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EXPLANATORY MEMoRANDUM :

1. The proposed de0151on replaces and postpones Commlsswn De01510n 97/534/EC laymg
down the rules on the prohibition of the use of material presenting risks as regards -
transmissible spongiform encephalopathies (SRM). It respects the invitation to the
Commission, of the Council of March' 1998, to base an approprlate proposal in the field
- of SRMS on the OIE Code on BSE.

It amends the prov151ons of 97/534/EC in respect of the followmg pomts

- = Cosmetic,. medlclnal‘and 1ndustr1al products and medlcal dev1ces are excluded from
‘ - the scope. -

- - The ‘Deci-sion allows Member States and exporting third countries to remove SRMs
in the light of their geographical risk.” The following procedure applies:
‘Member States may submit the data necessary to allow assessment of their

- geographical BSE risk by 30 June 1999 at-the latest. Countries which have not .

submitted a dossier by this date will be placed in a category by the Commlssxon on
the basis of all available information. The data of countries that have submitted a
dossier, will be assessed by the Scientific Steering Committee. On the basis of their
recommendatlon ‘the Commission will take a decision after consultation of the
Member States (regulatory -committee procedure). Third countries will also be
invited to submit the necessary data in the same time scale. - '

- The list of SRM is based on the relevant international standard, the OIE Code :on
BSE, and its currently proposed revision. ‘This implies. an enlargement in
o accordance with the opinion of the Scientific Steering Committee- (SSC) of
. 9December 1997 in -areas which are placed in Category 4, i.e. those with the

highest BSE risk. On the basis of the lower infectivity levels of certain tissues, as

listed in the opinion of the SSC of 27 March 1998, a choice was made not to require

the removal in areas with a lower BSE risk of the tissues w1th the Jowest infectivity

level and which were not recommended to be removed by the international standard

for those areas. This list will apply as from 1. October.1999, allowing for time for
the assessment of the dossiers by the scientific committees and taking into account

their recommendations, as well as the development of the 1nternat10nal standard

: .after May 1999 and new-scientific adv1ce "

- -An exempt-ion for Member States applyin_g a compulsory single ~_-careass test for
bovines above a certain age is introduced in the Decision. As a precondition, such
' tests must be approved by the Commission. A derogation for products derived from

- tested carcasses to be importéd from third countries is also foreseen

. This proposed decxslon follows the advxce given by the SSC on 9 December 1997 and
“-on 27 March 1998 and improves consumer safety “‘while avoiding unjustified trade,
- economic and technical conséquences. In addition, it allows future scientific advxoe to
be taken into account and for respects WTO notification requlrements



On 18 November the College of Comm1551oners agreed to. submit the proposal to the
“Standing Veterinary Committee (SVC) for an opinion. On 26 November the proposal
- was first discussed with the Member States in a working group of the SVC. On
2 December the proposal was presented for a vote to the SVC. The SVC gave a negative
opinion. Most Member States objected to the proposed procedure for establishing the
TSE status of countries,, which requires an opinion of the appropriate scientific
committee and will be based on an assessment of the incident, propagation and human
exposure risk. In proposing the classification of countries the Commission will base
itself on the relevant scientific opinion taking the OIE Code on BSE into consideration,
Most Member States feel that no clear criteria are provided for in this text. In addition,
most Member States object to the complexity of the ensuing control system resulting.
from different lists of SRMs applicable in countries classified according to four
categories of TSE status. Finally, several technical remarks were made. :

The results of the vote were:

Against: B, DK, DE, GR, FR, IRL, IT,L,P,FIN

Abs;ain: NL;AUS, SW, UK

No vote: S\P’ (because of the absenc_el of Spanish_ iﬁterpre_tation).
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Proposal for a :

COUNCIL DECISION

B regulatlng the use of materlal presenting risks as regards transmissible sponglform
encephalopathles and amendmg Commission De0151ons 94/474/EC and 97/534/EC :

N

"

(Text with EEA rele_vance‘)»':'~‘ S o M SPEE

THE COUNCIL OF THE EUROPEAN UNION

Havmg regard to the Treaty estabhshmg the European Commumty,

Having regard to Council Dlrectlve 89/662/EEC of 11 December 1989 concernlng vetermary
checks in intra-Community trade with a view to the completxon of the internal market‘ as last
amended by Dlrectlve 92/ 1 18/EEC2 and in partlcular Article 9(4) thereof, -

_Havrng regard to Council Dxrectlve 90/425/EEC of 26 June 1990 concerning veterinary and

zootechnical checks applicable in intra-Community trade in certain live animals and products -
- with a view to the completion of the internal market’, as last amended by Directive 92/1 18/EEC _
and in partlcular Artlcle 10(4) thereof : -

Havmg regard to Council Directive 90/675/EEC of 10 December 1990 laymg down
the prmcrples governing the - orgamsatlon of veterinary checks on products entering
the Community from third countries®, as last amended by Directive 96/43/EC5 and in pamcular- '
Article 19 thereof ' : : ,

Having regard to the p’ropbsal from the Comrniss'ibn‘

(1)~ Whereas pursuant - t¢ Dlrectlve 89/662/EEC and D1rect1ve 90/425/EEC

'~ Member State of origin or dispatch is required to 1mplement on its temtory the '

" appropriate measures. to prevent all sxtuatlons hkely to constltute a serious hazard to
-animals or to human health;

2) Whereas, several distincttransmis‘sible spongiform encephalopathies (TSEs) have been

o recognised for many years to occur separately in humans and animals; whereas bovine

spongiform encephalopathy (BSE) was first recognised 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 accumulatmg that the agent causmg BSE is 1dentlca1 to that -

causrng nv-CJD; :

OJL395,30.12.1989,p.13. . o
‘OJ L 62,15.3.1993,p. 49. - . ; ‘
" OJL 224, 18.8.1990, p. 29. | . e

OJ L 373,31.12.1990,p. 1.

OJL 162, ]71996 3 1.
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(6)

Whereas rules should be’laid down concerning the production and placing-on the
market of live animals and products of animal origin with respect to removal of, or
absence of, specified risk material on the basis of the risk classification of the country
or region concerned; whereas, however, those rules should not apply to cosmetic or
medicinal products or medical devices, or their starting materials or intermediate
products, for which other specific 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 intended 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 Decision are kept separate from those covered by it unless they meet at
least the same health standards as the latter;

Whereas existing Community Directives provide for the protection of public health in

.respect of the use of specified risk material in cosmetic or medicinal products and

medical devices placed on the market in the Community; whereas . therefore, those
products may be excluded from the scope of this Decision; -

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 supplied 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 Commission on the basis of all information available to
the Comm1ssnon :

Whereas at its general assembly in Paris on 29 May 1998‘_, the Office International
des Epizooties (OIE) adopted a revised version of its Animal Health Code on BSE
(OIE Code on BSE); whereas Article 3.2.13.14 of that Code recommends that bovine

brain,. eyes, spinal cord, tonsils, thymus, spleen, intestines, dorsal root ganglia,

trigeminal ganglia _ahd bones, and protein products derived from them from cattle over

- six months of age originating from countries with a high inciderice of BSE should not be

traded between countries; whereas the same Article recommends that bovine brain, eyes,

“spinal cord and distal ileum and protein products derived from them from cattle over

six months of age originating from countries with a low incidence of BSE and born
before the feedban was effectively enforced, should not be traded between countries;
whereas it further recommends that brains and spinal cord (list under study) and protein’

- products derived therefrom from cattle, originating from a country or zone that has not . -

demonstrated a BSE free status and has not declared any indigenous cases of the

disease, which were bomn before the date from which the ban on the feeding of

ruminants with meat-and-bone meal derived from ruminants was effectively enforced, -
and which were at the time of slaughter aged over 30 months (under study) should not

be traded between countries; :

Whereas the Code Commission of the OIE followmg recommendations of the
scientific Ad Hoc Group on BSE epidemiology, issued proposed amendmeénts to the’
OIE Code on BSE in September 1998; whereas the effect of those amendments would
be to require that those tissues, instead of not being traded; should not be used for
the preparation of human food, animal feed cosmetics, pharmaceuticals or

“medical dev1ces
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~+ _that, in the case of fallen bovine animals, sheep and goats, either the specified risk . :

- ®

(10) -

(i) -

(12)

Whereas the Scxentlﬁc Vetennary Committee in its opxmon of 21 October 1996

recommended on the basis of its risk assessment that specified risk materials, defined as . -

brain, spinal cord and eyes from cattle, sheep and goats-over-one year of age and spleens’
from sheep and goats over six months of age, should be removed from all human food
and animal feed chains in countries or regions where a potential risk was identified, and

materials should be removed so6 that they do not.enter any human food or ammal feed .

~ chain, or the whole carcase should be destroyed;

_Whereas the Sc1ent1ﬁc Steermg Comm1ttee (SSC) - adopted an oplmon on
" 9.December 1997; whereas in that opinion the SSC suggested a new and enlarged
list' of specified risk materials and #proposed ‘that those ‘materials should be
excluded temporarily. from human - and an1mal consumptlon dependmg on “the

geograph1cal source;

Whereas on the basis of the advice of the Scientific Veterinary Committee of 1

" 21 October 1996, in accordance with the risk assessment carried out by that Committee,
the Commission adopted Decision 97/534/EC of 30 July 1997 on the prohibition of the .
use of material presenting risks as regards transmissible spongxform encephalopathles

as last amended by Council Decision 98/248/EC; whereas in the light of the new

. scientific advice and the development of international standards the list of specxﬁed ‘
risk materials laid down.in Demsnon 97/534/EC is no longer appropriate;

Whereas certain rummant tissues should be de51gnated as specifted risk matenals on

_the basis of the pathogenes1s 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 individual animals; whereas slaughter techniques presenting a
risk of causing brain material to contaminate other tissues should not be permitted in
countries or regions other than those presenting the lowest risk of BSE; whereas it is.

“ necessary for practical and precautionary reasons-to exclude the use of distal ileum and

spleens from sheep and goats and, as appropriate, bovine animals, irréspective of age,
and mechanically recovered meat from the skull and vertebral column . of bovine .

. ammals sheep and goats;

"~

‘Whereas equivalent guafanteeé should be required for imports from third countries;
~ whereas the situation as regards TSEs may vary between countries and the import

requirements should therefore be adapted to-the particular situation of the country
of origin;

7 OJL216,8.8.1997,p.95. -
*  OJL 102,2.4.1998, p. 26.



(13)

L (14)

15)

Whereas Commission Decision 94/474/EC of 27 July 1994 concerning certain

protection measures relating to bovine spongiform encephalopathy and repealing

Decisions 89/469/EEC and 90/200/EEC’, as last amended by Decision 98/272/EEC'"°,

_and Dec1510n 97/534/EC should be amended accordingly;

Whereas this Decision should be reviewed in the light of new scientific information with

regard to risk of exposure to TSEs resulting from infectivity in animal species, age

categories, tissues or materials not yet covered by this Decision;

Whereas the measures provided for in this Decision are not in accordance with the
opinion of the Standmg Vetennary Committee; whereas they must- therefore be adopted
by the Council,

HAS ADOPTED. THIS DECISION:

1.

" Article 1
Scope

" This, Decision regulates the use of material presenting risks as regards certain

" transmissible spongiform encephalopathies (TSEs). It shall apply to the productlon and -

placmg on the market of live animals and products of animal origin.

' This Decision shall not apply. to:

(@) . cosmetic or medicinal products or medical devrces together w1th the1r starting

materials or intermediate products;

(b)  products not destined for use in human food, animal feed or fertilisers,
" together with their startmg materials or intermediate products

(c) products of animal origin destlned for exhlbltlon teaching, research specral
studles or analy51s

In order to avoid cross-contamination or substitution of the products -of animal origin
referred to in paragraph 1 by those referred to in paragraph 2, they shall be kept
separate at all stages unless the latter are produced under at least the same COI’IdlthIlS of
health protection in respect of TSEs. :

Amcle 2
Definitions

For the purposes of this Decrslon the followmg definitions shall apply: .

(1)

transmissible 'spongiform encephalopathies: all TSEs- with the exception of those
occurring in humans - . :

®  OJL 194,29.7.1994, p. 96.
' 0JL 122,24.4.1998, p. 59.
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placing on the market: any operation the purpose of which is to supply live anrmals' '
- -or products of animal origin covered by this Decision to a third party for sale, or any
_other form of transfer against payment of free of chargeto a third party and storage -

with a view to supply to a third party, regardless of whether the operation takes place

within a Member State, between Member States or from a thlrd country to a

Member State

products of ammal orzgm ‘any products derrved from or contarnlng a product derrved
from any ammal . <

which, or with the help of wh1ch the products referred to in Artrcle 1(2)(a) and (b)
are produced;

_-competent authorzty the central authorrty of a Member State competent to ensure

compliance with the requirements of this Decision or any authorlty to Wthh that
central authorrty has delegated such competence

'categ()ries: the c‘ategories set out in Annex I;

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

- Skull: the "bon'es of _‘the 'head, inéluding the'bones of the l'oWe_r jaw.

Arttcle 3 :
Classrﬁcatlon for determmatlon of BSE status '

Member States and thlrd countrles or regrons thereof shall be placed in one of four -

categones in accordance wrth Annex I

The Commrssron actlng in accordance with the procedure lard down in- Artlcle 17 of |
Directive 89/662/EEC, shall take a decision in respect of each apphcatron to placethe

appllcantMember State or third country, or region théreof, in one of four categories.

The Commission shall take its declslon wtthm six rnonths after the submission of the

* application. If the Commission finds that the application’ does not include all the
information laid down in Annex II, it shall ask for additional information within a - -
* delay, to bé specified. The. final decision shall then be taken w1th1n six months after

submrssron of the complete information. -

| Member States or’ third 'c'ountri‘es.‘ which have not ‘submitted ‘an " application” in

accordance with. paragraph 2. within six months after the date referred to in the

~ first paragraph of Artrcle 11 shall be placed in a category by the Commlssron on the

basis-of all mformatron avarlable to the Commrssron

_‘startmg matertals raw materlals or any other product of animal ongm out of :

* specified risk material: those tissues’ 'speciﬁed‘in Annex III; unless otherwisc :

" Member States or thtrd countries shall submlt an appllcatron to' the Commrssron‘
: accompamed by the . information lald down in Annex II for therr BSE status to’
be deterrnmed S ‘ :



" Member States shall communicate any changes in the circumstances relevant to their
BSE status to the Commission without delay. The eligibility of third countries to
export to the Community live animals or products of animal origin, for which this
Decision provides specific rules, shall be conditional upon their undertaking in-

' writing to communicate any changes in the circumstances reIevant to their BSE status
to the Commission without delay. -

The decisions referred to in paragraphs 3 and 4 shall be taken after consultation of the
‘appropriate scientific committee and shall be based on an assessment of the incident,
propagation and human exposure risk, taking into con51deratlon the recommendatlons
of the OIE Code.on BSE. ,

Article 4.
Specified risk material

Member States shall ensure that after 30 September 1999 the specified risk materials

are, under the direct supervision of an official of the competent -authority, removed

from animals which were slaughtered or which died on their territory and disposed of

in accordance with Annex III. They shall not be placed on the market for human food,
“animal feed or fertilisers after 30 September 1999.

Paragraph 1 shall not apply where animals have been subjected to a test which has been
_approved by the Commission in accordance with the procedure laid down in Article-17
of Directive 89/662/EEC, applled under the conditions laid down in Annex 111, pomt 8,
and the results of that test were negatlve '

“In Membef States, or regions thereof, which are not placed in Catégory 1, the
following slaughter techniques shall not be used on bovine, ovine or caprme ammals
whose meat is destmed for human or animal consumption:

|

(a) stunning or killir_lg by means of a gas injected into the cranial cavity; -

(b). laceration after stunning of central nervous tissue by means-of an.elongated
rod-shaped instrument introduced into the cranial cavity.

" The use of the skull and vertebral column of bovine, ovine and caprine animals for the -
production of mechanically recovered meat in Member States, ot regions thereof which
are not placed in Category 1 shall be prohibited after 30 September 1999. This shall not
apply to ammals ‘which will are subjected to a test in accordance with Annex III
point 8. .

By way of derogation from paragraph 1 the Commission, acting in accordance with
 the procedure laid down in Article 17 of Directive 89/662/EEC, may take a decision -
"in respect of the date of effective enforcement of the prohibition on the feeding of
mammalian protein to ruminants in each Member State or region thereof placed in
Category 2 or 3, and allow the application of paragraph 1 to be confined to animals .
- which were born before that date in those countries or those regions.



. Article 5 o
Placjng on the market

* Where bovme ovine or capnne animals commg from countnes or reglons thereof
. placed in one category are to be slaughtered after 30 September 1999 in the territory .
-of Member States in a lower category, paragraphs 2 3 and 4 shall apply '

*. The Member State of destmatron shall ensure that the specrﬁed risk matenals are
removed from the animals referred to in paragraph 1 and destroyed in accordance with

Article 4. Those animals shall be slaughtered in slaughterhouses approved for that - -

- purpose by the competent authority-and at the end of the normal slaughtering process.
The Member State of -dispatch shall ensure that:
(@)  for bovine animals; the ammal health certificates referred to in. Annex F to
Council Directive 64/432/EEC" are supplemented by the followmg words to
be entered in the section “Health data concerning bovine animals™: .
“'fhe BSE category of .the animals listed below is Category ..." (*);
™ Complete as appropriate with 1,2, 3 or 47,
() for ovine or caprine animals the animal health certificates corresponding to
o Model III in Annex E to Council Directive 91/68/EEC'” shall be supplemented
* by, the following words to be entered in section V “Health information”:
“BSE category of the ammals listed below Category )
™) Complete as approprrate wrth 1,2,3 or 4 7,
‘(c) for all animals, the competent authorlty of the Member State of destination is

. ‘informed of the BSE category of the animals in each consrgnment by means of
a specrﬁcally coded ANIMO message or by fax. - ‘

12

.The third country of dlspatch shall ensure that
~ (a) for bovine, ovine and ‘caprine ammals the appropriate certlﬁcates as requrred by

Commumty leglslatron are supplemented by the followmg words:
“The BSE category of the animals hsted below 1stategory e (B
(*)  Complete as appropr'viate with 1, 2, 3 or 4.”;

(b) the competent authority'of the Member State of destination is rnformed of the
BSE category of the animals in éach consrgnment by means of a specifically
coded ANIMO message or by fax o T

- OJL 121,29.7.1964, p. 1977/64. - .. e

OJL 46,19.2.1991,p.19. - -



Products llsted in Annex IV which contain material derived from bovine, ovine or
_caprine animals and are imported into the Community aﬁer 30 September 1999 shall be
accompanied by the appropriate certlﬁcate as requlred by :Community legislation,
supplemented by the followmg words: :

“The prod’ucts _originate from a country, or fegion within a conntf& in
‘BSE category ... (*). This category was established by Commission Decision
B AN (G ~ . : .

(*)  Complete as appfopriate with 1,2,30r4 .
(**)y Complete”. | : a '
 Where those products are imported from third countries, or r'egions thereof, in
Categories 3 and 4 or from third countries, or regions thereof,.in Category 2 in which

BSE has occurred, the appropriate certificates, as required by Community legislation,
shall be ‘supplemented by one of the following declaratlons signed by the competent

- authority of the country of production: -

“The product‘does not contain and is not derived from, specified risk material as ,
defined in Decision [.../..], produced after 30 September 1999, or mechanically
recovered meat obtained from the skull or vertebral column of bovine, ovine or caprine
-animals, produced afte_r 30 September 1999. 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 nervoustissue by means of an elongatedp
rod-shaped instrument introduced into the cranial cavity” ~ :

or,

“The product contains, or is derived from, material produced after 30 September 1999 of
bovine, or as appropriate, ovine or caprine animals which were tested and found
negative for the presence of BSE using a test which was approved in accordance with
Commission Decision [.../...]”

Any reference to “products” in this Article is a reference to the products listed in
Annex IV, not to other products containing or derived from those products.

By way of derogation from paragraph 5, the Commission actingl in accordance with -
~ the procedure laid down in Article 17 of Directive 89/662/EEC, may take a decision
‘in respect of the date of effective enforcement of a prohibition on the feeding of
mammalian protein to ruminants in any third country, or region thereof, in Category 2
- or 3, and-allow the application of paragraph 5 to be confined to specified risk
materials derived from animals Wthh were born before that date in-those countries-or ~
those regions.

11



Articlé6' . 7':." -
Official controls -

1. Member States shall carry out frequent official controls to verify the correct application
’ of this Decision and ensure that measures are taken to avoid contarmnatlon particularly -
in slaughterhouses, cutting plants, animal waste processing plants hlgh risk processing

- plants or premises-authorised by the Member States in. accordance w1th Article 7 of -
-~ Council Drrectlve 90/667/EEC13 points of sale to the consumer and storage facilities.

2. Member States shall-m =partlcular. set up a system to ensure and check that: o o
@ ’spec1ﬁed risk materials used for products rcferred to in Artlcle 1(2) are '
exclusively used for the authonsed purpose S .
, (b) ‘where livé vbovme, ovine or caprine animals are receiyed by Member States
* placed in a lower BSE category than that of the animals, those animals remain
“under official supervision until slaughter or dispatch from their territory.
Arttcle7 - o B
Further precautlonary measures - o
E Member States may take precautionary measures going beyond the measures prov1ded for in.
this Decrs1on in relatlon to ammals sIaughtered on their own terrltory :

Amcle,8
. Other acts

" This Decision shall be wnhout prejudlce to the provisions of Counc11 Decrslon 98/256/EC”
Dec1sxon 94/474/EEC and Comrmssron Decision 98/653/ECls :

) Article 9
: Amehdm‘ents

U ¥ | Art1cle 3(3) of De01s1on 94/474/EEC is hereby amended as follows

~(a) 'Pomt (a) is deleted

~

(b In pomt (©), the words ‘scientific tests are used to momtor the implementation
‘of (a) and (b)” are “replaced by sc1ent1ﬁc tests are’ used to monitor the
implementation of by’ :

© OJL 363,27.12.1990,p. 51.
. OJL 113, 15.4.1998, p. 33. -
5" 0L 311,20.11.1998, p. 23. -

12



2. Article 10 of Decision 97/534/EC is replaced by the followiﬁg:_
- “Article 10

This Decision shall apply from such time as the Commission, acting in accordance -
- with the procedure laid down in Article 17 of Directive 89/662/EEC, shall determine”.

Article 10
Review

This Decision and the Decisions referred to in Article 3-shall be reviewed regularly in the light * .
of new epidemiological information and scientific information with regard to criteria
determining the level of risk in regions, and the risk of exposure to TSEs resulting from
infectivity in other animal species, age categoties, tissues or materials. Where necessary this
Decision shall be amended after consultation of the appropriate Scientific Committee and in

accordance with the procedure laid down in Article 17 of Directive 89/662/EEC.

- - _ .+ Article 11
- Application

- This Decision shall apply from 1 January 1999. '

It does not apply to products which were produced before 1 October 1999 referred to in this
Decision, containing or derived from specified risk materials. ‘

 Article 12
- Addressees

This Decision is addressed to the Member States. _

Done at Brussels, N ' ' ' _ " For the Council -
’ ) - The Pres’ident

13



,. .1II._

. 'ANNEXI
. CLASSIFICATION

o

: ’For the purpose of determrnmg the BSE status of Member States or third countrles e |
- .or regions. w1thm Member ‘States or th1rd countnes the followmg categones:;_. '

are estabhshed

A MEMBER STATES

 GmpmidsEre ¢ i
..Categoi-y‘\.z' (orovisionally BSE fre_e) ‘;' EEE |
| Category3 (low BSE rlsk) -
. Category 4 (hlgh BSE rlsk)
B." | TI-IIRD COUNTRIES
Categoryl(BSE free)' v R k _. \ .
| Category 2 (provnsmnally BSE free) | :
. ‘_Category 3 (low BSE rlsk)

_Category4 (hlgh BSE rlsk) I S -

-Where an- ammal moves from one category of a country or region to another it shall -
~ ‘acquire or retain the highest numerlcal 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 w1th feed from that country or reglon with the hlghest
numerlcal BSE category ' - .

14



"~ ANNEX II

Informat:on to be submitted in support of an appllcatlon for recogmtlon of rlsk
classification under Artlcie 3 o

All data must be prov1ded on an annual bas1s and preferably from 1980 onwards but at least
from 1988. i » :

'Appllcant States must make every effort to provxde comprehenswe 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 assumptron for the purposes of a
risk assessment :

Informatio'n must be provided on:

1. ‘Structure and dynamics of the bovine; ovine and caprine animal populations

(@)  absolute numbers of animals per-species and breed, alive and at time of slaughter;

(b)' ‘age dlstnbutlons of ammals per spec1es and breed sex and type

() age dlstnbutlon of ammals per specxes and breed, sex and type at time of slaughter,

(d) o geographical distribution of the animals 'by species ar'ld breedS' a

(o) -geograph1ca1 dlstnbut1on of the ammals by husbandry systems ‘herd - sizes and
, product1on purposes ' ‘ . .

¢ I system of identiﬁcation and capacities for tracing of animals and a system of control
and p0551ble sanctions in accordance w1th Community leglslatlon on ammal
1dent1ﬁcatlon and registration. - :

2. Animal trade : o

'(a) imports and exports;

- (b)  trade within-fth'e geographical area,;

(c)  imports of embryos ard semen;

(dy - use made of imported animals, ‘embr—yos or s‘emen; :

(e) k mechamsms used by slaughterhouses to 1dent1fy ammals and then' or1g1ns ‘as well as
“data from these procedures :
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(2)
(b)
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@

“(b)

(c) .

(@
. (b)-

©

@

©
) -

. Animal feed

Meat and bone meal (MBM) bans

) Speclﬂed bovine offal (SBO) and speclﬁed rlsk materials (SRM) bans

domestic prodUction of Meat and Bone Meal (MBM); and its use p“er species and
husbandry system (in partlcularly the proport1on of the domestically produced MBM '

~ fed to bovme ovine and caprme animals)

1mports of MBM specifying country of origin, and its use per spemes and

- husbandry system' (in partlcularly the proportion of that MBM fed to bovme .ovine

- and capnne ammals),

.exporte’d MBM, specifying ,country of ’des’tin'alion.
complete_‘_description; :

dat‘es .ofinlioduction; . '

aciual implenlentation, policing and compliance ﬁgur.es;

possibilities of cross-contaniination w1th other feed" | .

| complete descr1ption

rda_tes of introduction;

.‘ectu_al ir_nplementation, policing and cornplgianceiﬁ‘gures.
Surveillance of TSE, W_ith pel‘ticular refenence to BSE and scrzipie :
incidence 'ol“ lebOratory conﬁrrned cases of VBSEMan.d lscr_apie;

age distribution, geographical distribution, and countries of ,orig'in of cases;

incidence of neurologlcal dlsorders in whlch TSE could not be excluded on chmcal S
: 'grounds in-any ammal species; - :

methodologies and programmes of survelllance and recording of clmical cases of BSE .
and scrapie, including awareness tra1n1ng for farmers veterinanans superv1sory -
bodies and authorltles o -

incentives for reporting cases compensation and reward schemeS' '

methodologies of laboratory conﬁrmation and recording of suspect cases’ of BSE
and scrapie; :
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(g)
(h)

@
(b)
©

@

©

® -

@ -

)

(b) -
(c).
@

strains of BSE and scrapie agents possibly involved;
existing systems or current plans for targeted active surveillance.
Rendering and feed processing

’

all rendering and feed processing systems used;

" nature of the records of rendering and processing plants;

quantltatlve and qualitative parameters of MBM and rendered anlmal fat production

- by each'of the processmg systems;

the geograplucal areas from which the rendered materials originate;
the type of raw material used;

parameters . on separate processing  lines for materials from healthy and’
suspected animals;

transport and storage systemé for MBM or feed containing MBM.

- BSE or scrapie related culling

culling criteria;
date of introduction of the culling scheme and of aﬁy Subsequent modification;
animalsculled (details as spéciﬁec_i in point 1);

sizes of herds in which animals were 'culled.
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1.

"CATEGORY 1

_ CATEGORYZ -

* ANNEX I
” SPECIFIED RISK MATERIAL -

The followmg tissues shall be desxgnated as specified risk matenals ‘depending on the
category of the country of origin or re51dence of the animal, determmed in accordance-.

- with'Article 3: . ‘ ;7

‘No tissues are designated as specified risk materials.

In countries, or regions w1th1n countrles placed in Category 2, the followmg are only ;
desxgnated as specified risk materlals where BSE has occurred'®:

. (a). the b_rain and spinal cord of:

- - bovine animals aged over 30 months,
- .ovine and caprine anlmals whlch are aged over 12 months or have a
permanent incisor erupted through the gum,

(b‘j ' the distal ileum and spleen of ovine and caprine ammals of all ages

CATEGORY 3

[

ﬂ,(a)‘ . the entire head excluding.the tongue, including the brain and dura mater,

pituitary gland, eyes, trigeminal ganglia and tonsils; the spinal cord and" dura
mater of bovine animals aged over 51x months and of ovine and caprine
- animals aged over 12 ‘months; :

: »(bj the distal ileum of bovme ovine and caprlne ammals and spleen of ovine and‘

caprine ammals of all ages

' CATEGORY 4

@ . the entire head excluding the tOngue,."inc'luding the brain and dura mater,
pituitary gland, eyes, trigeminal ganglia and tonsils; the thymus; the intestines

- from the duodenum to the rectum; the vertebral column, including dorsal root - '

ganglia, unless spemﬁc measures have been taken covering meat-and-bone
meal and maternal transmission and in the light of the latest available

-~ scientific -advice; spinal cord and dura mater of bovme animals aged over
six months and of ovine and caprme animals aged over 12 months;

16
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(b) other bones of bovine animals aged over 30 months;
~ (c).  the distal ileum and spleen of bovine, ovine and caprine animals of all ages. |

Pursuant to a Decision in respect of the date of effective enforcement of a prohibition
on the feeding of mammalian protein to ruminants in each country, or region of within
a country, placed in Category 2 or 3, as referred to in Articles 4(5) and 5(6), the"
application of the provisions related to specified risk materials may be confined to
-those derived from animals which were bom before that date in those countries or
those regions.

Member States shall ensure that the specxﬁed risk materials are removed
at slaughterhouses '

However, in Member States or regions within Member States that are not placed in
Category 4, the removal and subsequent destruction according to point 5 of specified
risk materials from raw material for the production of rendered ruminant fat derivatives
is not requlred provided that the derlvatives are produced in accordance with Annex V.

By way of derogatlon from point 3, Member States may allow the rernoval of:

(a) . specified rlsk materlal at cutting plants, high risk processmg plants or premises
referred to in Article 7 of Directive 90/667/EEC, under the direct supervision
of an official of the competent authority. Those establishments shall be

' approved for that purpose by the competent authority;

(b) " the vertebral column or bones at the point. of sale to the consumer on
their terntory : ' .

'Member States shall set up 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 w1th point 5. : :

VMember 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) by direct incineration; or,

- (b) prov1ded that the colour of the dye is detectable after processmg, by processing |
s followed by : :

)] incineration;
(i) . burning as fuél; or,

(iii) another method, which precludes all risk of transmission of a TSE, andis
. authorized and supervised by the competent authority.
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.

Where bovine, ovine or caprine’ ammals have died or have been killed i in the context.
of disease control measures, Member States may allow disposal of the entire body of
those animals w1thout removal of the spe01ﬁed risk materials.’ ~

: Member 'States may derogate frorn the provisions of points 3 'and 5'to allow the burning

of burial of specified risk material or-entire bodies, without prior stalmng, or," as
appropnate removal of the specified r1sk matenals in- the circumstances set out in
_Directive 90/667/EEC. :

The application of a test as an altematwe to the. removal of specified rrsk materlals
may be authorlsed under the fol]owmg conditions:

(a). o tests are camed out in slaughterhouses on-all ammals ellglble for the removal _
’ -of spe01ﬁed risk materlals : :

, (h)_ . no bovine, ovine or caprine product 1ntended for human food or ammal 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 authority; .. . : :

(c) | when a post-slaughter test gives a positive result, all_..bovi.ne, ovine and caprine ~
~material produced in the same batch is destroyed‘ in accordance with point 5.

" Member States shall carry out frequent ofﬁcml controls partlcularly in slaughterhouses
. cutting plants animal waste processing plants, high rlsk processing ‘plants or premises
. referred to in Article 7 of Dlrectlve 90/667/EEC, points of sale to the consumer and

storage facilities, and shall ensure that measures are taken to avoid contammatron
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ANNEX 1V

The products referred to in Article 5(5) are:

. (a)

®) -

(©)

-

(e)
(D

(2

-

o)
0)

&)

)

ﬁesh meat: fresh meat as deﬁned by Council Directive 64/433/EEC on heaith
problems affecting intra-Community trade in fresh meat'’;

minced meat and meat preparations: minced meat ahd meat preparations as defined ‘
by Council Directive 94/65/EC';

‘meat products and other products of animal origin: meat products ahd other products
of animal origin as defined by Council Directive 77/99/EEC'°; '

milk products, as defined by Council Directive 92/46/EEC?®, which are destined for
human consumption a.nd containing gelatin or rendered animal fat;

milk products, as defined by Council Directive 92/118/EEC?, which are destined for |
animal consumptlon and contalmng gelatin or rendered ammal fat;

fishery products, as deﬁned by Council Directive 91/493/EEC22 which are destined
for hur_nan consumption and containing gelatin or rendered animal fat;

egg products, as defined by Council Directive 89/437/EEC?, which are destined for
human consumption and containing gelatin or rendered animal fat; '

snails or frogs’ legs, as referred to by Council Directive 92/118/EEC, which are
. destined for human consumption and containing gelatin or rendered animal fat;

rendered fats, as referred to by Council Directive 92/118/EEC;

'gelaﬁ'n, as referred to by Council Directive 92/1 18/EEC;

petfood, as r'eferredlto by Council Directive 92/118/EEC;

processed animal protein, as referred to by Council Directive 92/1 IS/EEC;
.bones and bdne ‘producte as referred to by Council Directive 92/ 118/EEC;

raw mat.ertal Jfor the manufacture of ammal ﬁeedzngstujﬁ as referred to by
" Council Directive 92/1 18/EEC

oJ 121 29.7. 1964 P 2012/64. Directive as last amended by Directive 95/23/EC (OJ L 243, 11.10.1995,
p- 7). . :
OJL368 31.12. 1994 p. 10.
OJ L 26,31.1.1977, p. 85.

OJ L 268, 14.9.1992, p. 1.
OJL.62,15.3.1993, p. 49.
OJ L'268,24.9.1991, p. 15.
OJ L 212,22.7.1989, p. 87. .
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~ ANNEX V

_ Tallow derivatives may be used for the production of human food, animal feed or fertilisers

provided that they are produced by an appropnate val1dated and' strictly certified method
such as: .

1. Transestenﬁcatron or hydrolysrs at not less than 200°C for not less than 20 minutes
' under pressure (glycerol, fatty acrds and fatty a01d esters productlon), or

20 Sapomﬁcatlon with NaOH .12 M (glycerol and soap p_roduction): :

BRI in a batch process: at not less than 95°C for uot less than three hours; or, -

- - in a continuous process: at not less than 140°C, 2 bars for not less than
eight minutes, or equrvalent e

Moreover, other- tallow derivatives (e g. fatty alcohols, fatty amines, fatty amides) produced :
from the abovementloned and submitted to further processes may also be used
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