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- the second recommendatlon (doc VI/6665/96 Rev 6 ﬁnal) by wntten procedure :

s iny et Amaina

BSE is thought to have arisen from sheep scrapie,—although this is not confurned. Recent
experiments have shown that sheep can be infected by BSE produ(:ing' a disease:
chmcally indistinguishable from scrapre It i is therefore possible that BSE is, in fact, a
strain of scraple Furthermore sheep in the Community have been fed on meat-and—bone

meal ralsmg the. pos51b1llty that they have been 1nfected with BSE

A group of experts convened by WHO on3 Aprll 1996 recommended that "No part or -

product. of any animal whrch has shown signs of a transmrssrble spongrform t., '
' encephalopathy should enter any food cham (human or ammal) ""and "Countries should ’
- not perm1t tlssues that are hkely to contaln the BSE agent to enter any food. chaln

. (human or animal)." The ﬁrst recommendatlon is already 1mplemented in Commumty

law. On 21 October 1996 the Sc1ent1ﬁc Vetennary Comrmttee has glven its oprmon on

‘) -

The Commlttee consrdered that on the basis of studles of both experimental and natural ‘

. infection, and allowmg for a margm of safety, the tissues whlch should be excluded
~from human food and ammal feed are the brain, eyes‘and spmal cord from cattle, sheep :
. and goats over one year of age and the‘spleens of sheep‘ and goats over six monthsof
. age. On the baszs of this advrce the attached proposal defines these tissues, as we]l as
" the tonsils, as specrﬁed nsk matenal (hereaﬁer referred to as SRM) and proposes to
_ prohlblt their use. In addltlon it is proposed to prohlblt the use of the vertebral column. _ )

of cattle, sheep and goats for the production 6f mechanically recovered meat as thls

process may result in the presence of fragments of spinal cord in the: final product -

; The pmvrsrons are proposed to apply to all Member States but -as the risk of BSE in the '

UK remains 51gmﬁcantly higher than in other Member States the _existing measures in

respect of the removal of specified bovine material in the UK w111 remain in° force.



The Commission proposal takes a precautionary approach, based on the scientific advice
"ﬁrst outlined by the WHO expert group and later defined in detail by the Scientific
Vetermary Comm1ttee T

When assessing the risl{( in Member States other than the UK and in third countries, ihe
Commission is aware that meat-and-bone meal, which might have been infected with
BSE, was exported from the UK‘ in cOnsiderable.quantities between\the.Aeafly'19805,
When BSE e.ntered the British herd, until at least 1990 when Member States (and mosi
third countries) unplemented natlonal lmport bans on UK meat-and-bone meal Ammals '
- in-many other countries may thus have been exposed to infection, to an unknown
degree. In addmon it is estimated that a 51gn1ﬁcant number of infected ammals'were
dlspatched from the UK in this period. The1r tissues would have been rendered and may _
have been recycled in ammal feed, thereby exposing animals in other Member States to
.the BSE agent.

As no Member State or f.hird country can at \prese'nt demonstrate complete freedom from
all transmissible soongiform enceohalopafhies (for example BSE or scrapie), it is |
.proposed' to prohib{t the use-of the speciﬁed risk materials from all countries. In -
accordance with the 'Community's ‘WTO obligations, the possibility of a future
_ 'derogatlon for- third counmes is allowed for in the text. Any apphcatlon for such a

: derogatxon would have to be made in accordance with international rules on freedom' e

from TSEs and would have to be sc1ent1ﬁcally reviewed before con31derat10n by the .= -
) Standmg Vetennary Committee. V

No such derogation is proposed -for Member States, as the exact situation regarding‘
TSEs in Member States is unknown; with scrapie occurring throughout the Community. |
In addition, the granting of a derogahon to a Member State on the basis of freedom from
TSEs would have to be accompamed by a ban on trade into that Member State of cattle,

sheep and goats, thus dlsruptmg the smgle market in live animals. -
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"wh_ere it was rejected by simple majority.

T -_i.': .‘proposal to the Councﬂ w1thout delay :

Commlssmn Dlrectlve 97/ I/EC of 10 January 1997 bans provrsnonally the marketmg> of

cosmetxc products contalmng certam SRMs Slmllar rules w1th regard to food for-

- humans and annnals medlcal and pharmaceutlcal products are necessary.

As a certain penod of time’is needed for operators to adJust to these rules, and for the -
text to be notlﬁed to the WTO 1t is proposed that the Dec1sron will apply from 1.
October 1997

A _similar proposal when put to the Standing Veterinary Committee for an ophﬁon on 3

. December ‘1_996 did not obtain a qua]iﬁed‘, majority. Having received ‘an unfavorable

opdnion the Commission submitted the proposal to the Council on 17 December 1996, '

-

Inspections carried out in the Member States in 1996 revealed eertain deficiencies, in
pa_rti_eular in the surveillance‘andr'in1plementation,of the ban on use of mammalian

protein 1n ruminant feed. Trade in: certain product's in particular meat a'nd'bone meal. and

e s

encephalopathles o - ';,

3

' This proposal 1mplements in part the future actions to be taken on BSE as mentloned in o

= the commumcatron to: the Commlssmn of 14 May 1997

‘ The Commission not having received a favourable opi'nion ﬁoin the Standing'

: 'Vetermary Commrttee 1s requlred under Artlcle 17 of D1rect1ve 89/662 to submlt a




PROPOSAL FOR A COUNCIL DEClSION
~on the prohibition of the use of material presenting risks as regards transmlsSIble

~ spongiform encephalopathies

(Tekt with EEA relevance)

THE COUNCIL OF THE EUROPEAN UNION,
Having regard to the Treaty establishing the European Community,

.- Having regard to Cdun_cil‘ Directive- 89/662/EEC of 11 Decerhber 1989 concerning
veterinary checks in intra-Community trade with a view to the completion of the internal
market as last amended by Directive 92/1 18/EEC?, and in pamcular Article 9 (4) .
thereof,

| Having regard to Council Directive 90/425/EEC of 26 June ‘1 990 conceming veterina.ry_
and zootechnical checks apphcable in intra-Community trade in certain live ammals and
products with a view to the completlon of the internal markct as last amended by
Directive 92/1 18/EEC, and in particular Article 10(4) thereof,

Having regard to Council Directive 90/675/EEC of 10 Deccrhber 1990 laying down the
principles governing‘»th'e‘organization of vetcrinary checks on products entering the
Community from third countnes , as last amended by Directive 96/43/EC’, and in
e partlcular Artlcle 19 thereof '

Having regard to the proposal of .the,Cotnmission,

OJ No L 395, 30.12.1989, p.13.
OJNOL62 15.3.1993, p. 49.
OJ No L 224, 18.8.1990, p. 29.
OJ No L 373,31.12.1990, p. 1.
OJNOL162 171996 p. 1.
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Whereas accordmg to the second subparagraph of Article 9(1) ol Directive 89/662/LL(, =

~and the second subparagraph of- Article 10(1) of Dlrectlve 90/425/EEC the Member‘ .

State of : ongm or dlspatch is reqmred to 1mplement on 1ts terntory the appropnate

measures to prevent all s1tuat10ns llkely to constrtute a senous hazard to ammals or to .

** human health; -

- Whereas as a result of. mformatlon on the appearance of cases of a new variant of

. Creutzfeldt-Jakob disease in the United ngdom a risk of transmlssmn of the bovme-- l-

sponglform encephalopathy (BSE) agent to humans or other ammals cannot be ruled. :

out; -

| Whereas Comm1s51on Decision- 94/381/EC of 27 June 1994 concermng certam'
‘ protectlon measures w1th regard to bovme spongtform encephalopathy and the feedmg. -
of mammalran derived protem as amended by Decrslon 95/60/EC proh1b1ted the

; ‘feedlng of mammahan proteln to rummants throughout the Commumty,

Whereas Commission.‘Deci'sion.96/23§/EC'of 27 March 1996 on emerg_ency _‘measures

to protect against. bovine spongiforrn encephalo‘pathyR " as 'a'mended by - Decision B

" 96/362/EC was- adopted pendmg further evaluatlon of the new mformatmn and further

S measures to protect ammal and publlc health

Whereas Comm1ss10n Dec1s1on 96/449/EC of . 18 July 1 1996 on the approval of

' alternatxve heat treatment systems for processmg ammal waste with a v1ew to the_ :
,_mactlvatlon of sponglform encephalopathy agents “lays down the” best avallable "

| '_; method for processmg ammal waste as regards sponglform encephalopathy agents

OJNoL 172,7.7.1994,p.23.”
OJ No LS5, 11.3.1995, p. 43.
OJ No L 78, 28.3.1996, p. 47.
OJNoLl39 12.6.1996,p. 17.
®orNoL 184,247 1996; p. 43.



* Whereas a group of experts convened by'WHo on 3 April 1996 recornmended that no
part or- prodl.ict of any animal which 'had shown'signs of a transmissible spongiform - -
i encephalopathy (TSE) should enter ‘any “food cham (human or animal), and that
countnes should not perrmt tissues that are llkely to oontam the BSE agent to enter any

food chain (human or ammal), whereas - the Scientific' Veterinary Commnttee hasj o

- assessed the measures needed in the whole Commumty in order to 1mplement the '

' ‘recommendations of the afomementioned group of experts

Whereas the Scientiﬁc Veterinary - Committee has concluded that the rendering
procedure usmg 133°C at 3 bar for 20 minutee is the most important factor to assure the
safety. of meat-and-bone meal but that this system cannot completely guarantee the
complete removal of a TSE agent present in the matenal to be rendered if the system is
- ‘ challenged w1th matenal with high mfectw:ty,

Whereas the Scientific Veteﬁnary Committee has stated that several Member States
including the United Kingdom have reported scrapie in native-born sheep, that the -
presence of scrapie cannot lae excluded in any Member State where sheep are present
and that ot_lly a thorough epidenliological investigation conducted to common sté.ndards
}, will givethe ,necess_ary infonnation about ,tlie scta.pie status of each country;

Whereas measures must be implemented in ordef to protect ruminants from scrapie

. pending a proper epidemiological evaluation of the situation in the Community;

'Whe_reas the Scientific Veterinary Committee has therefore recommended that specified
risk mat'eri,als,b defined as lJrain, spinal cords and eyes from cattle, sheep and goats over’
~ one year of zige A‘an:displee_ns- from slieep and goats over 'six months of age; should be _

removed from all food and feed chains in countries or regions where a potential risk is =

. _identiﬁed and that, in the case of fallen cattle sheep and goats either the speciﬁed risk

materials should be removed so that they do not enter any food or feed chain, orthe -
whole carcase should be destroyed
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Whereas it is necessary for practical reasons to exclude the use of spleens from sheep

and goats, lrrcspccllvc o[ age, and mcchamcally rccovcrcd mcat lrom thc vcrtcbral '

E column of cattle sheep and goats

Whereas certain Member States have' already excluded certain material from the ‘food

~ and feed chains; whereas the United Kingdom has prohrbrted tissues in addltlon to those

recommended by the Scientific Vetermary Commxttee whereas Amcle 3 2.13.12 of the

V :Ammal Health Code of the Intematlonal Ofﬁce of EplZOOthS recommends that bovme

bralns eyes, spmal cord, tonsrls thymus spleen and dlstal rleum (tlssues under study)

and proteln products derlved from them from. cattle over six months of age ongmatmg )

: from countnes wrth a hlgh 1nc1dence of BSE should not be traded between countnes

Whereas the United Kingdom is consrdered fo. be a country with a high mmdence of
BSE whereas the tissues included on the hst of’ specrﬁed bovine: matenals of the Umted ]
Klngdom are in conformity with the hst of the afore mentroned Artlcle of the Animal

Health Code; whereas, therefore the Umted Klngdom should be authonzed to keep the '

‘.ex1st1ng,nat10_nal.measures in respect of the removal of spec1f1ed bovine material in

- force; -

[

Whereas a rlsk ana1y51s based on accepted sc1ent1ﬁc methodology may show that there

1s ‘a srgmﬁcantly hlgher risk of exposure of ammals or humans to TSEs in cértain

‘Member States; whereas those Member States may take action in respect of the removal

of addltronal nsk materlal of ammals slaughtered on thelr temtory,

' Whereas although the 31tuat10n as regards TSEs may vary between Member States.

umform rules throughout the Commumty should be- adopted in order to ensure a h1gh -
level of health protectlon and to av01d drstortlon of trade; ‘ ' .

Whereas equlvalent guarantees are requlred for 1mports from third countnes whereas

the srtuatlon as regards TSEs may vary between countnes and the 1mport requlrements

- may therefore be adapted to the partlcular srtuatron of the country of orrgm



. Whereas Comndssion Directive .97/ IIEC of 10 January 1997 adaptihg to technical
progress Annexes I, HI, VI and VII of Councll Directive 76/768/EEC on the
approx:matxon of the laws of the Member States relatmg to cosmetic products bans

’prowsxonally the marketing of cosmetlc products containing bovme, ovine and capnne

- tissues and ﬂulds from the encephalon, the spinal cord and the eyes, and the ingredients

derived therefrom; | -

Whereas the measures provided for in this Decision further contribute to the safe .

‘sourcing, processing and use of rurmnant ‘material for food, feed, njedical and

phannaceuﬁcal products and cosmetic products;

- Whereas there are no effective controls or tests which can determine whether or not

particular tissues have been used in the manufacturing of products; whereas, thefefore, ‘

in order to ensure that the tissues and fluids in question have not been used in the
manufacture of products which are marketed .in the Community, it is essential to ensure

that those tissues are removed and stained at the point of production, and subsequently

destroyed by incineration, followmg rendermg where necessary;, whereas such measures -

will also ensure that those tissues are excluded from food, feed . medical and

B pharmaceutlcal products and cosmetic products,-

Whereas the Council, atits meeting of 17 December 1996, rejected by a sunple majority
-the, Commlssmn s proposal on removal of specxﬁed risk materials;

Whereas inspections were carried out in Member -States in 1996 to check the

implementa_tion of Community measures on BSE; whereas the results of those

inspections are now available; whereas those inspections have revealed certain

“deficiencies, in particular in surveillance and implementation of the ban on use of

‘mammalian protein in ruminant feed;

" OJNoL 16, 18.1.1997, p. 85.
.. | 10
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. Whereas in v1ew of prevrous trade in certain products in partrcular meat and bone meal

and live ammals the possible presence of TSE agents cannot be ruled out 1n any of the
Member States; wheteas on the basrs of the results of the inspections, no Member State

can therefore be con51dered to be free from a potentral nsk from TSEs;

thereas the Comm1ssmn wrll rev1ew thlS Decrslon in the llght of new sclentlﬁc

information w1th regard to nsk of exposure to TSEs resultmg from mfectmty in other

: 'anrmal specres age categorres, trssues or matenals not yet covered by lhlS Decrsron

TS

) E Whereas the Commlsswn w111 make proposals to set up an effectlve TSE survelllance in

the Member States

Whereas "theStanding Veterinary Committee has not givena favourable' oplnion, =

¢

_ HAS ADOPTED THIS DECISION:

Article 1

For_the purposes_ of thls Deelsion "specified risk material" shall be defined as follows:

(@) the skull, including the brain and eyes, tonsils'and spinal cord of: -
o ) bo\j_ine animals aged-over 12 rnonths, -

- ov1ne and caprme ammals whlch are aged over. 12 months or

have a permanent incisor tooth erupted through the gum

() the‘spleens of ovine and eapri_ne animals. :

[

11



- o - Article 2
The use of speciﬂed;risk.mat'griaf for any. purpose shall be prohibited.

" Article 3

The.use of the vertebral column of bovine, ovine and caprine animals for the production
of mechanically recovered meat shall be prohibited.

- Arficle4
1.~ Specified risk material shall be stained with a dye on removal and either:
(a) destroyéd by incine;'ati(m, or

| (b) provided that the colour of the dye is detectable aﬁer pr_ocessing,-

processed and subsequently incinerated, buried, bumed as fuel or

otherwxse dlsposed of by a similar method which precludes the risk of

, transmlssmn ofa TSE

I

2. .Im excep't_iona] circ’urri;ténces and by way of derdgétion'from paragraph 1, -

specified risk mateﬁal ma& be burned gir buried in strict compliance with the

" conditions laid down in Article 3(2) of Council Directive 90/667/EEC'*.

3. Member States may derogaxe from the provisions of Article 2 and paragraphs 1
and 2 of this Article to allow the use of specified risk matenal for the purposes
of teaching or research in officially recognized establishments

2 0J No L 363, 27.12.1990, p.51. S
; | iz
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- Arfices

To ensure the correct appllcatron of thls Decrsron Member States shall carry out regular

ofﬁcral controls partlcularly in slaughterhouses cuttmg plants storage fac1ht1es and

ammal waste processmg plants, and take measures to avoid cross-contammatlon

'Articleti A -

1. _‘ Without prejudice to Artlcle 4(3) the 1mp0rt into the Commumty of spemﬁed
sk materlal is prohibited. . '
2 " In order to\b,e imported into the Community, products of animal origin intended -
o~ for food or feed shall be accompanied by the appropriate certificate, as required

by Communlty legrslatlon supplemented by a ‘declaration” signed ‘by -the
‘ ‘competent authority of the country of productlon worded as follows

"The product does not contain, and is not denved from specrﬁed risk

, matenal as deﬁned in Councrl Decrsron 97/~ - -/EC or- mechamcally :

recovered meat obtalned from the vertebral colurnn of bovme ovme or -

'caprme ammals

"3, In order to enable their products to be imported into the Community, producers

of medical, pharmaceutical, or cosmetic products, or their starting_'material_s or
intermediate products shal-l upon ret’;uest by the competent authority "o'f a
: -'Member State supply a declaratron 51gned by the competent authorlty of the

country of productlon worded as follows e

“The product does not contaln and is not derrved from speclﬁed risk

matenal as deﬁned in Councrl De01510n 97/—-/EC"”

* - .- ..
Reference to the present Decision -

* . . );
- Reference to the present Decision

13



.4, ‘At the request ol a thxrd country, dcrog,allons lrom the provisions of this

Decision may be granted, aﬁer consultation of the appropnate Scnentlﬁc
"Comm1ttee .and in accordance wnth the procedure laid down in Article 18 of E
Dlrectlve 89/662/EEC subject to submission by the thlrd country of adequate
scientific data to Justlfy its request. ‘

Article 7
- .Member States may take further action in relation to ariimals’slaughtered on their own.
territory. '

Article 8
This Decision shall be reviewed regularly in the light of new scientific information with
~ regard to the risk of exposure to TSEs resulting from infectivity in other animal species,
- age categories, tissues or materials. Where necessary this Decision. shall be amended
~ after consultation of the appropriate Scientific Committee and in accordance with the
o prdcedu;e. laid down in Artiélq 18 of Directive 89/662/EEC.

Article 9
This Decision shall be without prejudice to the provisions of Decision 96/239/EC. -

Article 10 -~

" This Decision shall apply from 1 October [997. * -

14
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Article 11

This Decision is addressed to the Member States.
Done at Brussels . 5 - For the Council
!
i " - ’ N
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