all adherent tissues, including obvious nervous and
' lymphatic tissue has been removed, and the products of animal origin referred to =~
in Part I therefrom, derived from eligible animals from countries or regions - -
 thereof in Category 4 may be marketed in accordance with Article 16(3)(a) when
. obtained from animals born after the date at which the animal feeding standards

laid down in Article 9 were effectively enforced, and which are certified to meet

the conditions laid down in point (1) and produced in establishments which meet -~ '

the condition laid down in point (10). The competent authority shall ensure that

- the condmons with respect to controls laid down in points (2) to (8) and (10) are |

complled w1th

@

(b

- ©

(d)

The animal is clearly identified; enabling it to be traced back to the dam and
herd of origin; its unique eartag number, date and holding of birth and all
_ movements after birth are recorded either in the animal’s official passport or
on an official computensed 1dent1ﬁcat10n and tracmg system the identity of

its dam is known; : : _

'the’ animal is more than six months but less than 30 months of age,
_ determined by reference to an official computer record of its date of bxrth or
" to the ammal’s ofﬁc1al passport

the competent authority has obtained and verified positive evidence that the
dam of the animal has hved for at least six months after the birth of the
eligible animal; =~ - , - o o

the dam of the animal has not developed BSE and is not suspected of havmg
contracted BSE. : -
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Controls

2.

. The_Member State must have detailed protocols in place covering:

If any animal presented for slaughter or any circumstance surrounding its’
slaughter does not meet all of the requirements of this Regulation, the animal-
must be automatically rejected- and its passport withheld. If that information -
becomes available after slaughter, the competent authority must immediately

cease issuing certificates, and cancel issued certificates. If dispatch has already
taken place, the competent authority must notify the competent authority of the
place of destination. The competent authority of the place of destination must take
the approprlate measures. :

Slaughter of ehgrble animals must take place in slaughterhouses- exclusively
used for slaughter of animals under a Date- based Scheme or under a
Certified Animal Scheme.

The competent authority must ensure that procedures used in the cutting plants
ensure that the following lymph nodes have been removed:

Popliteal, ischiatic, superficial inguinal, deep inguinal medial and lateral iliac,
renal prefemoral, lumbar, costocervical, sternal, prescapular axilliary and caudal

- deep cervical.

Meat must be traceable back to the eligible animal, or after cutting, to the animals
cut in the same batch, by means of an official tracing system until the time of
slaughter. After slaughter, labels must be capable of tracing fresh meat and
products referred to in Part I back to the eligible animal to enable the consignment
concerned to be recalled. In case of petfood accompanying documents and records
must enable tracmg :

All approved ellglble carcasses must have individual numbers correlated W1th the

ear tag number.

(a) tracing and controls prior to slaughter;

(b) " controls during slaughter;
(c)  processing of petfood'

(d) - all labelhng and certrﬁcatlon requlrements after slaughter to the pomt

of sale.
8. The competent authority must set up a system for recordlng checks on comphance
~so that control can be demonstrated.
The estabhshment
9. To obtain approval, the establishment must devise and implement a system

whereby the eligible meat and/or eligible product is identifiable and all meat can

be traced back to-the .eligible animal, or after cutting, to the animals cut in the
same batch. The system must facilitate full traceability of the meat or products of -

animal origin at all stages and records must be retained for at least two years.
43 -

'




10.

L

Details of the system to be employed must be given, in writing, 'b‘y the -

. management of the estabhshment to the: competent authonty

“The competent authorlty must assess; approve and monitor the syétem provided

by the establishment in_order. to ensure that it prov1des full segregation and
traceability both backwards and forwards.

CERTIF_IED ANIMAL SCHEME (CAS) -

Deboned fresh meat of which all adherent tissues, including obvious nérvous and

- lymphatic tissue has been removed, and the products of animal origin referred to

in Part I therefrom, derived from eligible animals from countries or regions
thereof in Category 4, may be marketed in accordance with Article 16(3)(b)-when
obtained from animals which are certified to meet the conditions laid down in .
point (2) and coming from herds in which no case of BSE has occurred in the last -
seven years and .which are certified to meet the conditions laid down in point (1)
and produced in establishments which meet the condition laid down in point (11).
The competent authority shall ensure that the conditions with respect to the
computerised tracing system and the controls laid down in points (3) to (10) and

(12), arecomphedw1th e

Herd condltlons

1.-.

(@ A herd is a-group of animals forming a sep_arate and distinct unit, that is a -

group of animals which is managed, housed and kept separately from any
other group of animals and which is 1dent1ﬁed with unique herd and animal
identification numbers. : : '

(b) A herd is eligible when for at least seven years, there has been no -
‘confirmed case of BSE; nor a suspect case for which the diagnosis of BSE
has not been ruled out, in any animal which was still in or had moved
through or from the herd.

(o) As an exception‘to the provisions in point (b), a herd that has been in

‘existence for less than seven years may be considered eligible, after a
thorough 1nvest1gat10n by the competent veterinary authority, on condition
that: =

(1) all animals born or moved ,into the newly established herd complied -
with the conditions set out in point (2)(a), (d) and (e); and, '

(ii) the herd has comphed w1th the condltxons set out in point b durlng its
entlre eXIStence

+(d) = Ifaherdis newly established on a holding which experienced a confirmed

.case of BSE in any animal which was still in or had moved through or

- from a-herd on that holding, the newly. established herd can only be
eligible after a thorough investigation by the competent veterinary

" authority, taking into account compliance with each of the following
conditions to the satisfaction of that authority: -

’
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(i)  all animals of the affected herd previously established on the same
holding have been removed or killed;

(i) all feed has been removed and destroyed and all feed containers
thoroughly cleansed

(ili) all buildings have been empned and thoroughly cleansed before the
new animals were admltted :

: (iv) all conditions set out in point (c) have been complied with.

. Animal conditions

2.

(a) all records of its birth, identity and movements are recorded on an official
computerised tracmg system,;

(b) it is more than six months but less than 30 months of age, determined by.
reference to an official computer record of its date of birth;

(c) its dam has lived for at least six rnonths after its birth'

(d) its dam has not developed BSE and is not suspected of havmg
contracted BSE; ‘

(¢) the herd of birth of the animal and all herds through which it has ever
moved are eligible.

Computerised tracing system

3.

4.

The official computerised tracing system referred to in point (2)(a) will be
accepted only where it has been in operation for sufficient time to contain all the
information, relating to the lifetime and movements of the .animals, needed to
check compliance with the requirements of this Regulation, and only in respect of
animals born after the system came into operation. Historical data loaded into a
computer for any period before the system was operational will not be accepted
for this purpose. ’

‘Controls.

If any animal presented for slaughter or any circumstance surrounding- its

_slaughter does not meet all of the requirements of this Regulation, the animal

must be automatlcally rejected and its. passport withheld. If that information
becomes available after slaughter, the competent authority must immediately
cease issuing certificates, and cancel issued certificates. If dispatch has already -
taken place, the competent authority must notify the competent authority of the
place of destination. The competent authonty of the place of destination must take
the appropriate measures. - _ .

Slaughter of eligible ‘animals must take place in slaughterhouses, exclusively
used for slaughter of animals undér a Date-based Scheme or under a

’ Cemﬁed Animal Scheme.
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10.

.(b)  controls during ,slaughter;

- The competent authorlty must ensure that procedures used in the cutting. plants“

ensure that thefollowing, lymph nodes have been removed:

Pophteal 1sch1at1c superﬁc1al 1ngu1na1 deep inguinal,’ - medial and lateral 111ac '
renal prefemoral lumbar, costocervical, sternal, prescapular, axrlhary and caudal
deep cerv1cal o

Meat must be traceable back to the herd of the ehglble animal, or after cuttmg, to
the animals. cut in the same batch, by means of the computerised tracing system
until the time of slaughter. After slaughter, labels must be capable of tracing fresh
meat and products referred to in Part I back to the herd to enable the consignment -
concerned to be recalled. In case of petfood accompanymg documents and records -
must enable tracmg : -

All approved eligible carcasses must have individual numbers correlated w1th the

.. ear tag number.

The Member State must have detailed protocols in place covering:

‘() tracing andcon’trols' prior to slaughter;

(©) ‘processing of petfood'

) all labellmg and certrﬁcatlon requrrements after slaughter to the pomt,
of sale -

~ The competent authorlty must set up a system for recordmg checks on comphance -
so that control can be demonstrated ' :

The estabhshment

11

“To obtain approval the estabhshment must devise and 1mplement a system -

whereby the eligible meat and/or eligible product is identifiable and all meat can

‘be traced back to its herds of origin, or after cutting, to the animals cut in the same

batch. The system must facilitate full traceability of the meat or products of
animal origin at all stages and records must be retained for at least two years. .
Details of the system-to be employed must be given, in writing, -by the
management of the establishment to the competent authorlty '

The competent authorrty must assess, approve and monitor the system provrded
by the establishment in order to ensure that it prov1des full segregatron and

- traceablllty both backwards and forwards

CHAPTER B

IMPORT INTO THE COMMUNITY OF PRODUCTS OF ANIMAL ORIGIN r

Import into the Commumty from countries or regions thereof placed in Category 4
of the products of animal origin referred to in-Article 16 (3) shall be prohibited if .

they contain or are derlved from the followmg products or material derlved from

rummant ammals v
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IL.

- ‘mechanically separated meat;

- dicalcium phosphate destined for feeding farmed species;

' - gelatine unless produced from hides;

- rendered ruminant fat derivatives;

- rendered ruminant fat unless produced from discrete adipose tissue, which

itself was found fit for human consumption, or from raw material which has -

been processed in accordance with the standards laid down pursuant to
Directive 90/667/EEC. :

The appropriate certificates, as required by Community legislation, shall be
supplemented by the following words:

"The " products o.f' animal origin provide guarantees equivalent to those  of
Regulation [..../.....] of the ‘European Parliament and of the Council and originate
from a country, or region within a country in BSE Category 2O, This category

“was established by Commission Decision [..../.....]"”;

© Completé as appropriatc with 1,2, 3 or 4.

D Complete."

When importing from third countries or regions thereof which are not placed in

Category 1, the appropriate certificates, as required by Community legislation, shall

" be supplemented by declaration signed by the competent authonty of the country of -

production, worded as follows:

"The product does not contain, and is not derived from, specified risk material as
defined in Regulation [..../.....] of the European Parliament and of the Council.
The animals have not been slaughtered by stunning or killing by means.of a gas.

 injected into the cranial cavity, or slaughtered by laceration after stunning of central -
nervous tissue by means of an elongated rod-shaped instrument introduced into the -
- cranial cavity"

- or

"The product contains, or is derived from, material of bovine, or as appropriate, .

ovine or caprine animals which were tested and found negative for the presence of
BSE using a test wh1ch was approved in accordance with Commission Decision

[/ ]
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7 ANNEXX

- REFERENCE LABORATORIES, SAMPLING AND LABORATORY METHODS
_ CHAPTER A
NATIONAL REFERENCE LABORATORIES a
1. The designated national reference laboratory, shall.
(a) have at its-disposal facilities and eﬁ(pert personnel enabling it to_show at all .
‘ times, and especially when the disease in question first appears the type and'
- strain of the agent of TSEs, and to confirm results obtained by regional
diagnostic laboratories. Where it is not capable of identifying the strain-type

of the agent, it shall set up a procedure to ensure that the identification of the
stram is referred to the Commumty reference laboratory,

(b) 'venfy diagnostic methods used in regronal dlagnostlc laboratorles ‘

(c)‘ - be responsible for coordmatlon of diagnostic standards and methods within |
. the Member State. To thlS end, it: . : T '

. may prowde dlagnostlc reagents to laboratones approved by the
‘ »Member State; : - :

- shall control the quality of all dlagnostrc reagents used in the
Member State

- shall perrodlcally arfange comparative tests;
.- shall hold isolates, or corresponding tissues “of, or containing, the . -
agents of the disease in questxon from cases conﬁrmed in the

Member State; . - : .

- shall ensure confirmation of results obtained in diagnostic laboratories
- approved by the Member State '

d) cooperate with the Commumty reference laboratory

2.. Hovvever by way of derogatron from point 1 Member States which do not have a
‘national reference laboratory shall use the services of the Community reference
laboratory or of natlonal reference laboratorxes in other Member States

)
3. ~The natxonal reference laboratorles are: /
_Austria:
Belgium:.: .
. D_enmark:.

. Gerniany: )



Finland:
France:
Greece:

Ireland:

Italy:-

Luxen.lbo'ur'g': )

Netherlands:

~ Portugal:
Spain:

Sweden:

United Kingdom:

CHAPTER B

COMMUNITY REFERENCE LABORATORY

The ComﬁuniW reference laboratory for TSEs is:

The functions and duties of the Community reference laboratory are:

(a) to coordinate, in consultation with the Commission, the methods employed in
_ the Member States for diagnosing transmissible spongiform encephalopatles
spec1ﬁcally by:

storing and supplying corresponding tissues containing the agent, for the_
development or production of the relevant diagnostic tests, typing strams
of the agent;

| supplying standard sera and other reference reagents to the national

reference laboratories in order to standardize the tests and reagents used
in the Member States;

bulldlng up and retaining a collection of corresponding tissues containing

~ the agents and strains of TSEs;

- organizing periodic comparatlve tests of dlagnostlc procedures at

Community level;

collecting and collating data and information on the methods of diagnosis
used and the results of tests carried out in the Community;

characteriiing isolates of the TSE agent by the most up-to-date methods

~ to allow greater understanding of the epidemiology of the disease;
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- keeprng abreast of the developments in the surveillance, eprdemlology
and prevention of TSEs throughout the world »

-~ retaining expemse on prion drseases to’ enable raprd differential
4d1agnosrs , : S . @

- acquiring a thorough knowledge of the preparation and use of dragnostrc_
~ methods used to control and eradicate TSEs;

(b) to assrst actively in the dlagnosrs of outbreaks of TSEs in Member States by
- receiving samples from TSE infected animals for conﬁrmatory dragnosrs
characterization and eprdemlologlcal studres '

(c) to facilitate the training or retraining of experts in' laboratory diagnosis with
aview to the harmonization of -diagnostic techniques throughout
the Community. ’

CHAPTER (O
SAMPLING AND LABORATORY METHODS 3

_The tests performed in the framework of the monitoring programme, referred to'in .
Article 7, shall comprise on an annual basis; a range of tests, including at least
hrstopathology examination of .brain tissue, 1mmunocytochemrcal
immunodiagnostic tests. for the detection of scrapre associated fibrils (SAFs) and,
when the TSE occurs in ovine or caprme animals, tests to identify the strain-type
of the agent

For conﬁrmatlon of the suspected presence of a TSE, pursuant to Article 12(2),
the tests performed shall ‘at least comprise histopathology examination of brain
tissue. The competent authotity may also require the use of other laboratory tests -
such as immunocytochemical -and immunodiagnostic tests for the detection' of
scrapie -associated fibrils (SAFs), where their use is considered appropriate. In
case of a first appearance of the disease all three tests should be performed.
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, Proposal for a ,
EUROPEAN PARLIAMENT AND COUNCIL DIRECTIVE

amending Council Directive 91/68/EEC as regards scrapie

- 98/ 0324(COD)
(Text with EEA relevance) .

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

- Having regard to the Treaty establishing the European Community, and in particular

Article 100a® thereof °

Having regérd to the proposal from the Commission!s,

Having regard to the opinion of the Economic and Social Committee!?,

Acting in ;clccordanée with the procedure laid down in Article 189 b of the Treaty‘s;

(¢

2

3)

(O

©

: Wﬁereas the animal health conditions for scrapie, covering placing on the market
of animals are laid down in Council Directive 91/68/EEC of 28 January 1991

onanimal health conditions governing intra-Community trade in ovine and
caprine animals!?, as last amended by Commission Decision 94/953/EC20;

Whereas the Commission has obtained new scientific opinions, in particular frprri
the Scientific Steering Committee, on several aspects of TSEs, whereas the rules
laid down in Directive 91/68/EEC must be reviewed in the light of those opinions;

‘Whereas provisions should be laid down for all the issues related to TSEs; whereas
“these rulés should apply to the production and placing on the market of live animals

and products. of animal origin; whereas the European Parliament and the Council
have adopted Regulation [.../...] laying down rules for the prevention and control of
certain transmissible spongiform encephalopathies?; ;

Whereas this Directive directly concerns public health and is relevant to the
functioning of the internal market; whereas, therefore, it is appropriate to choose
Article 100a of the Treaty as the legal basis;

Whereas Directive 91/68/EEC should therefore be amended accordingly,

_ At the moment at which the Amsterdam Treaty comes into force, please read Article 152..
oIC :
‘QJC
olIcC - '
" OJL46,19.2.1991, p. 19.
OJ L 371,31.12.1994, p. 14.°
oJL
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HAVE ADOPTED. THIS DIRECTIVE:

Article 1 -

A ‘Directive 91/68/EEC is hereby amended as follows:

o

@

@

)

.

In Article 2(7), the words "as listed under sect1ons I and I of Annex B" are replacedl
by the words "as listed under sect1on I-of Annex B" ‘

Art1cle 6(b) is deleted

In Article 7(1), the words "referred to in Annex B, sections II and 111" "are replaced
by the words "referred to in Annex B, sectron .

- In Artrcle 8(1) the words "listed in Annex B sections II and III" are replaced by the |
o words "listed in Annex B, section III". )

_ Section II of Annex B is deleted.

Article2

Member States shall. brmg into’ force the laws regulatrons and adm1mstrat1ve
provisions necessary to comply with this Dlrectlve 30 June 2000 at the latest They
shall forthw1th inform the Commission thereof. : :

, They shall apply those provisions as from 1 July 2000. -

When Member States adopt those provisions, they shall contain a refeérence to this

Directive or be accompanied by such a reference on the occasion of their official .

pubhcat1on Member States shall determine how such reference is o be made '

Member Sates shall communicate to the Commission the prov1srons of natlonal law

which they adopt in- ‘the field covered by this Drrectrve The Commrssron shall
mform the other Member States thereof ' , o

- Article 3

This Directive shall eriter into. force on the twentieth day followmg that of its publlcatlon

in the Off cial Journal of the European Commumtzes

Article 4

This Directive is addressed to the Member States.

Done at Brussels,

' For the European Parlzament o -~ Forthe Council

The President A T The President -
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