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I. PREFACE 

On 20 October 1997, the Commission submitted to the European Parliament and the Council its 
"Final consolidated report to the temporary committee of the European Parliament on the follow
up of recommendations on BSE (COM(97)509 final)". The report describes the main progress 
made since February 1997 in the field of food safety and consumer protection and gives details of 
the principal developments in combating BSE. 

In addition, the report sets out an ambitious work programme and states the Commission's 
intention to report every six months to the European Parliament and the Council on progress 
made in programme implementation. The Commjssion presented its first report in May 1998, 
which gave a broad overview of practical measures taken to combat BSE and to implement the 
new approach in the fields of scientific advice, risk analysis, risk management, control and 
inspection. The lirst report already gave details of completion of certain points in the 
Commission's Wlll'k programme, e.g. checks under Community law on the reporting of cases of 
BSE. In other an:as. the first six-monthly report described progress made to date. 

As the present report, the second in the six-monthly series, explains, a large part of the work 
programme has now been completed, and a synopsis of this is set out in Annex 1 (Table A). 
There are just a few points where the desired progress has not been achieved, e.g. with the 
European Union becoming a full member ofthe WHO and the International Office ofEpizootics. 
In general, the report reflects the priority that continues to be given to the BSE issue within the 
Commission. 

However. despite the progress which has been made, it is clear that further effort is needed and 
future work must be guided by the following considerations. 

1. With regard to BSE: 

Despite all the Commission's efforts, the Council has not agreed to a common approach to 
removing "specific risk material" from the food and feed chain. As a consequence, 
recommendations issued by the scientific committees have not been properly taken into 
consideration. In this area. risk prevention on a Community base remains inadequate. 

Progress has been made in implementing Community legislation, which was adopted to prevent 
the spreading of BSE, in particular the feed ban and the standards for treatment of meat-and bone
meal. Concerns do. however, remain where Member States have been slow in implementing 
Community law concerning the control ofBSE. 

The Commission has been vigorously pushing ahead work on validating a post-mortem BSE test. 
In the first half of 1999 the validation results will show whether the European Union currently has 
a test that can reduce the consumer risk. 

2. In relation to the Commission's new approach to consumer health protection 

The implementation of new stmctures for the scientific committees and the checks carried out by 
the Food and Veterinary Office of the Commission have yielded important information on current 
working methods. This information will be properly evaluated to develop and optimise the 
existing structures. 

Scientific recommendations and inspection visits require effective follow-up. The last year has 
shown how important it is to have good follow-up: deficiencies identified during inspection visits 
to third countries for tishcry products and for milk products resulted in consequent Community 
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actions b~cn taken. including import restrictions. Furthermore, recommendations of FVO 
inspectors have contributed to improvements of the hygiene situations in third countries, which 
cnahled the Commission to allow imports of products from third countries under defined 
conditions. 

The WTO-agreemcnt on Sanitary and Phytosanitary Measures (SPS) lays down the guiding 
principles, which the European Union follows in an international context. These principles 
require further development. One particularly important issue is how to implement the 
precautionary principle within the context of a scientifically-based consumer protection policy. 
Furthermore, the judgement of equivalence is subject of an in-depth discussion on an 
international level in particular in the Codex alimentarius. 

These issues of importance in the international context will be taken into consideration by the 
Commission in the draft negotiation mandate to be given by the Council for the forthcoming 
WTO-discussions on the SPS Agreement. 

The Treaty infringement procedure is relatively time consuming and therefore of limited use in 
achieving immediate improvements in health standards in the Member States. The Commission 
has speeded up the procedures in order to improve its etiectiveness . Experience shows clearly 
that in a reasonahlc number of cases the opening of infringement procedures has led the Member 
States to take action with a view to fully implement Community legislation. 

The European Parliamcnl·s and the Commission's joint conference on food safety- Lessons to be 
learned from the BSE crisis - will provide an opportunity to take stock of past progress and future 
challenges from a variety of angles. As such, it will make an important contribution to future 
discussion. 

Furthermore, the Commission will push ahead the work on its response to the debate on the Green 
Paper on the General Principles of Food Law in the European Union. 

In addition. the Commission intends to take up a number of points set out in its 1999-2001 consumer 
protection action programme. Article 152 of the future Amsterdam Treaty gives more impact to the 
Community action in the lield of health protection. 

In this respect, lessons k-.1rnt li·01n the BSE crisis will intluence the Commission's consumer protection 
policy into the next century. 
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II. BSE FOLLOW-UP- ACTION UNDERTAKEN BY THE COMMISSION SINCE 
NOVEMBER 1997 

l. Scientific Research and Advice 

' 
1.1. ScimUfic commiura 

i) Nomination of members and payment procedures 

With Commission Decision of 4 November 1997, 132 members of the Scientific Committees 
have been nominutcd, following a selection process on which the European Parliament was kept 
fully informed. The payment procedures for the members of the Scientific Committees are 
described in Annex 2. 

ii) Publicising the results 

All opinions of the Scientific Committees are on the INTERNET and can be consulted by all 
interested parties. Normally they appear on the INTERNET two to three days after their final 
adoption by the responsible Scientific Committee. It is now foreseen to publish them regularly on 
CD-ROM but not any more in paper form. 

1.2. Scicntific·qdvjce 1111 BSE mq«us 

i) Introduction 

In total 2~ scienti lir opinions related to BSE have been adopted since the new structure for 
scientific advice hcl:amc operational in November 1997. The complete list as well as the 
Scil'ntific Committl'CS involved are given in Annex 3. 

These opinions cover, as main areas, Specified Risk Materials (SRM), BSE risk, criteria for the 
assessment of the geographical BSE status of countries, export of de boned meat and certain 
bovine products from the United Kingdom, pneumatic stunning as practice for slaughtering 
ruminants, the risk of infection of sheep and goats with the BSE-agent, the safety of products 
derived from ruminant materials such as tallow, gelatine, meat-and-bone meal, di-calcium 
phosphate, organic fertilisers and the equivalency of alternative products to intestines of animal 
origin for use as surgical sutures. 

The opinions list appropriate measures to reduce the potential risk for humans and animals 
resulting from exposure to possibly infected materials and products therefrom. Where 
appropriate. they systematically refer to safe sourcing of the material, to the intended end-use of 
the tinal product. to the safe processing and to the exclusion of SRM as essential elements for risk 
reduction. 

In the sections hereafter. emphasis is given to the scientific advice on BSE matters provided since 
the first bi-annual n.:port of the Commission. 

ii) Evaluation of rnpid diagnostic tests for BSE in bovines 

The Commission is conducting an exercise to evaluate rapid diagnostic tests for TSE in bovines. 
A public call for expression of interest to participate in an evaluation exercise was launched in 
May. Thirty initiul expressions of interest from test developers were received, of which ten 
submitted full applications. Following expert assessment four tests were invited to participate. 
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The organisation of the evaluation exercise is now well underway. The evaluation will consist of 
an assessment of test sensitivity, specificity, detection limits and repeatability and is scheduled to 
be completed in spring 1999. As scientific developments on lest research are continuing, the 
possibility of running a similar exercise in the future has been kept open. 

The JRC Institute for Reference Materials and Measurements (IRMM) is providing support to the 
Commission in practical and scientific aspects of the test evaluation exercise, in particular as 
regards the handling and codification of samples, the critical assessment of results and the 
preparation of a linal report. 

The test evaluation protocol involves the provision of coded BSE positive and negative samples 
to the companies concerned according to their specifications. The Standing Veterinary 
Committee approwd a proposal ori 9 September amending Council Decision 98/256/EC (the UK 
export-ban) in onkr to allow BSE positive material to be exported from the UK for these trials. 
All samples will h~.: ~.:oded prior to testing in order to guarantee an objective evaluation and 
comparison of tht.· potential of each test. More than 10.000 individual samples have to be 
prepared to cover the needs for the project. Working with positive BSE tissue requires special 
authorisation and rigorous safety measures must be taken. The necessary authorisation has been 
obtained. 

Following completion of the test evaluation exercise, it is intended that the results will be passed 
to the appropriate Scientific Committees for opinion. 

iii) Assessment of gco~raphical risks 

The Scientific Steeri1,1g Committee (SSC) issued an opinion on the geographical risk on 23 
January 1998 and a slightly modified version on 20 February 1998. It defined three risk elements 
(incident risk, propagation risk and human exposure risk) and concluded that it should be possible 
to assess the geographical risk if sufficient data were available. It also specified an ideal set of 
data and undertook to carry out a regional risk assessment as soon as appropriate data would be 
available. 

On 12 July 199X. tilL' Commission adopted a recommendation inviting Member States and third 
countries to prm·itk information in accordance with the data-set specified by the sse in its 
opinion of 19 and 20 February 1998 with a view to assessing their epidemiological status with 
regard to TSEs . By I 0 November 1998, the following countries had submitted a BSE status 
evaluation dossier as a result ofthe Commission's invitation of30 July 1998 or as a reaction to 
the Scientific Steering Committee's opinion adopted on 19 February 1998 (on which the 
Recommendation is based): Argentina, Austria, Belgium, Chile, Czech Republik, Denmark, 
France, Germany. Italy, Luxembourg, Paraguay, New Zealand, Norway, Sweden and Spain. The 
United States of America, the United Kingdom and the Netherlands have announced that they 
will send their dossiers soon. In addition, a number of applications had already been addressed to 
the Commission prior to the 301

h of July (the date of publication of the invitation): Australia, 
Canada, Finland, Switzerland and Namibia. 

Those countries whose dossiers are not considered to be in accordance with the Commission 
recommendation will be invited to submit additional data. Moreover, the Commission is 
proposing a legal base for the categorisation of countries in the framework of its proposal for an 
effective surveillance ofTSEs based on Article IOOA of the Treaty (see point 5.4.iii). 

The SSC currently is working on a methodology tor the assessment of the geographical BSE-risk. 
A handbook is umkr development that is meant to guide experts, asked to analyse the expected 
l:ountry dnssicrs. i11 order to ensure that each application is analysed by the same approach. 
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Together with oll11.-r parameters, such as those listed by the International Office of Epizootics 
(JOEl in article 3.~.13.1 in the new version of the BSE-chapter, this risk assessment will form the 
basis for the categorisation of countries or regions with regard to their epidemiological BSE 
status. A preliminary version of the handbook was presented to the SSC at its September meeting. 
A tina! version is scheduled for adoption by the SSC in December 1998. The evaluation of 
country dossiers by external experts could then start in January 1999. 

Up to now, no categories of BSE-status are proposed by the SSC. The work on this issue is 
executed in full awareness ofthe ongoing work at the IOE on the same subject. The results of the 
working group addressing the human exposure risk (see below) will likely also influence the final 
proposal of the sse in this field. 

iv) Risk of human exposure arising from consumption 

In an attempt to l'Stablish a comprehensive analytical framework, one of the opinions of the sse 
addressed the BSE-risk in general (March 1998). Three major issues where recognised, namely 
the risk for humans from direct and indirect consumption of potentially infective bovine material 
and the risk of propagating the disease hy recycling the infective agent via the animal feed chain. 

With regard to til~ human exposure risk the SSC came to the conclusion that the by far most 
important exposure would be via direct consumption. Even if the indirect consumption should not 
he ignored, in a lirsl attempt the exposure of humans to BSE through the direct consumption of 
bovine and bovine products is going to be assessed. However, data on dietary consumption 
patterns are very dinicult to obtain and/or require time to be assembled. Benefiting from 
nationally available work, the working group is making some progress. 

As an exploratory effort the experts are asked to calculate some rough scenarios. These scenarios 
should estimate the number of humans exposed to the SSE-agent if one BSE-infected cattle 
would be slaughtered and "normally" processed. Assuming that the slaughtered animal would be 
sub-clinically inft:cted, but the disease would be close to the outbreak, (i.e. the animal would 
carry the full load of the BSE-agent) the scenarios should be calculated for three situations: 

all SRM processed as "normal"; 

all Central Nervous System (CNS) tissue and the Dorsal Root Ganglia (DRG) excluded 
from processing; 

the ~ntire list ofSRM, proposed hy the SSC (excluding the lung, see opinion of20 February 
l99R), would he cxcluckd. 

Prdiminary results are expected for December 1998, but final figures will not be available before 
1999. They will still lack the component of indirect consumption via derived intermediate 
products, such as gelatine or tallow. 

On 22-23 October 1998, the Scientific Steering Committee adopted an opinion on The safety of 
hones produced ashy-product oj'the Date Based Export Scheme. The main conclusion is that, 
under the strict conditions of the UK Date Based Export Scheme and given the risk analysis that 
wns carried out as part of the elaboration ofthe DBES proposal, the risk born by bones remaining 
aftt.:r the de-boning of meat from animals fulfilling the conditions of the DBES is considered to be 
remote. In order to address the remote risk that a clinically sound but BSE-infected animal would 
be slaughtered in the context of the DBES, or an equivalent scheme, the SSC recommended to 
exclude the skull (including the trigeminal ganglia) and the vertebral column (including the spinal . 
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cord and the dorsal root ganglia) from further use. The other bones should be assumed to be at 
least as safe as bones from animals from geographical areas classified at lower-risk. When 
transformed into gelatine or other products, they would have to be treated as if coming from such 
a source. The SSC linally stressed that these conclusions were not extrapolable to the whole 
European cattle population, as age at slaughter, traceability of the animals and their dam may be 
different. 
It should be stressed at this point that only deboned meat would be allowed for export under the 
DBES. 

v) Risk of transmission via blood 

Starting from the assumption that bovine blood could in principle behave as human blood, the 
sse decided to postpone its opinion on this issue until a scientific opinion and the results of a 
risk assessment on the possibility of a transfer ofCJD and nvCJD by human blood would be 
available from the Scientific Committee for Medicinal Products and Medical devices. This 
opinion was adopted on 21 October 1998 and immediately communicated to the SSC. It came to 
the conclusion that on the currently available scientific evidence the transfer of CJD via human 
blood can not be ~o:n111irmed. For nvCJD the information available is too limited to allow any 
condusion. Without further delay the SSC started working on the issue of bovine to bovine 
transfer' ia blood. llowever, it is therefore not expected to adopt an opinion on that issue before 
the end o I" this year. 

vi) Risk associated with the processing, use and disposal of dead animals and slaughter-offal 

The SSC has created a working group on these issues which reports to the TSE/BSE ad-hoc 
group. An opinion is expected for the December meeting of the SSC. 

vii) Risks associated with sheep and goats 

The SSC adopted at its plenary session of 24-25 September 1998 an opinion on the risk of BSE 
occurring in sheep and goats. 

Although there is currently no evidence to suggest that BSE occurs naturally in sheep and goats 
under field conditions, it has been experimentally demonstrated with highly infective brain tissue 
that BSE can be orally transmitted to certain genotypes of small ruminants. In how far SSE
infected meat-and-bone meal would have the same effect as the high infective tissues fed during 
the experiments has not been tested yet. 

On the basis of data on feeding practices, sheep and goats in many countries have probably been 
exposed Ill the BS 1·: agent through MBM. The Scientific Steering Committee considers that, if 
BSJ~ in sheep and goats exists, the most likely way of introduction has been through infected 
MBM. As a result, the previous or current geographical risks of exposure of sheep and goats to 
infection should be taken into account in any risk assessment. In this context it is noted that the 
feeding practices. e.g. the age and extent of MBM feeding of sheep and goats, are different from 
cattle. These will also vary depending on whether the animals are to be used for meat, wool or 
dairy purposes. Investigations under field conditions are needed. 

There exist indications that the BSE agent behaves like scrapie in sheep and goats. Once and if 
introduced. it can therefore not be excluded that BSE may be maintained and spread in the sheep 
and goat population by means of horizontal (from animal to animal) and vertical (from ewe to 
lamb) transmission. This implies that the risk could persist, even after an effective 
implementation of a ruminant feed ban. No information is currently available but it is noted that 
study of maternal transmission of experimental BSE in sheep is in progress. 
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The risk of humans being exposed to the BSE agent would originate from animals in the pre
clinical and dinical stage of the disease. It can be reduced by effective measures reducing the 
exposure risk. in panicular safe sourcing, exclusion of the potentially most highly infected tissues 
(age-specific specified risk materials) from processing, reducing the age at slaughter for human 
consumption and application of validated processing methods with a proven potential to 
reduce/eliminate ~Ill! residual BSE-intectivity. These measures have been previously described by 
the SS(' which considers that there is no scientific reason for a change in that advice. 

The list ofSRM should be regularly re-evaluated taking account ofthe results of ongoing 
epidemiological surveys on BSE in small ruminants and of new scientific data on BSE infectivity 
distributions in tissues of small ruminants, infectivity and transmission in small ruminants and 
whether in particular the lymphoreticuloar tissue should be considered more infective in sheep 
than they are in cattle. 

The Scientific Steering Committee finally recommended that high priority should be given to the 
validation of tests ti.)r large scale testing for differential diagnosis of BSE and scrapie. 

viii) Sufcty of products derived from ruminant materials 

In addition to its earlier opinions on the safety of gelatine, meat-and-bone meal, tallow and tallow 
derivatives. the SSC' has adopted opinions on the safety of di-calcium phosphate and of organic 
fertilisers. Regarding organic fertilisers, the scientists recommended that no organic fertiliser 
should be prodw.:~.:J from animals from high risk areas. In low and negligible risk areas the safety 
standards of meat-and-bone meal should be met; if the animals come from a low risk country, 
ingestion by man :111d ruminants has to be prevented. Tissues which are not infected with the BSE 
agent (C.):!. hooves. horns or hair) may be used as fertilisers. 

The scientific bases of the Opinion on the safety of ruminant-derived meat-and-bone meal used as 
a feed for food-producing farm animals (adopted in March 1998) were amended. An assessment 
was made as to whether application of the direct treatment ofraw material at l33°C/20' /3 bars is 
equivalent to a process where the raw material is first treated at less than l33°C/20'/3 bars and 
the meat-and-bone meal is only afterwards treated at l33°C/20'/3 bars. Equivalency was 
confirmed provided that, during the second treatment, the material contains enough water and no 
air is in the sterilising chamber. Following this assessment, scientists adapted their definition of 
the appropriate standard for treatment of ruminant-derived meat-and-bone meal. 

Finally, an assessment was carried out of the potential residual infectivity level in animal 
feedstuffs cross-contaminated with mammalian meat-and-bone meal. According to the scientists, 
no cross-contaminated feedstuffs, i.e. feed containing meat-and-bone meal, should be fed to 
ruminants. The kvl'l above which feedstuffs should be condemned should be the detection level, 
currently at about 0.5%. 

On 22-23 October. the SSC adopted one opinion on The safety ofhydrolysed proteins produced 
from hovine hidn <llld one opinion on the Evaluation of a new process for the production of 
gelatine regarclinl.!. /Is etJllivolency with commonly used industrial gelatine production processes 
in lams o(its Cllf'ucily l!f'inactivating!eliminating possible TSE infectivity in the raw material. 

Regarding hydrolys~.:d proteins the SSC is of the opinion that they can be considered to be safe 
as long as the ra\\ material ("fleshings" from hides, which are a material with no detectable 
intectivity) entering the hydrolisation process does not, for example through contamination, 
cmTy a high infective load and an appropriate transformation process is applied. Therefore, in 
order to prevent the risk of propagation of BSE, no material from animals suspected or known to 
carry the BSE agent, should be processed and the raw material should only be obtained from 
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healthy animals. In its opinion the SSC further specifies (severe) processing conditions 
according to the geographical source of the raw material (no risk, low risk or high risk countries 
or regions). 

For what concerns tile new process for the evaluation of gelatine, the SSC considered it 
impossibk to enlt1~1tc at present the equivalency of the alternative production process in terms of 
the inactivation/cli111ination ofTSE infectivity and invited the company to provide additional data 
and to carry out a study with spiked BSE infected raw material in order to estimate the infectivity 
reduction factor of the production process. Therefore, at present, the only preliminary conclusion 
can be that ruminant bones from animals certified fit for human consumption, to be used for 
production of gelatine with the alternative system, will have to come from BSE-free or SSE
negligible risk countries. 

Concerning the equivalency of alternative products to intestines of animal origin for use as 
surgical sutures, the Scientific Committee on Medicinal Products and Medical Devices 
(SCMPMD) has given the opinion that there are sufficient synthetic alternative products to catgut 
suture that provide equal, or even better clinical performance than catgut and that there are no 
clinical indications for the preferred use of catgut. 

With respect to any continued commercial supply of catgut sutures, the Committee is of the view 
that in the light of the bovine and ovine origin of the materiaL and the classification of intestines 
as tissues of medium infectivity,special conditions have to be met in order to manage the risks 
related to TSE. Since there arc no known inactivation processes that can be applied to catgut, risk 
management cannot he achieved by this method. The Committee is of the opinion that risk 
management could ,mly be addressed through the sourcing of material from BSE-free areas, 
coupled with the us •. : of processing methods that involve a controlled system of collection and 
handling in order to prevent cross contamination. Specifically, in the case of any continued 
production of catguL. the manufacturing process should be in conformity with the guidelines set 
f011h in appropriate standards and guidance documents from the Commission. 

1.3. BSE related research 

i) Follow-up on TSE research following the 17 March 1998 2"d joint call for proposals 

As part of the action plan on TSE research, a 2"d joint call for proposals was launched by the 
Commission on I 7 March 1998, within the BIOMED, BIOTECH and FAIR research 
programmes. This call was aimed at strengthening efforts in specific areas ofthe action plan 
which were not fully covered following the implementation of the first joint call. 

Based on expert's n.:commendations from the TSE risk assessment workshop, organised by the 
Commission on 28 January 1998, the call for proposals covered three main research themes: 

1) Risk assessm .. ·IH of spongiform encephalopathies; 
2) Treatment <llld prevention of spongiform encephalopathies; 
3) Co-ordination of research activities between Member States. 

The call, although very focused, attracted a wide response from the scientific community. 28 
proposals (9 BIOMED, 2 BIOTECH, 17 Fair) involving 141 laboratories were received. 
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Following an evaluation of the scientific and technical quality of the projects as well as their 
impact on ethical terms. carried out by the Commission assisted by independent experts, 13 
proposals were considered to be of high quality and therefore proposed for funding. 

ii) Orgnnisntion and "·ompletion of study of methods to establish quantity and quality of feed 
mafcrhlls in compound feedstuffs 

Validation studie., 111 peJformance 

The .IRC Institute t'lH· Health and Consumer Protection (IHCP) in Ispra (created in July 1998) in 
collaboration with the JRC Institute for Reference Materials and Measurements (IRMM) in Gee! 
has started in 1998 the validation of two analytical methods within the frame of BSE funded by 
DO XXIV. 

These studies are: 

• Validation of a method for the detection of the appropriate heat treatment of animal meals. 

• Detection of mammalian meals in feedingstuffs of plant origin by the so-called PCR 
method (polymerase chain reaction). 

The validation studies will be finished in December 1998 and the final results will be reported to 
DG XXIV. 

The following results have been achieved to-date for both methods of the validation studies: 

• Standard opL"ration procedures have been established containing the description of the 
analytical mL'lhod: 

• Videos being complementary to the written method and showing the critical items of the 
methods have been produced (copies are in production presently); 

• Participating laboratories from EU Member States have been identified and invited to the 
collaborative trial study; 

• The composition oftypical feedingstuffmixtures (compound feed) in Europe was 
established; 

• The test materials have been prepared for the trial studies (animal meal samples treated at 
various conditions) and are in production (feedingstuff); 

• Workshops have been held with the participants of the trial studies planned in order to 
inform about critical steps ofthe methods (16 and 17 September 1998). 

The validation ol' tilL' ml'lhod for detection of heat treatment has been started (20 September 
1998) and the n:sults are expected tor 11 December 1998. 

Further ral ida! ion studies planned 

The JRC has contacted Representatives of the Ministry of Agriculture, Fisheries and Food 
(MAFF). UK in order to discuss the validation of the UK ELISA method for the detection of 
mammalian meals in feedingstuff. It has been agreed that the JRC will examine in near future this 
method using the same samples which have been prepared for the study being based on PCR 
(actually in validation). 
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JRC' will invcsti!,!ah: the possibility of the detection of an appropriate heat treatment of animal 
meals being addl:d tu fecdingstuffwhere it is allowed. 

De\·elopment ofraJJid screening methods 

First experiments have been carried out in order to investigate the suitability of alternative (rapid) 
methods tor the detl!ction of mammalian meals in feedingstuff. These methods are based on the 
Fourrier Transform~d -Near Infrared Spectroscopy (FT -NIR) and the analysis of specific amino 
acids. 

2. Inspections and control 

2.1. Legal framewor/( 

At the time ofthl! report ofthe Parliament's Temporary Committee oflnquiry into the BSE 
situation, guarantees were offered by the Commission as to the manner in which the reports from 
its control and inspection services would be handled. In particular, a fundamental commitment to 
transparency in the handling of the findings and recommendations of missions was given. This 
was intended to allnw consumers to make informed choices, based upon independent, freely 
available. and timL·I~ information. The publication of the full texts ofFVO reports, including the 
recommendations. is an essential part of this commitment. 

In order to fulfil the guarantees, the Commission adopted two Decisions on performance of FVO 
inspections. Commission Decision 98/139/EC (Member State inspections) and Commission 
Decision 981140/EC (third country inspections) came into effect in February 1998. 

These Decisions have the following main effects : 

a reduction in the time allowed to the Commission to despatch its mission findings to the 
country concerned from 2 months to 20 working days ; 

a reduction in the time allowed to Member States to respond to mission findings from 2 
months to 25 working days. The same provision will be applied administratively to third 
countries ; 

where an emergency health risk has been identified, the above exchanges must take place as 
quickly as possible. A maximum period of 10 working days is allowed for the Commission 
to despatch its report, and the saml! period for the Member State to respond; 

the lindings 111" inspections and any recommendations for action will be made available to 
Member Stall:s, the European Parliament and to the public, subject to the need to respect 
the provisions of Article 214 of the Treaty of the European Community ; 

account is taken of the potential impact on the organisation and performance of control 
missions in the context of agreements between the European Community and third 
countries on sanitary measures applicable to trade. 

Veterinary on-the-spot missions carried out by the Food and Veterinary Office (FVO) are 
performed under these Decisions. 



2.2. Tile Food ami Veteriuarv Offic~ 

i) De\'clopment of internal Manual of Procedures by FVO 

The Manual of Procedures has now been in use for nearly 12 months. Updating of its provisions 
in the light of experience, and the reorganisation of the FVO, as described below, is an on-going 
process. J\ major step forward has been the adaptation of the Manuel in order to implement 
Commission Dec1si,ms 98/139/EC and 98/140/EC (see point 2.1. above). The Manual does now 
refkct these Decisi,lns. 

The Manual will lK' expanded in the near future to include additional guidelines on the 
organisation of missions and the presentation and distribution of mission findings. These will 
help to ensure a uniform approach by the FVO to the manner in which it carries out controls and 
inspections, and wi II make it easier for outside bodies to understand its mission findings. 

Work has also been started on the establishment of written procedures to cover other aspects of 
the FVO's activities. Once completed, these will form a main part of the proposed Manual of 
Procedures, and will contribute significantly to achieving the undertakings given in the below 
Communications on the transparency of operations in the FVO. The development of guidelines 
f(>r the performance of audits of competent authorities has also started. 

ii) Receipt of, and response to, IGS report 

Following a review of the structure and operation of the FVO, carried out in response to the IGS 
report, a number of changes to its internal organisation and operation came into effect on I 
October I 998. The main features are as follows: 

The responsibilitit::-- nfthe existing inspection Units have been reorganised along thematic lines, 
to allow the full introduction of"plough to plate" controls over the whole of the food production 
chain, as l"llllows: 

Unit 1 Food of animal origin derived from mammals 

Unit 2 Food of animal origin derived from birds 

Plant health controls 

Unit 3 Food of animal origin derived from aquatic animals 

Food of non-animal origin 

In addition, geographical contact points are being established within each Unit, to facilitate the 
handling of outside inquiries in relation to individual countries or regions. 

A Quality and Planning Section has been established within the FVO, as foreseen in the 
Commission's earlier Communications (COM(97) 183final and COM(98) 32final) on its control 
services. This is responsible both for the planning and development activities necessary for the 
implementation or tile new working practices described in the above Communications, and the 
establishment and Ppt.:ralion of the internal audit systems which will ensure that these practices 
are being t(11lowl.'d. 

Reports of missions undertaken by the FVO, and copies of comments received from the 
competent authorities concerned, are now available on the DG XXIV internet site: 
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(http:/ /europa.eu. int/comm/dg24/health/vi/reports/index _ en.html). 

iii) Recruitment of staff 

The two competitions to establish reserve lists of veterinary, phytosanitary and other food experts 
have been compktcd since the tirst bi-annual rep011. Recruitment from these lists has begun and 
will accelerate during the autumn of 1998. 

Oftice space in til~ I· YO's present building in Blackrock, Dublin, is now fully used up. Until the 
new temporary building at Clonskeagh is ready next year, additional new inspectors and support 
staff will work temporarily in Brussels. They will be posted to Dublin as soon as the new building 
is available. 

FVO staff on 1 October 1998 totalled 137. It is estimated that by March 1999 this number should 
increase to 160. 

2.3. BSE inspections 

i) Missions to the lJnited Kingdom since the first bi-annual report 

Council Decision 9X/256/EC and supervision of meat plants 

On 16 March 199R th~: Council adopted Decision 98/256/EC concerning emergency measures to 
protect against bovine spongiform encephalopathy, amending Decision 94/474/EC and repealing 
Decision 96/239/FC. A mission was carried out by the FVO in the United Kingdom (Great 
Britain), from 15 to 19 June 1998. The scope of the mission included the implementation of 
Chapter Ill of Cn111rnission Decision 98/256/EC (material derived from bovine animals not 
slaughterL'U in tilL' l inited Kingdom). the controls of the fresh meat establishments (focusing on 
the approval prlKL·dures. veterinary supervision and slaughter hygiene) and trade in fresh meat. 

As regards the impkmentation of Chapter III of Commission Decision 98/256/EC, the findings of 
the mission team led to the conclusion that the United Kingdom's authorities took action to 
transpose and implement Chapter III of the above mentioned Decision and its provisions appeared 
to be properly impkmented. Some recommendations were provided to the United Kingdom's 
authorities by the inspectors on different aspects such as traceability, certification and control of 
tallow. 

With regard to supervision of meat plants, important improvements were noted. However, the 
requirements of Council Directive 64/433/EEC with regard to the level of supervision in meat
plants are not yet fully respected. The supervision and internal audits performed do not lead to 
correction of individual deficiencies. The actual application of the UK's Hygiene Assessment 
System (liAS) has not lead to acceptable hygiene standards in the plants visited. Even if culling 
and slaughter for human consumption is performed on different days, no sufficient guarantees 
exist that all hygicnili requirements are fulfilled. · 

Some weaknesses in the system of traceability of the meat were observed. The major part of the 
resources of the ulh.:ial services is allocated to controls of SRM, the Over Thirty Months 
Scheme. calf-sch~·nJcs and export of bovine products under Chapter III of Decision 98/256/EC. 
Other items arc lllll i nspccted or supervised to the same level. 

Date Based Export Scheme (DBES) 

On l 0 June 1998. the Commission agreed a Draft Commission Decision amending Council 
Decision 98/256/EC as regards certain emergency measures to protect against BSE, and including 

-15-



rules for the DBES. Following discussion in the Standing Veterinary Committee (SVC), the 
United Kingdom's authorities agreed with the Commission services to have a mission carried out 
by the FVO in Great Britain on the matter. A list of issues to· be covered by the mission was 
drafted by the FVO, discussed in the SVC on 7 July 1998 and finalised in light of Member States' 
comments received. The mission was carried out from 20 to 24 July 1998. 

The scope of the mission was mainly concentrated in the assessment of following issues: 
epidemiology, fe~d ban, otTspring cull, the rules in place for the future implementation of the 
DBES (eligibility or the animals and controls on eligible products). The findings of the mission 
led to the following recommendations: 

• The United Kingdom's authorities should 

try to clari r~ "hy the number of BSE suspects not confirmed by laboratory examination is 
dl.!creasing rL·Iativdy sharply 

improve thr controls on passports in particular with regard to the return of passports after 
death, the follow-up in case of non-compliance and on dairy farms. (Some of these 
improvements had already been planned). 

• The Commission services should clarify 

the appropriate requirement for the United Kingdom in order to verify the survival of the 
dam of eligible animals tor 6 months; 

which information would oblige the United Kingdom to cease issuing export certificates or 
to intorm the competent authority of the place of destination if exports have already taken 
place; 

the draft Dl·cision with regard to the offspring cull in order to take into account the United 
Kingdoms' intention to directly incinerate the animals and to take into account the 
forcseeabk fact that not all offspring (100%) will be traceable. 

ii) Missions to PortuJ,!al 

Two FV< > missions were carried out in Portugal in 1998 on BSE related issues. The first mission 
took place from 11-15 May 1998. The outcome of this mission can be summarised as follows: 

Commission Decision 96/449/EC was implemented late (during 1998); 

There are administrative controls on the implementation of the ruminant feed ban; no 
laboratory examinations are carried out since the end of 1996; 

SRM are removed from the food chain since end January 1997; mammalian meat-and-bone 
meal containing SRM is entering into the feed chain; 

Doubts on the quality of the BSE surveillance were raised because the level of awareness 
seems not tn he sufficient in some regions. 

The Portuguese authorities announced a series of actions to address a number of 
recommendations made in the report of the mission. 

A sharp increase i11 I he BSE incidence during the summer motivated an emergency mission, 
which tot d.; plac~: lrllm 2H September to 2 October. This mission confirmed most of the findings 
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of the previous 111ission. The dratl mission report has been sent to the Portuguese authorities for 
their comments 011 I(> October 1998. The report will be finalized in view of possible comments. 

New data were provided on the results of SSE surveillance, which generally tend to be more 
satisfactory. However, the results of surveillance differ according to time and the geographical 
zone. Work remains to be done in that area. New information was also collected during the 
mission concerning. the control on the processing of waste, the implementation of the feed ban 
and SSE surveillance and eradication. 

The national incidence of SSE for the last 12 months up to the end of October 1998 is around 
111 cases per million cattle over 24 months of age (on the basis ofthe dates of confirmation of 
cases notified to the Commission). 

As a conclusion of the two missions, there is a considerable risk of recycling of the SSE-agent in 
Portugal. For legislative follow-up, please see Annex 5, point U, Chapter on Portugal. 

iii) Missions to other Member States 

The following missions have been carried out from November 1997 up to October 1998. Most of 
the relevant reports have heen provided to the Member States; in the light of the comments 
received l'rom tiK' 1\ kmhcr States, they have now been finalised and some of them have been 
placed on the D< i \XIV Internet site. 
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Member State ()ales Scope 

Sweden 24-28 November 1997 Decision 96/449/EC 

Follow-up regarding Directive 
90/667/EEC, ruminant feed ban and 
BSE surveillance 

Germany 24-28 November 1997 Decision 96/449/EC 

Follow-up regarding ruminant feed 
ban and BSE surveillance 

France 8-12 December 1997 Decision 96/449/EC 

Ireland 12-23 January 1998 Decision 97/73 5/EC; 97 /312/EC 
(SRM only); Follow-up on 
Decision 96/449/EC 

Belgium I Ci-20 February 1998 Decision 97/735/EC; National rules 
for SRM 

Denmark 23-26 February 1998 Decision 97/735/EC 

Follow-up regarding Decision 
96/449/EC 

Finland ~() March-2 April 1998 Decision 97/735/EC 

Netherlands I l-15 May 1998 Decision 97/735/EC; National rules 
for SRM 

France 6-11 July 1998 Decision 97/735/EC; National rules 
onSRM 

Follow-up on Decision 96/449/EC 

Sweden 24-25 August 1998 Decision 97/735/EC, Decision 
98/272/EC 

Follow-up on Directive 
90/667 /EEC and Decision 
96/449/EC 

Italy 14-1 S September 1998 Decision 97/735/EC 

Follow-up on Decision 96/449/EC 
and BSE Surveillance 
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Spain 28 September to Decision 97/735/EC 
2 October 1998 

Follow-up on Decision 96/449/EC 
and BSE Surveillance 

Austria 27-30 October 1998 Decision 97/735/EC, Decision 
98/272/EC 

Follow-up on Decision 96/449/EC 

Germany 26 - 30 October 1998 Decision 97/73 5/EC 

Follow-up on Decision 96/449/EC 

General conclusiPns of the series of missions carried out since March 1996, including the 
missions llf 199X. are given in Annex 4. 

3. Implementation uf Community law 

3.1. Communitv law obligations with regard to BSE and oosition in relation ofillegal exoorts from 
Ure United Kingclom 

On 26 June 1997. the Commission decided to open an infringement procedure against ten 
Member States for failing to apply certain aspects of Community law with regard to BSE. This 
tirst set of procedures was concerned essentially with the inadequate implementation of 
Commission Decision 96/449/EC (133°C/20'/3 bars heat treatment system for processing animal 
waste) and inadequate controls regarding Commission Decision 94/381/EC banning the use of 
mammalian tissue-derived proteins in ruminant feeds. 

In the light of further FVO inspections carried out in the second half of 1997, relating mainly to 
the application or Decision 96/449/EC, new infringement procedures were initiated on 25 March 
1998 against two other Member States (see Annex 5). 

Following the detect ion of illegal beef exports from the United Kingdom, the Commission 
opened on 22 S~o:ph:lllhcr 1997 an infringement procedure against the United Kingdom because of 
violation of Cou1H.:i I Din.:ctives 64/433/EEC and 89/662/EEC, and because of the export ban 
imposed under Decision 96/239/EC. 

In the same context a letter of formal notice was sent to the German authorities for failure to 
operate controls in conformity with Directives 64/433/EEC and 89/662/EEC. 

A detailed description on the current state of affairs with regard to all these infringement 
procedures is given in Annex 5. 

3.2. DUrer cases 

As Jitr as France is concerned, checks have now been completed concerning the ban on the use of 
tish meal in animal feeds and restrictive measures on the import of pet food from certain third 
countries (particularly the USA and Canada). Two letters of formal notice in respect of fish meal 
and pet food were dispatched on 4 August 1998. 

In each case, the n.:ply period is two months. 
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The Italian restrictions on fish meal (similar to the French restrictions) were the subject of an 
Article 169 letter dated 9 September 1998. 

3.3. Concfusjons 

The initiation of infringement procedures following FVO inspection missions to the Member 
States has achieved considerable progress in bringing Member States' national laws into line with 
Community law, and in achieving the practical application of Community rules and regulations. 

Where sh011comings persist, the Commission will persevere with these procedures. It also intends 
to open new procedures wherever inspection visits bring to light new situations which are in 
violation of Community law. In other situations where the strengthening of Community 
regulations would appear to be the sounder legal approach, the Commission will make the 
appropriate legislative proposals. Such is the case, in particular, concerning the requisite level of 
controls to be carried oul by Member States in application of Decisions 94/38 1/EC and 
96/449/EC (see point 5.3). 

The Commission would point out that it is making full use of the reforms decided in July 1996 
for applying Article 169 procedures: cases of infringement qualifying for a decision, especially 
BSE cases, are now dealt with on a two-monthly rather than a six-monthly basis; this increases 
the pressure on the Member States. Additionally, deadlines within which the Member States have 
to respond to formal letters of notice or reasoned opinions have been cut drastically (to just 15 
days, rather than the 60 days before). 

4. Situation with rcgurd to the UK beef ban 

4.1. Export ofgelatine and certain other protlucts 

i) Products covered 

Commission Decision 96/239/EC of27 March 1996 imposed an absolute ban on the export of 
live bovine animals. their meat and meat products, tallow and gelatine, and mammalian derived 
meat-and-hone meal from the United Kingdom. Commission Decision 96/362/EC of 11 June 
1996 allowed the n:sumption, subject to certain conditions, of exports from the United Kingdom 
or meat, meat products, meat preparations for human consumption, food for domestic carnivores 
obtained from bo' inc animals which were not slaughtered within the United Kingdom and 
products derived l"rom bovine animals slaughtered inside or outside the UK. 

Decision No 98/256/EC of 16 March 1998 gave the go-ahead for exports of certain products such 
as tallow. tallow-based products and derived products, and restricts to technical purposes the 
export of gelatine, di-calcium phosphate, collagen, tallow, tallow products and products derived 
from tallow produced in the United Kingdom from bovine animals slaughtered in the United 
Kingdom, thereby excluding their use in the human food or animal feed chains or in the 
manufacture of cosmetics or medical or pharmaceutical products. 

The Council also asked the Commission to review, in the light of scientific opinions adopted by 
the SSC, measures concerning certain products of animal origin such as tallow and gelatine. 
Against this background, the Commission submitted to the Standing Veterinary Committee on 12 
and 18 June 199R a proposal to amend the conditions for the resumption of dispatches of tallow 
and gelatine derived from materials from animals slaughtered in the United Kingdom. This 
proposal took account of the recommendations made by the SSC on 26 and 27 March 1998. At 
those meetings, most of the Member States said that they wanted to leave the working group set 
up by the Commission. parallel to this discussion, to complete their appraisal of harmonising the 

-20-



rules for production of these products at Community level and to resume discussion subsequently 
by reference to the special case of the United Kingdom. The United Kingdom has since gone on 
record as not havin).! any intention of dispatching to the other Member States gelatine produced 
from mah.!rials cu' l'n:d by the draft decision. 

ii) Traceability 

The new Decision introduces a legal obligation concerning the traceability of gelatine and other 
products manufactured in the United Kingdom from materials not originating in the United 
Kingdom and eligible for export, by strengthening the labelling, marking and certification 
conditions. These products also have to be handled separately from ineligible products in terms of 
time or space. 

4.2. Tire UK's I:.Xport CertifietlHerdSclleme fECHSI 

Council Decision 98/256/EC of 16 March 1998 concerning emergency measures to protect 
against BSE repeals Commission Decision 96/239/EC of 27 March 1996. In this Decision, it was 
decided to resume - in a conditional and limited fashion- dispatches from Northern Ireland of 
de-honed bovine meat from animals belonging to ''eligible" herds, i.e. herds clear of BSE for at 
least eight years. 

This first step towards lifting the ban on beef exports from the United Kingdom was possible 
because of the computerised cattle traceability system in Northern Ireland. Rigorous controls on 
the eligibility of animals for slaughter under the scheme and on the separation and traceability of 
products were laid down following an inspection visit undertaken by the Food and Veterinary 
Oftke in November 1997 to evaluate the proposed procedures and controls for the Export 
Certified Herd Scheme (ECHS). 

As provided for in Article 6(5) ofthe Council Decision, a further inspection visit took place on 
20-22 April 1998, with a view to evaluating the veterinary controls system in the light of Articles 
6 and 7 of the Council Decision. The outcome was that the authorities in Northern Ireland have 
clearly taken all necessary action to apply the ECHS in accordance with Council Decision 
98/256/EC. Only one slaughterhouse and only one cutting plant have applied for approval and 
have received it. Following presentation of the mission report to the Standing Veterinary 
Committee, the Commission decided, by Decision 98/351/EC, to allow dispatches to commence 
as from I June 1998. 

4.3. Tile UK'l· Dulf!-Btuec/ Exoort Scheme fDBESI 

The UK scheme concerns the export ofmeat and meat products from bovine animals of more 
than six months, but less than 30 months, either born or imported after I August 1996 and raised 
in the United Kingdom. Following a positive opinion from the SSC and various contacts between 
Commission sen il:~·s and United Kingdom authorities, a draft proposal was approved by the 
Commission on I 0 June 1998 and submitted for discussion at two successive meetings of the 
Standing Vcterinar~ Committee on 12 and 18 June 1998. 

Most Member Stutes shared concerns about the applicability of the system at a time when new 
cases of BSE are still being confirmed at an elevated rate in comparison to other regions. It was 
agreed to discuss the DBES again after completion of a mission by the FVO on the applicability 
of the system (see point 2.3). 

This mission took place from 20 to 24 July 1998 (see point 2.3.) and led to a broadly satisfactory 
outcome. On 9 September the FVO reported on the mission in the SVC. 
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Following the mission, the United Kingdom has forwarded information on how it intends to 
implement and improve the controls. In addition, the Commission services have introduced legal 
clarifications in li11c with the recommendations of the mission report in the draft proposal. 

The amended dru!"! I kcision has been discussed at the SVC meeting held on 6 and 7 October 
1998. TilL· draft proposal has been voted in the SVC on 4 November and has received a 
favourable vote of a majority of Member States. However, as a qualified majority was not 
achieved. the Commission decided on 11 November to submit a proposal to the Council for 
discussion on 23-24 November 1998. 

5. Legislation 

5.1. Co-deci5jon procedure 

The Commission's operational approach is that action related to the production or marketing of 
agricultural products, especially in the veterinary and phytosanitary fields, must be based on 
Article 1 OOa of the EC Treaty insofar as the aim of such action is to protect public health. It 
f<>llows that legislation in this field must be adopted under the co-decision procedure. 

The Commission dcl'ends this approach in Case C-269/97 (Commission v Council, an action for 
having R~.:gulation No 820/97 declared null and void), in which Parliament has given its backing 
to the Commission's conclusions. 

The new provisi(lllS in the Future Amsterdam Treaty concerning public health serve to extend the 
scope and dfccti' L'lless of Community powers in this field. More especially, the new Article 152 
establish~:s a link bdwecn veterinary and phytosanitary measures and public health within the 
framework of the co-decision procedure. Clearly, this innovation will mean that Parliament is 
fully involved in any new measures taken in this field. 

The Comrnission firmly believes that the new Article 152 will make it possible to deal effectively 
at Community level with crisis situations like BSE. 

In the current context, the following dossiers are worthy of note: 

Council Regulation (EC) No 820/97 of 21 April 1997 establishing a system for the 
identification and recording of cattle and regarding the labelling of beef and beef products. 

Th..: Council adopted its Decision unanimously, contrary to the Commission's opinion and 
contrary to tlw opinion of Parliament. The Commission is currently contesting this decision 
at the Europcan Court of Justice (Case C296/97 of22 July 1997). The Court is not expected 
to pass j udgcment before 1999. 

A proposal r, \I' a Co unci I Regulation on measures to promote and market quality beef and 
wal and 011 inli.mnation measure concerning the labelling of beef and veal, repealing 
Re~ulation li·.EC') No 2067/92. 

The Commission has amended the initial legal basis (Article 43 only) and accepted 
Parliament's amendment concerning the inclusion of Article 129 as a legal basis for 
consumer information measures. This amendment was not accepted by the Council which 
instead, unanimously, adopted a regulation restricted to information measures concerning 
labelling and using the initial legal basis. The Commission has protested at the lack of 
consultation of Parliament by the Council. 

Preparation of a "horizontal" TSE regulation based on Article I OOa. 
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The Commission is submitting to Council and the European Parliament a proposal for a 
global and lu11g-term surveillance system for transmissible spongiform encephalopathies, 
bas~d on i\rtidc 100a (see point 5.4 iii). 

5.2. Gew:ral /egislatil'<' measures 

i) Assessment of further changes to Directive 85/374/EEC (product liability) 

On 1 October 1997. the Commission adopted its proposal to extend the 1985 Product Liability 

Directive to primary agricultural products 1. The proposal gives full effect to the EP's 
recommendation contained in the report of February 1997 (by the Temporary Committee of 
inquiry into BSE) which called fo! a legislative proposal on primary product liability. 

The proposal was supported by most delegations in the Council2 and welcomed by the economic 
sector, in particular consumers, food processors, distributors and retailers. The European 
Parliament held its first reading on 4-5 November 1998. It approved the Commission's proposal 
to extend Product Liability to the agricultural sector. It also recommended to substantially modify 
a number of poims ol'thc 1985 Product Liability Directive (period and financial limits of 
liability). 

A common position could be reached bdore the end of the Austrian Presidency. In this case, the 
directive could h1.: linally adopted by next year. 

Once the proposal is adopted by the European Parliament and Council, the Commission intends 
to ussess whether any other initiative is needed in a context broader than the follow-up of the BSE 
inquiry. This assessment will be made through proper consultation (which could take the form of 
a Green Paper) with all parties concerned by p:-oduct liability legislation (consumers, producers, 
distributors, legal professions, insurance sector, public administrations). This exercise would be 
launched before January 2000. 

As required by Article 21 of the 1985 Product Liability Directive, the Commission will report by 
2000 on the application of the Directive. If the Commission concludes in this report that, in the 
light of the findings drawn from the consultation, the Directive needs to be modified, it will 
submit further proposals. 

ii) Food policy and the general principles of Food Law 

The Commission n:sponse to the debate on the Green Paper on« The General Principles of Food 
Luw in the European Union» is being actively prepared, but will take more time than previously 
anticipated. 

iii) Completion of simplific~ttion exercise on food hygiene legislation, including veterinary and 
phytos~mitary lq~i.,lntion 

The simplification of the existing 13 Veterinary Directives and the General Hygiene Directive is 
progressing steadily. The work requires significant re-alignment of detailed texts and is scheduled 
to be finished by the end of 1999. 

COM(97)478, OJ N" C 337, of 7.11.97 

Internal Mnrket Council of 18.5.98. 
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iv) Entry into force of' Rc~ulation EC/820/97 (beef labelling) 

The Commission llds adopted regulations for applying Council Regulation (EC) 820/97 
establishing a syslL'IIl for the identification and registration of bovine animals and regarding the 
labdling of beef and beef products. 

As far as identification and registration are concerned, these are: 

transitional arrangements for the start-up period (Regulation (EC) No 2628/97. as amended 
by Regulation (EC) No 21 05/98); 

eartags, holding registers and passports (Regulation (EC) No 2629/97 as amended by 
Regulation (EC) No 1177/98); 

the minimum level of controls to be carried out (Regulation (EC) No 2630/97); 

the application of minimum administrative sanctions (Regulation (EC) No 494/98). 

The application on the spot of Council Regulation (EC) 820/97 and of implementing regulations 
adopted hy the Commission raises problems for different national administrations. In this context, 
the setting up of a fully operational database constitutes a major task for many Member States. 
Under Article 5 of 1\cgulation (EC) No 820/97, all computerised databases in the Member States 
must be opcratioJ1~d by 31 December 1999. Pursuant to the first subparagraph of Article 6(3) of 
this Regulation, til~ Commission is authorised to decide what is "fully operational". The 
Commission has thlTefore sent the Member States a questionnaire, drawn up with the assistance 
of national experts, to obtain the necessary details. As soon as the Commission has received the 

completed questionnaires, it will examine them according to the set procedure. 

As far as labelling is concerned, they are: 

mutual recognition (Article 1 of Regulation (EC) No 1141/97); 

the minimum requirements for specifications (Article 2 of Regulation (EC) No 114 1197; 

checks (Article 3 of Regulation (EC) No 1141/97); 

sand ions (Art ide 4 of Regulation (EC) No 1141197); 

third-country approvals (Regulation (EC) No 2406/97). 

Where the prodlll.:tion of beef takes pla~.:c, in full or in part, in a third country, operators and 
organisations shall he entitled to label beef according to this Regulation if they have obtained 
approvalnf their sp~..·cifications by the competent authority designated for that purpose by each 
third country COJKemcd. 

The validity within the Community of any approval granted by a third country shall be subject to 
prior noti tication of the approval procedure of the third country concerned to the Commission. 
The Commission shall examine that notifications received from third countries are complete in 
order to ensure that the labelling arrangements relating to imported beef are of equivalent 
reliability to those applicable to Community beef. Up to date the Commission services have 
received 12 notifications from third countries, of which 11 are complete. 

On 18 February 1998, the Commission submitted to the European Parliament and the Council a 
proposal for a Directive based on Article l OOa and amending Directive 64/432/EEC on health 
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problems affecting intra-Community trade in cattle and swine (OJ C 100 of 2 April 1998) with a 
view to enabling the Commission to adopt, where necessary, practical arrangements concerning 
databases so as to ensure data flow between the different national databases and to guarantee their 
operational nature. 

The Commission also launched, at the beginning of 1998, the pilot project "IDEA" for the 
electronic identification of bovine animals. 

Finally, a report drawn up pursuant to Article 10 of Council Directive 9211 02/EEC on the 
identification and registration of animals was presented to the Council (COM ( 1998) 207). 

5.3. Stcengtl1ening o( controls ju the Euro11ean Union 

Harmonisation ot control programmes 

Commission Decision 98/470/EC implementing Council Directive 89/662/EEC as regards 
information on veterinary checks was adopted and published in OJ L208 of 24 July 1998. It 
provides lor the computerised forwarding to the Commission, according to a harmonised model, 
of the essential information on checks carried out at the point of origin and on arrival at 
destination. The requisite information mainly concerns the number of establishments subject to 
checks, the quantities checked, the type of controls carried out, the results of these checks and the 
staff deployed to carry them out. Under Article 16 of Directive 89/662/EEC, the information will 
be examined by the Commission in the form of the Standing Veterinary Committee. 

Strengthening o(sanctions 

For the purposes of Regulation (EC) No 97/820 (beef labelling), rules have·been laid down for the 
application of minimum administrative sanctions in Regulation (EC) No 98/494 (see point 
5.2.iv). 

Strengthening o(routine controls in the animal feed sector 

• Article 22 ol" I >irectivc 95/53/EC fixing the principles governing the organisation of official 
inspections in the licld of animal nutrition requires Member States to draw up, by I October 
1998 at the l•llcst, programmes laying down the nature and frequency of regular inspection 
arrangements. ln the light of shortcomings found in the Member States, the Commission 
has adopted on 3 November 1998 a proposal based on Article 1 OOA amending the rules 
with a view to making the Member States' inspection arrangements more effective so as to 
comply with Decision 94/381/EC banning the use of mammalian-derived proteins in animal 
feeds. The proposal could be discussed in the Council on 14- 15 December 1998. 

• The Commission is proposing to amend Article 22 to give it the opportunity to draw up 
specific control programmes at Union level, more especially laying down the frequency of 
inspections, nlongside the general national programmes provided for in this article. 

• The Commission has adopted on 13 November 1998 a Directive establishing guidelines for 
the microscopic identification and estimation of constituents of animal origin for the official 
control of lccdingstuffs. This directive provides that microscopic examination with a view 
to otlicial controls of the identification and estimation of constituents of animal origin in 
feedingstuffs are carried out using the guidelines. According to the progress of scientific 
and technological knowledge, this directive does not exclude the use of methods of 
analysis, otl11.:r than microscopic examination, which have been scientifically proved to be 
valid tor th1..· identi tication and estimation of the constituents of animal origin. 
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• The SSC recommends avoiding cross-contamination between raw materials from different 
animal species and between final products for consumption by different species. The 
Community legislation will include measures designed to prevent the contamination of 
anim~l feeds by mammalian-derived proteins during production and transport. The 
Community legislation will also lay down inspection arrangements based, if possible, on a 
single analytical method, as soon as such a method becomes available and has been 
validated. 

5.4. Pret1f!11(ion qud coutcol of T$E in qnjma(l· 

i) Cemmission Decision 98/272/EC on TSE surveillance 

Following the advin~ ofthe Standing Veterinary Committee meeting on 3 and 4 March 1998, the 
Commission aduptl·d a decision on the epidemiological surveillance ofTSE and amending 
Decision 94/474/Et' with a view to enabling a harmonised approach in the Member States and 
imposing an obligation to notify details of TSE cases to the Commission and to the other Member 
States (Decision 98/272/EC, OJ L122 of24 April 1998). 

An overview on the current situation with regard to BSE in the Member States is given in Annex 
6. 

ii) Commission Recommendation concerning the evaluation of the epidemiological status of 
countries 

On 22 July 1998, the Commission adopted a recommendation on information required to 
underpin requests for evaluation of the epidemiological status of Member States and of third 
countries with regard to TSE (sec also point 1.2.iii). 

iii) Draft Regulation concerning the effective surveillance of TSE in the Member States 

• Introduction 

The Commission has adopted on 1 8 November 1998 a proposal that fulfils the commitment taken 
by the Cnmmission on 20 October 1997, in its final consolidated report to the Temporary 
Committee of the btropean Parliament on the Follow up ofthe Recommendations on BSE, to 
present a proposal for an effective surveillance ofTSEs based on Article lOOA to the European 
Parliament and the Council. 

The proposal represents a large range of measur~s addressing all human and animal health aspects 
of food and feed production relating to risks of exposure to all TSEs. The specific risk assessment 
and management needed for cosmetic, medicinal or pharmaceutical products and medical devices 
justify the exclusion of these products from its scope. 

• Creation of the legal base 

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. 
Implementing rules are foreseen where future action can be expected. 

• International standards, scientific advice 

The provisions arc based on the IOE recommendations on BSE and on the various Community 
scientific opinions <~vailable in order to ensure a very high level of protection. In addition to the 
amcndml·nts to the Code adopted by the IOE in May 1998, the amendments proposed in 
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September 1998 hy the IOE Code Commission have beentaken into account. These latter 
amendments follow the recommendations of the scientific Ad hoc Group on the epidemiology of 
BSE which met in June. 

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

• Scope 

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

Industrial. cosmet il· und pharmaceutical products and medical devices and products destined for 
rest:arch. I.!Xhibitions or teaching are not included, because there is either no inherent risk for 
human or animal health or the provisions are covered by sectorial legislation. A general provision 
to ensure that those products can not enter the food and feed chains 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. 

Another 1.:xception of lesser importance is the maintenance of general, though TSE related, 
standards for the production of products such as gelatine and tallow in specific legislation. An 
example is the suggested purification of tallow, which is proposed to apply generally regardless of 
the TSE status of the country. 

• Pla~..:ing on lhl· market 

It is prop' 1scd to trcat 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. This approach is consistent 
with international obligations under the SPS Agreement. 

• Scrapie and BSE in sheep 

The successful experimental infection of sheep by feeding them BSE contaminated material, and 
the cnsuing clinical expression of the disease which is indistinguishable from scrapie, the fact that 
exposure to contaminated feed 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. Thl.! SRM ban requires removal and incineration of SRMs from bovine, ovine 
and caprine animals. The TSE surveillance addresses all TSEs and in particular BSE anp scrapie. 

This policy is continued in the current proposal. All existing Community rules on TSEs are 
incorporated in the proposal. hence including the preventive measures mentioned above. 
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A nl!w aspect is thl' creation of the legal base 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 or scrapie, or on trade rules to prevent the spread of BSE through sheep, no 
detailed rules arl' proposed in these areas. Scientific advice and international standards on the 
eradication of BSI· in sheep are also lacking but following the precautionary principle, detailed 
rules for BSE cmdiL·ation in sheep are proposed nevertheless. 

Community rules 1i.>r the movement of live breeding sheep and goats related to scrapie do 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 include scrapie. Since the 
proposal at hand has as its objective to harmonise all trade rules relating to TSEs, including 
scrapie, and offers the legal base for eradication of scrapie there is no longer a need for national 
programmes for scrapie control. 

5.5. Feedjngstuffacltlitives- Exclusion ofrisk mqteria/ from lhe food and fe.ed chain 

i) Rendering standards, specified risk material and related matters 

With a vil.!w to mi11irnising the risk of re-cycling BSE through animal feed, the Commission 
adopted I kcision '>h/449/EC which imposes from 1 April 1997 minimum heat treatment 
conditions for proL'~o:ssing animal waste to meat and bone meal, namely a temperature of 133°C, a 
pressure of 3 bars. a heating time of 20', which have been demonstrated as being effective for the 
inactivation of the agents of scrapie and BSE. The following legislative measures were initiated 
since adoption of Decision 96/449/EC: 

a) Adoption of a ban in animal feeds on meat-and-bone meal not produced in 
accordance with Decision 96/449/EC and restrictions on use 

On 21 October 1997, the Commission adopted Decision 97/735/EC concerning certain 
protection measures with regard to trade in certain types of mammalian mammal waste; this 
includes a feed ban for material not treated in accordance with Decision 96/449/EC. 

h) Draft Commission Decision concerning certain protection measures with regard 
to transmissible spongiform encephalopathies and repealing Commission Decision 
96/449/EC and amending Commission Decision 971735/EC 

As part of the programme of work mentioned in point 11.3.3, an amendment to Decision 
96/449/EC is now under discussion in the Standing Veterinary Committee with a view to 

• darifyill!,!. problems of legal interpretation raised during infringement procedures and in 
connection with inspection missions conducted by the Community in the Member States, 
particularly with regard to: 

- the definitions in Article 1 (low-risk material, animal waste etc.); 

- the derogation's set out in Article 1(2) ("bones for human consumption", fertilisers etc.); 
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• introdm:ing health protection criteria for tallow production, in accordance with the new 
SSC recommendation of 26 and 27 March 1998; 

• taking Hl:l:ount of a number of teclmical comments made by the FVO in its document on 
the general wnclusions (see first paragraph of point 3.3): validation of rendering plants, 
post-stcrilisatilln treatment etc. 

The Scienti tic Veterinary Committee will also be asked to review its document on the 
validation procedure for rendering plants in the light of the standards imposed by Decision 
96/449/EC. 

Decision 97/735/EC will be amended also to be in line with the new provisions. 

The Commission will also be submitting to the Council, as quickly as possible, an amendment to 
Decision 97/534/EC, the entry into force of which is currently scheduled for 1 January 1999, 
anticipating measures which the Commission intends to propose on the basis of Article lOOA (see point 
5.4.iii), the point being to defer the entry into force of the current decision to coincide with the entry 
into force of the amended decision. 

ii) Labelling of compound feedingstuffs 

Any proposal relnting to the quantitative and qualitative labelling of animal feed should imply 
that the competent authorities are able to verify. using "fit for purpose methods", to confirm the 
accordance of the r~al composition of Iced with the declaration of the ingredients provided by the 
manufacturers. 1\ l·11-opcrativc study has been organised to check the current possibilities for the 
determination i.e. lJUalitatively and semi-quantitatively, by microscopical analysis of the 
ingredients of compound feedingstuffs and in particular to detect the presence, the origin and the 
quantity of meat and bone meal. Twenty-five laboratories (23 official and 2 private laboratories) 
of 12 Member States (and Norway) participated to the co-operative study. The final report of the 
study is available since end of September and has been transmitted to the participating 
laboratories, the competent authorities and the European Parliament. The results of the study are 
in discussion in the Expert Committee "Methods of Analysis"; the conclusions and further 
follow-up will be submitted in December to the competent authorities of the Member States in the 
Standing Committee for Feedingstuffs (see also point 1.3.ii). 

iii) Desh·uction of meat-and-bone meal 

The stockpile of MBM resulting from the Over Thirty Months Scheme stood, in August 1998, at 
350 000 tonnes. and only some 1 300 tonnes have been disposed of in a household refuse 
incinerator. The lJnited Kingdom gave notice to the Commission, in a letter dated 6 October 
1998. of the conclusion of a contract between the UK authorities and a commercial firm for the 
large-scale incineration of 255 000 tonnes over a minimum period of three years. Work could get 
under way in the first quarter of 1999 provided the necessary permits can be obtained quickly. 

iv) Fccdingstuff additi\'cs 

On the basis of a n:port from the Scientific Committee on animal nutrition, the Commission has 
adopted a Directive amending Directive 70/524/EEC, which bans the use of ronidazole as an 
additive in feedingstutTs. 

Different safeguard clauses applied by the Member States have been examined by the Scientific 
Committee on animal nutrition, in particular tylosine, spiramycine, virginiamycine, carbadox and 
olaquindox. Dimetridazole is still ~nder examination. 
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The Commission bas presented a draft proposal withdrawing the authorisation of four antibiotics 
in feedingstuffs, in order to reserve their use or the use of antibiotics belonging at the same 
family, to the human medical use. 

Furthermore, as regards antibiotics, and in addition to the specific molecule by molecule 
examination carried out by the Scientific Committee on animal nutrition, an across-the-board 
examination is under way into the growing problem of resistance to anti-microbial agents. An ad 
hoc working party was set up to this effect in April 1998 by the Steering Committee. The group is 
now looking into the phenomena of resistance caused by the use of antibiotics in human 
medicine. in veterinary medicine, as feedings tuff additives or for other purposes (e.g. plant-health 
products). their d..:vclopment and dissemination, and is looking into what corrective measures, if 
any. should be taken. An interim assessment is expected to be available by the end of 1998, 
followed hy a fin;tl n:port in April 1999. 

The World Health l >rganisation conference held in Berlin in October 1997, the Economic and 
Social Committee of the European Union, the International Office ofEpizootics and the 
conference on antibiotic resistance held in Copenhagen in September 1998 concluded that 
antibiotic resistance must henceforth be regarded as a major, complex problem of international 
dimensions, and that the problem of resistance encountered not only in hospitals but also in the 
general population should be addressed. In the light ofthese conclusions, by consideration of the 
opinion expressed by the Scientific Committee on Animal Nutrition and by taking into account 
additional data supplied by Member States the Commission took the view that there are in the 
meantime sufficient scientific grounds in particular as regards the possibility of transfer of 
resistance and the development of cross-resistance for a ban on certain antibiotics authorised in 
feedingstutTs. On this background a draft Regulation was presented to the Member States 
withdrawing the authorisation of four antibiotics in feedingstuffs, in order to reserve their use or 
the use of antibiotics belonging to the same family, to human medical use. 

5.6. Uoclate 011 tire suueillance ami control qfcqmmcmjcqble diseuses qnd other health issues 

i) Estnhlishment of a Community network for the surveillance and control of communicable 
dis~uses and of :m action programme on rare diseases 

The surveillance and control of communicable diseases is one of the major strands of action in 
the tield of public health. 

Referring to the first bi-annual BSE follow-up report the following has developed: 

• Following the conciliation procedure in May 1998 the European Parliament and the 
Council jointly approved the setting up of a Community network for the surveillance and 
control of communicable diseases in the Community. The network is to be used for: 

the epidemiological surveillance of selected diseases including CJD; and 

an early warning and response system for the prevention and control of these diseases. 

The network will enter into force three months after publication in the Official Journal m 
October 1998 (D~:cision n° 98/2119/EC; OJ of 3 October 1998, L268). 

The network is intended to respond effectively and in a co-ordinated way to epidemics or 
outbreaks of comlllllllicahle diseases in the Community and to set up a system for effective co-
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ordination and consultation between the Member States which will address both routine and 
emergency situations. 

Work on implementing the network has already started and many of the surveillance projects 
under the 1996 - 2000 Community public health action programme on AIDS and communicable 
diseases (Decision N° 96/647/EC ofthe European Parliament and the Council) will be integrated 
into this network. 

• Further to the Commission Communication and proposal for a programme of Community 
action 1999 to 2003 on rare diseases within the framework for action in the field of public 
health (OJ C 203, 3 July 1997, p.6), the Council has adopted on 30 April 1998 a common 
position for a European Parliament and Council decision pursuant to Article 129 EC (OJ C 
227.20 July 1998. p.l). 

One of th~ objecl i vcs of this programme is to promote cross-border collaboration between groups 
of persons directly or indirectly affected by rare diseases, including neurodegenerative 
conditions. 

ii) Reinforcement of the protection of the health and safety of workers from risks related to 
exposure to BSE ~md TSE agents at work by the adoption of Directive 97/65/EC 

Commission Directive 97/65/EC strengthens the existing provisions under Directive 90/679/EEC 
on the protection of workers from the risks related to exposure to biological agents at work, to 
covl.!r situations arising from exposure to agents responsible for BSE and other related TSEs, and 
thus reinforcing the protection of workers, including abattoir workers, fanners, veterinarians, 
doctors, zoo-keepers and laboratory workers. 

Directive 97/65/EC came into force on 1 July 1998. On 30 October 1998, its transposition into 
national law had been communicated to the Commission by 9 out of 15 Member States. 

iii) Blood products und CJD 

In June 1998, th~· ( 'ouncil adopted a Recommendation on the suitability of blood and plasma 
donors and the s~n.:ening of donated blood in the European Community (98/463/EC). This 
Recommendation im:ludes pennanent deferral criteria for blood and plasma donors for the 
protection of recipients of blood and blood products. These criteria include individuals who have 
or have a history ofTSEs (or a history thereof in the genetic family), cornea/dura mater 
transplantation, or pituitary honnone of human origin (e.g. human growth honnone). 

The Commission has also sought the opinion of the Scientific Committee on Medicinal Products 
and Medical Devices on risk quantification for CJD transmission via substances of human origin. 
This opinion was adopted on 21 October 1998 (see point 1.2.v)). 

6. International aspects 

6.1. lnternqtional standqrds with regard to TSEs 

i) MBM safety standards and general standards in the IOE 

The question of the harmonisation of international standards for the production of meat-and-bone 
meal was not addressed at the last General Session of the International Office of Epizootics at the 
end of May 1998. The current JOE code on the inactivation of transmissible spongiform 
encephalopathy agl·nts during the production of meat-and-bone meal is less restrictive than the 
present Cnmmunily legislation and not fully in line with the recent scientific opinions of the 
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Scientific Steering Committee. In its staff working paper on the position to be taken by the 
Community, the Commission proposes taking the recent opinions of the Scientific Steering 
Committee of 26 March 1998 on gelatine, tallow and meat-and-bone meal into consideration 
when examining the proposed chapter on bovine spongiform encephalopathy. 

ii) Codex 

Codex Alimcntarius which is the F AO/WHO joint programme for international food standards is 
now examining the implications of regional differences in the prevalence of food borne pathogens 
in the management of microbiological hazards for foods in international trade. 

It is generally accepted that differences in the prevalence of various foodborne pathogens in the 
food chain do exist hetwecn regions. These differences may be linked to the environment or may 
be a result ofactiw and extensive control programmes. Examples are given including brucellosis, 
tuberculosis, BSL trichinosis, salmonellosis which have been eradicated or the prevalence of 
which is significantly different in some countries. 

Food safl'ly ohje~o:tl\'t:S in general and more specifically sampling plans, criteria etc. cannot always 
be consitkrcd uni \l'l sally common, but should retlect these relevant and significant differences. 
The existence of n:gional differences in the prevalence of foodborne pathogens in the food chain 
should be taken into account in the elaboration of relevant Codex documents, such as risk 
management prm:edures, inspection and certification of foodstutls in international trade. 
Discussions on these implications have been initiated during the meeting of the Codex Committee 
on food hygiene (Orlando, USA, 26- 30 October 1998). 

6. 2. Hormones 

The WTO Appellate Body (AB) has, following an appeal by the European Commission, revised 
the ruling handed down by the Panel on a number of important points. In its report, which was 
adopted on 13 February 1998, the AB found that the prohibition on the use of the hormones tor 
growth promotion in meat production was not based on a sufficiently specific risk assessment to 
show the existence or residues constituting a risk to the consumer. 

On 13 March 19()8 th<.! EC announced that it intended to carry out a complementary risk 
assessment focusing specifically on the potential health risks from hormone residues in meat and 
meat products. This risk assessment will include the evaluation of existing data in the EC's 
possession. those pruvidt:d hy other interested parties and the results of new studies. 

On the b;1sis of tho: r..:sults of the risk assessment the EC will draw the appropriate conclusions 
and amend Community legislation where necessary. 

According to the rules and procedures governing the settlement of WTO disputes, a Member shall 
have a reasonable p<.!riod of time to implement the recommendations and rulings of the AB. lfthe 
parties concerned are unable to find a mutual agreement, the reasonable period of implementation 
is determined through binding arbitration. Fifteen months are given as a guideline for the 
arbitrator in such cases, which can be shorter or longer, depending upon the particular 
circumstances. 

In the course of the negotiations with the US and Canada, it became evident that it was not 
possible to reach a nlLitual agreement on the reasonable period of time. Hence an arbitrator was 
appointed. 
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The Commission pleaded for a much longer implementation period pointing to the fact, that 15 
month would be insufficient both to complete a risk assessment focused specifically at potential 
adverse human health effects of hormone residues and their metabolites in meat and to implement 
the possible legislative measures. 

Nevertheless the arbitrator followed the guideline of the dispute settlement provisions and 
awarded the EC IS months to implement the AB ruling. This period will expire on 13 May 1999. 

Taking note of the decision by the arbitrator, the EC continues the complementary risk 
assessment of the potential adverse human health effects of hormone-treated meat. To assist with 
the risk assessment the Commission has decided to call on its independent Scientific Committee 
on Veterinary Measures related to Public Health (SCVPH) which will evaluate the scientific 
knowledge and evidence on the hormones in question. 

7. Situation with regard to CJD and nvCJD cases and assistance to nvCJD victims 

7.1. Current :dfllatimu:~ganlim: nvCJD ct1ses in the European Union 

Th~: total incidenc~.: of definite and probable new variant CJD cases identified by specific 
neuropathology to date is 30 in the United Kingdom and 1 in France. 

7.2. Assj~·tance to nvCJD victims 

Since the first bi-annual report, the Commission has made an internal transfer of resources 
(30.000 Ecus) to the new budgetary line (83-4308) entitled "Support for Associations seeking to 
help victims of Creutzfeldt-Jacob disease". 

Following contacts with the Human BSE Foundation in the United Kingdom, a grant of 30.000 
Ecus has been awarded to that association to assist in its operations. 

8. Frauds and financial aspects 

8.1. Era tul: co-orclitwtion 

With regard to the illegal tratlic in beef of United Kingdom's origin discovered in the 
Netherlands the Dutch magistrate has transmitted the first part ofthe Dutch judicial file to the 
Belgian examining judge in Bruggc. 

The judicial auth11rities in Belgium dealing with the investigations against the Belgian companies 
involved have orJ~.:n.:d house searches ofthe persons suspected to be involved in this affair. Three 
arrests were made on I 0 September 1998 but two persons were released after interrogation. The 
detention of one of them has been confirmed by the competent judicial authorities in Brugge and 
the person concerned did not lodge an appeal against this. 

The enquiries in France are still ongoing. The French magistrate has sent rogatory commissions to 
different Member States and has also issued an international warrant of arrest against two persons 
of Belgian nationality involved in the United Kingdom's beef case. 

The German judicial authorities which carried out proceedings against three German exporters 
haw closed the cases. The reason being that there was no proof against the exporters of 
knowingly having exported becfofUnited Kingdom's origin. The option remains, however, of 
reopening the proceedings should further evidence be obtained. 
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Criminal proceedings have been instituted by the United Kingdom's Ministry of Agriculture, 
Fisheries and Food against three defendants in respect of an investigation into allegations of the 
export of meat products in breach of European Union's Regulations. Further information will be 
available as soon as notice of the proceedings has been served upon the defendants. It should be 
noted that under United Kingdom's law there are restrictions on what can be reported whilst 
criminal proceedings are in progress which limits the amount of information which can be 
rekased at this stage. 

At the end of July 1998, the Belgian veterinary authorities discovered in a coldstore, non
approved for the storage of meat, a consignment of 50 t of beef. The outside of the cartons was 
marked with health lubels allegedly issued for two Dutch establishments, but the labels turned out 
to be falsl!. Moreovcr, health labels of the two Belgian establishments which were used last year 
to identify the illegal consignments including UK beef. were also found. A physical inspection of 
the beef rl!vealed that veterinary stamps were mostly cut out, but in some cases UK stamps could 
still be identified. According to transport documentation, the beef was loaded in Belgium and in 
the Nethl·rlands :md subsequently stored for the account of a Belgian company involved in the 
casL'. This atfair is still under investigation by the competent Belgian and Dutch authorities and is 
included in the judidal proceedings in Belgium. 

UCLAF will maintain contact with the competent authorities in the Member States concerned. 

The Council Regulation (EC) No 97/515 of 13 March 1997, concerning the mutual assistance 
between the administrative authorities of the Member States and the collaboration of these 
authorities and the Commission in order to insure the appropriate application of the customs and 
agriculture legislation, is in force since 13 March 1998. Title V of this Regulation set up the legal 
framework laying down a centralised database on customs information (CIS) with the objective of 
assisting the prevention, detection and follow-up operations contravening the customs and 
agriculture legislation by means of a faster transmission of information and more effective co
operation and control procedures on the part of competent authorities. 

Commission Regulation (EC) No 98/696 of 27 March 1998, based on Regulation (EC) No 
97/515, establishes those agriculture operations that could be targeted by the CIS in cases where a 
similar system is not provided elsewhere. During the preparation of this Regulation, the 
Commission took particular account of fraud cases related to BSE which could be covered by the 
information pro\ id~..·d, in the near future, into CIS database. 

lnl(lrmation pro\'id~d by CIS will allow suspected goods to be linked to such movements, both at 
intra-Community and extra-Community level, in order to trace them back to source. 

8.2. Financial consequences from findings on the Over Thirtv Months Scheme fOTMS) and the 
selective cull sclreme, should there be justifications of failures by the UK authorities to respect 
Community Regulations 

The Commission services have decided to propose financial consequences as regards expenditure 
declared in financial year 1996 and 1997 in view of the problems established by the Clearance of 
Accounts Unit, in particular as regards accounting, the control over scheme material, and the lack 
of decisive plans for destruction of the majority of the scheme material still held in storage. 

The UK authorities have appealed to the conciliation body in accordance with Art. '2( 4) of 
Commission Decision 94/442/EC. 
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The Commission continues to monitor the implementation of the BSE measures in the UK and 
has reserved its opinion as regards futurt:: financial corrections for expenditure incurred in relation 
to these measures. 

9. Consuml·r's e;uidc 

Following the publication of two versions of the ''Guide to BSE" ("Vademecum") designed to 
address consumer concerns, the Commission's interdepartmental working party has continued its 
work and produced a third version. Distribution of this guide commenced in October 1998 and 
will, like the previous version 1, be available in the II official languages. 

Doc CiiS-BSE (96) 7.5: almost 3 000 copies distributed in the II ofticiallanguages of the EU. 
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III. ANNEXES 

Annex 1 

TABLE A 

Action promised by the Commission's final consolidated report to the temporary Committee of 
the Eurnpl·:m flnrlhament on the follow-up of recommendations on BSE 

This table give.\· an overview of the state of achievement of the work programme included in 
llocllment COM(97) 509fina/ of20 October 1997 

Ref. Action promised Indicative timing Time of delivery 
No 

1.2 Nomination or Scientific October 1997 November 1997 
Committee (SC) members 

1.2.5 Acceleration or payment procedures As from 1.1.1998, 0024 May 1998 
for SC membl:rs responsible (ongoing) 

Payment of indemnity to SC For new committees: as November 1997 
members ti·om their tirst meeting (ongoing) 

2.1 Rep lacemcnt of two Commission Standing Veterinary February 1998 
decisions relating to performance of Committee (SCV) vote 
on-the-spot checks Oct. 1997, Decision 

coming into effect Nov. 
1997 

2.1.2 Recruitment ofstaffunder SAB Before end ofthe year End 1997 
1997 

In 1998 Ongoing 
Additional increase in staff 
numbers in FVO 

2.2 Receipt of, and response to, IGS October 1997 January 1998 
reporl. 

2.3 Development of internal manual Beginning 1998 November 1997 
procedures hy FVO 

3.2 Consul tati(lll procl:durcs on other Consultation for beginning I st Semester 1998 

aml·ndmcnts 111 Directive ofl998 
85/_~ 75/EE<. 
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Consideration of Green Paper on November 1997 (1) Ongoing 
food Law responses (1) and 
organisation of Food Law (2) November 1997 

conference ( 2) 

Completion of simplification 1998 I 1999 Ongoing 
exercise on veterinary hygiene 
legislation 

3.5 Establishment of a Community 1998 Entry into force 3 
network (or the surveillance and months after 
control of communicable diseases publication ( 

October 1998) 

Adoption o I' amendment to Beginning 1998 November 1997 
Dir~:ctive lJ3 'l-:X/EC re. stricter 
containment kvels for BSE 
laboratory work 

1998 

3.5.1 Adoption by the Commission of December 1997 February 1998 
projects on TSE research following 
the 29th April 1997 joint call for 
proposals 

3.5.9 Production and distribution of BSE Before end 1997 October 1998 
vadcmecum information for 
consumer 

3.6 Develop full membership of WHO Timing uncertain Ongoing 
and OlE by ( 'ommission 

3.7.1 Commission umsultation paper on Oct/Nov 1997 November 1997 
exclusion or high risk material from 
the teed chain and on ban on 
feeding animal protein to ruminants 

3.7.2.3 MDSC/SSC to discuss list of SRMs 16.10.1997 Opinion December 
and abolition of age limits on 1997 
exclusion of younger animals 

3.8 Vote in SVC on proposed ban on SVC vote Oct. 1997, Adoption October 
MBM not produced to new Decision coming into 1997 
standards and restriction on use effect Nov. 1997 

3.9 Organisation and completion of 1998 Ongoing ; final 
study of methods to establish results expected 
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quantity and quality of feed December 1998 
materials in l:ompound feedstuffs 

4 Introduction ol a legal requirement Before end of 1997 Adoption March 
for traceahili1' of gdatine and 1998 
certain other products made in the 
UK from non-lJK material 

Reinforcement of veterinary checks Before end of 1997 Adoption March 
with regard to Decision 9612391EC 1998 

Reinforcement of veterinary 
controls in the European Union: 

• Harmonisation of control plans Beginning of 1998 Publication of 
Commission 
Decision July 1998 

• Applicatitlll of Directive October 1997, ongoing Ongoing 
X916mVI·I ( · 

• Amendment of Directive 1998 I 1999 Not pursued 
8916081EEC, where necessary 

• Reinforcing controls when October 1997, ongoing Ongoing 
emergency measures apply 

• Reinforcing sanctions 1998 I 1999 For beef labelling : 
Regulation 1141197 
of23 June 1997, 
Article 4 

• Rein fore i ng routine controls 1998 I 1999 (at least partly Outstanding 
to be based on Article 
lOOA) 

Appropriate action on the basis of Revised UK proposal Adoption March 
scientific advice on the UK's expected 1998 

4.1 Export Certi1icd Herd Scheme 
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Submission of the report of the October 1997 October 1997 
mission to the UK 9-13.6.1997 to 
EP 

Submission of UK's proposal on a Official UK proposal of 2 Opinion February 
datt:-based export scheme to the October to be examined in 1998 
appropriate st:icntitic committees November 
for their opinion 

5.3 Taking appropriate action pursuant Ongoing Ongoing 
to Article lh') ofthe Treaty. where 
the UK failed to apply Decision 
96/239/EC 

Financial consequences from Ongoing (clearance of Ongoing (end 
findings on the over thirty months account procedure) 1998/beginning 
scheme and the selective cull 1999 
scheme, should there be 
justifications of failures by the UK 
authorities to respect Community 
Regulations 

5.4 New information obtained by the Oct.-Dec. 1997 October 1997 -
FVO inspel:tors with regard to February 1998 
implementation of Decision 
96/449/EC \\ill be submitted to the 
Commission :-.L·rvil:cs responsible 
for infral:tioll procedures 

6.3 Further follow-up missions October - December 1997 October-
concerning the reporting of all BSE December 1997 
cases will be undertaken to 
Germany, Italy and Sweden 

Proposal for a Council Regulation Before end 1 997 18 November 1998 
on effective TSE surveillance in the 
Member States 
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Annex 2 

Acceleration of payment procedures for the members of the Scientific Committees 

In October 1997, an analysis of the payment system was carried out and consequently improvements 
were introduced. However, a serious backlog of reimbursements existed until May 1998 but, since then, 
significant improvement has been achieved. Under normal conditions, i.e. when there are no specific 
problems with a claim, reimbursements are credited to the accounts of the experts no later than 
2 months (60 days) after a meeting. 

As regards the indemnity payments, the Commission has decided, in agreement with the members of 
the Scientific Committees. to make these payments 3 times per year. The first series of payments under 
this system was initiated in March and completed by May. A second batch was sent out in July. The 
linal payments in 1998 will be in November_. 
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Annex 3 

Scientific Opinions related to BSE, adopted by the Scientific Committees since November 1997 
(status on ll.l l.98) 

s cientific Committee Date of adoption Title of opinion adopted 

1 . Scientific Committee on 17 February 1998 
Veterinary Measures relating to 
Public Health 

2 . Scientific Committee Cosmetic 23 September 1998 
Products nnd Non Food 
Products 

3 . Scientific Committee on 16 September 1998 
Medicinal Products and Medical 
Devices 

4 . Scientific Committee em 21 October 1998 
Medicinal Products and Medical 
Devices 

5 . Scientific Steering Committee 9 December 1997 

6 . Scientific Steering Committee 9 December 1997 

7 . Scientific Steering Committee 22-23 January 1998 

. 

8 . Scientific Steering Committee 19-20 February 1998 

9 . Scientific Steering Committee 19-20 February 1998 
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Safety of slaughter practices and 
methods: risk of spread of BSE 
infectivity through cross contamin ation 

matic 
ess of 

of different tissues by using pneu 
stunning during the slaughter proc 
ruminants 

Opinion on tallow derivatives 

Opinion and report on the equival ency 
of alternative products to intestine s of 

utures. animal origin for use as surgical s 

Opinion on the risk quantification 
CJD transmission via substances o 

for 
f 

human origin. 

Listing of Specified Risk Material s:a 
to scheme for assessing relative risks 

man 

Report on the UK Date Based Exp ort 
Scheme and the UK proposal on 
Compulsory Slaughter of the Offs pring 
ofBSE Cases 

Opinion of the Scientific Steering 
Committee defining the BSE risk for 
specified geographical areas 

Opinion on the revised version of the 
UK Date Based Export Scheme an d the 

hter UK proposal on compulsory slaug 
of the offspring of BSE-cases, 
submitted on 27.01.98 by the UK 
Government to the European 
Commission 

Final Opinion on the contents of a 
"rnmniPtP rlnc:c:iPr of the 



epidemiological status with respect to 
TSEs". 

10. Scientific Steering Committee 26-27 March 1998 Opinion on BSE risk 

ll. Scientific Steering Committee 26-27 March 1998 Opinion on the Safety of Gelatine 

12. Scientific Steering Committee 26-27 March 1998 Opinion on the Safety of Tallow 

13. Scientific Steering Committee 26-27 March 1998 Opinion on the Safety of Meat and Bone 
Meal 

14. Scientific Steering Committee 25-26 June 1998 The safety of dicalciurn phosphate 
precipitated from ruminant bones and 
used as an animal feed. 

15. Scientific Steering Committee 25-26 June 1998 Possible links between BSE and 
organophosphates used as pesticides 
against ecto- and endoparaistes in cattle. 

16. Scientific Steering Committee 24-25 September 1998 Opinion on the risk of infection of sheep 
and goats with Bovine Spongiform 
Encephalopathy agent. 

17. Scientific Steering Committee 24-25 September 1998 Report and Opinion on mammalian 
derived meat and bone meal forming a 
cross-contaminant of animal feedstuffs. 

18. Scientific Steering Committee 24-25 September 1998 Scientific Opinion on the safety of 
organic fertilisers derived from 
mammalian. 

19. Scientific Steering Committee 24-25 S~:ptcmber 1998 Updated Scientific Report presented on 
24-25 September to the Scientific 
Steering Committee on the safety of 
meat and bone meal derived from 
mammalian animals fed to non-
ruminant food-producing farm animals, 

20. Scientific Steering Committee 22-23 October 1998 The safety of hydrolysed proteins 
produced from bovine hides. 

21. Scientific Steering Committee 22-23 October 1998 The safety of bones produced as by-
product of the Date Based Export 
Scheme. 

22. Scientific Steering Committee 22-23 October 1998 Evaluation ofthe ELLCO-FOOD 
process for the production of gelatine 
regarding its equivalency with 
commonly used industrial gelatine 
production processes in terms of its 
capacity of inactivating/eliminating 
possible TSE infectivity in the raw 
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Annex 4 

General Conclusions of veterinnry missions regarding BSE since 1996 to Member States 
(excluding the United Kingdom) 

1. Rendering standards 

A tirst round of inspections to Member States (except the United Kingdom, subject to specific 
missions) took place from October to December 1996, to assess the presence and management of 
main risk factors and surveillance procedures with regard to BSE. The assessment was founded in 
pm1icular on IOE criteria (supporting document of the IOE International Health Code on BSE, 
up-dated May 1996 ). 

Part of the assessment covered the systems of commercial rendering and other methods of animal 
waste disposal. At this time, Commission 96/449/EC on alternative heat treatment for mammalian 
waste (so-called « pressure standard »)was not fully applicable yet. 

The following main findings were made: 

• Certain M~mber States had not fully implemented Community legislation (Directive 
90/667/EFC. Decision 92/562/EEC, Decision 94/382/EC) with regard to the 
approval!rl.·~istration of plants and their processing requirements. Some Member States did 
not ~:ven ha\ l.' a full knowledge of all plants and their processing parameters. 

• A few Member States produced mammalian Meat and Bone Meal only or almost only by 
pressure standard. 

• There were deficiencies in the official controls over the processing requirements in the 
rendering plants in most of the Member States visited and cases of non-compliance with 
the processing requirements were identified during the missions. 

• Certain Member States ensured incineration of bovines which had been diagnosed to have 
BSE, whereas in others, suspect cases might entered the normal rendering chain or be 
buried. 

General conclusions and a number of recommendations were drawn up following these 
inspections and provided to the Commission and Member States. 

The second round of inspections was targeted in particular at assessing the implementation of 
Commission Decision 96/449/EC (on the approval of alternative heat treatment systems for 
processing animal \\aste with a view to the inactivation ofspongiform encephalopathy agents), 
but also at following-up on the previous missions. 

None of the Member States, except one, had fully implemented the Decision, even the degree of 
non-compliance varied largely. In a number of cases, improperly processed mammalian protein 
(not treated with the pressure standard) entered the feed chain. 
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It must be recognised that, considering the relatively short time available and the extent of the 
required ad'!-ptation. major efforts were developed by a large part of the industry in the 
Community under monitoring by Member States authorities; to implement the pressure standard. 

The major reasons for incomplete implementation varied: decision from the Member State not to 
apply or not to fully apply the decision, sometimes due to an interpretation different from the one 
of the Commission concerning the high number of plants which needed to install a new 
equipment; deficiencies or delays in the administrative action, in particular by not applying the 
appropriate authorisation procedures or not adequately controlling storage and movement of 
improperly processed material. 

However. it shall be noted that the second set of missions usually revealed a relative improvement 
in the implementation of Community legislation in the area of animal waste handling and certain 
deficiencies were corrected. 

The main rcmainin~ deliciencics were: 

• The situation in certain Member States still has to be clarified in respect of the 
implementation of the pressure standard at all relevant plants ; 

• There are still deficiencies in the self-controls and official controls over the processing 
requirements. A certain lack of training and knowledge amongst the officials responsible is 
sti 11 noted. 

• There is also a need to apply specific control procedures at national level to ensure that 
improperly processed material sent to a re-processing plant is adequately traceable and 
effectively re-processed. 

• Deficiencies with regard to implementation of Directive 90/667/EEC are still observed in 
certain Member States. mainly with regard to registration of plants, microbiological 
controls, quulity of the incoming material and general hygiene in the plants. 

Certain dcticienci..:s identified during the missions were explained by the perceived inadequacy of 
the legislation, the interpretation of this legislation or local situations. 

Generall:onclusillns nnd a number of recommendations were made following these inspections. 
An amendment to Decision 96/449/EC taking on board certain recommendations from the FVO 
has already been drafted. 

The missions currently carried out during the third round of inspections to Member States follow
up on these issues as far as possible. Preliminary results show a certain improvement of the 
situation. 

2. Traceability of processed animal protein 

Traceability of processed animal protein is of major importance in order to demonstrate and 
verify compliance with the legislative requirements, in particular regarding the rendering 
standards and the feed ban. 

The first round or-inspections in 1996 revealed that there were significant problems with tracing 
the movements or processed animal protein, notably mammalian MBM, imported from the UK in 
pm1icular. 
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After this first round of inspections already, the FVO had made a recommendation to introduce 
appropriate rules and controls to guarantee traceability from production to feeding, and to lay 
down models of al:l·ompanying documents. 

Commission Decision 97/735/EC concerning certain protection measures with regard to trade in 
certain types of mammalian animal waste, entered into force in October 1997. 

This Decision established models of documents for trade in processed animal protein with a view 
to ensuring traceability. It laid down additional strict requirements for trade in improperly 
processed mammalian protein destined either for re-processing or for destruction in another 
Member State. 

The current round of inspections to Member States concerning Decision 97/735/EC showed that 
implementation varied largely in the Member States visited. Transposition and /or application 
was delayed or incomplete. 

Prm:essed mammalian protein was not always accompanied by the relevant documents and 
Member States did not note that certain parts of the decision (model of commercial document) 
did apply also to non mammalian protein. The question of the applicability of the decision to feed 
containing processed animal protein was raised and none of the Member States visited so far 
implemented the decision for feed at the time of the mission. 

As Juras trade in improperly processed mammalian protein is concerned, this part of the decision 
was not always full~ implemented, although traceability was usually ensured. 

Certain Member States took additional measures to ensure a certain traceability of the processed 
material on their territory. In particular they required to accompany the consignments by 
documents providing certain details. This is of particular importance where flows of different 
categories of properly/improperly/derogated processed mammalian protein exists. 

3. Feed ban 

• Ruminants 

After feed containing processed ruminant waste contaminated by the infective agent was 
identified as the primary source of BSE, a Community wide ban on feeding protein derived 
from man1malian tissues to ruminants (with the exception of certain products) was 
established in mid-1994 by Decision 94/381/EC. An assessment of this issue in the Member 
States (exc~.:pt UK which was assessed earlier) was included in the scope of the first round 
of inspections to Member States in 1996. 

It showed in particular th,lt such a ban was implemented between 1990 and 1996 in all 
Memher Stall'S except one, which implemented it in early 1997. The UK had implemented 
certain earl il·r rules. due to the specific disease situation. 

The competent authorities carried out documentary and visual checks in the feed industry in 
all Member States visited. However, official laboratory examinations for the illegal 
presence of mammalian protein were carried out only in certain Member States. 

The tests used were essentially microscopic examination, but also ELISA. 

The results of official surveillance, in particular via microscopic tests, revealed a relatively 
high number of cases of presence of MBM (of mammalian origin or not in feed labelled as 
not containing MBM in certain Member States 
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[n a number of cases,« residual» presence attributed to cross-contamination was not 
exceptional. 

Certain Member States introduced legal provisions to avoid cross-contamination within the 
feed-mills. In other member States, the feed industry took voluntary measures on the basis 
of Oood Manufacturing Practices in particular. 

After the round of inspections in 1996, recommendations were made by the FVO to 
introduce appropriate rules. 

It shall be not~.·d that since the missions were carried out, a number of Member States have 
introduced laboratory examinations, apparently mainly in the feedingstuff industry, more 
than at on-bnn mixers. 

• B~m on feeding improperly processed mammalian protein to livestock 

This was part of the inspections in 1997, pursuant to Decision 96/449/EC and the current 
round of inspections further includes the issue, in the framework of Decision 97173 5/EC. 

4. TSE Surveillance 

TSE surveillance was included into the scope of the first round of missions carried out by the 
FVO in Autumn 1996. BSE was the most developed part, but scrapie, as a risk factor for BSE, 
also was covered. 

At this time there \\i.ts hardly any EC legislation concerning TSE surveillance. 

All Member States visited made BSE notifiable at the latest in 1990. 

The extent to which surveillance was applied varied widely between Member States. However, in 
some Member St;ltl·s. examples and elements of well-structured networks for BSE surveillance 
with a clear designation of responsibilities and a high level of technical qualification were 
observed. 

The missions revealed weak points in a number of Member States visited, like: 

Lack of written guidance from the veterinary authorities on symptomatology, epidemiology, 
sampling etc; 

Unclear criteria on which BSE could be suspected and reasons leading to BSE testing (with 
particular reference to emergency slaughtering); 

Insufficient co-ordination of surveillance; 

Lack of BSE examinations; 

Inadequate practices for collecting samples, laboratory testing, keeping of records. 

After this first round of inspections, the FVO made certain recommendations in order to improve 
the survei !lance. 

During the second wund of inspections to Member States in 1997, a follow-up on BSE 
sur\"eillancc was made where considered appropriate. Improvements were generally observed, 
although not all Member States could provide a fully satisfactory view on the situation. 
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On l May 1998, Commission Decision 98/272/EC on epidemio-surveillance for TSE entered into 
force, providing an EC legislative basis and certain detailed requirements for TSE surveillance 
within the Community. From August 1998, the FVO started to assess the implementation of this 
decision in the Member States. 

5. Specified Risk Material and geographical risks 

Implementation of Commission Decision 97/534/EC on the prohibition ofthe use of material 
presenting risks as regards TSE was postponed until 1 January 1999. 

In the meantime, the Commission urged the Member States having national measures in place on 
Specified Risk Mah:rial to keep a status quo. 

In that framework. the FVO included in the scope of the round of missions in 1998 an initial 
assessment on the measures in the relevant Member States (other than the United Kingdom for 
which the situation was assessed already). 

It should be notl·d that serious efforts were developed by the relevant countries, which generally 
based their attitulh.: on the content of the above decision. Certain areas for improvement were 
identified and sugg~·stions were made to the countries visited. 
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Annex 5 

Action pursuant to Article 169 of the Treaty 

Thc Member States concerned by the infringement procedures are as follows: 

I. United Kingdom 

In respect of insufficient controls at meat plants involving alleged breaches not only of general 
Community veterinary and public health legislation under Council Directives 64/433/EEC and 
89/662/EEC but also the BSE export ban imposed by Decision 96/239/EC, the Commissioned opened 
an Article 169 procedure by letter dated 22 September 1997. 

As the United Kingdom reply of20 October 1997 was not considered to constitute a legal justification 
fix the inadequacies noted in the FVO report, the Commission decided to sent a reasoned opinion. A 
subsequent communication from the UK authorities dated 20 April 1998 was not considered to have 
shown adcquatdy that the situation had been regularised, and the reasoned opinion was consequently 
dispatched on 26 May I 908. 

In its reply to the reasoned opinion dated 24 July 1998 the United Kingdom accepted that its current 
level of vderinary sup~-r' i sion in approved slaughterhouses, cutting plants and cold stores or approved 
packing centres does nut 111cet the requirements of Directive 64/433/EEC. The United Kingdom 
indicated, howl'ver, that it is working to correct this situation and has produced a programme of 
changes designed over time to bring all supervision fully in line with European Union's requirements. 
Full details of the measures taken or to be taken were supplied by the United Kingdom notably in 
respect of the recruitment of additional veterinarians. 

The United Kingdom however contested that its admitted deficiencies in general official veterinary 
supervision also resulted in a failure to properly enforce Commission Decision 96/239/EC notably 
because of the particular supervision and enforcement measures taken in respect of plants currently 
processing non UK meat for export. 

The competent services are still considering whether to propose bringing this case before the Court of 
Justice. 

The problem regarding the seizure in the Netherlands in February 1998 of beef consomme and similar 
products manulactured in the United Kingdom, which undoubtedly fall within the scope of Article I of 
Decision 96/239/EC, has been looked into with the UK authorities, which maintain that the beef 
content of the product ''as from non-UK sources. However, the United Kingdom manufacturer is under 
police investigution in til~· lJnitcd Kingdom. 

Faced with the consistent failure of the French authorities to apply Decision 96/449/EC, the 
Commission decided, on 26 June 1997, to open an infringement procedure. Following the dispatch by 
the Commission of a letter of formal notice on 7 1 uly 1997 and a reasoned opinion on 22 December 
1997, the French Government submitted, on 9 March 1998, the text of a ministerial decree of 
6 February 1998 providing for obligatory treatment of animal waste in accordance with Commission 
Decision 96/449/EC. further information on the new legislation was provided by France on 22 April 
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1998. The problem of non-transposition has therefore been regularised, and the way the decision is 
being applied on the ground will be examined at a subsequent insp_ection visit. 

3. Belgium 

The FVO inspection visit lrom R to II November 1996 brought to light shortcomings in the system for 
monitoring the application of Decision 94/381/EC (feed ban), particularly the lack of sampling for 
microscopic analysis of ruminant feed at various stages of the process (production, marketing and use). 

On 26 June 1997, the Commission decided to open an infringement procedure. Following the sending 
of a letter of formal notice on 7 July 1997 and subsequent correspondence, the Belgian authorities 
agreed to supplement their programme of administrative and accounting controls with microscopic 
analyses of samples of ruminant feed taken at different stages ofthe process (107 analyses in 1997). 

In addition, following the discovery during the FVO visit on 18 September of defects in the system for 
monitoring the application of Decision 96/449/EC in Belgium, the Commission decided, on 25 March 
1998, to open a further infringement procedure. The letter of formal notice was sent on 6 August 1998. 
The Belgian authorities' reply of9 September 1998, in which they took the view that they had already 
done everything possible to tackle the BSE problem, is currently being looked at from a technical angle 
so as to judge the control measures in force in Belgium. From a legal standpoint, Decision 96/449/EC 
has still not been incorporated into the body of law in the Walloon region and in the Brussels-Capital 
region. However, according to the Belgian authorities, the decision is being applied in practice in the 
Walloon region. while the Brussels-Capital region has no plant which is affected by the decision. 

4. Luxembourg 

The infringement proc~:dure against Luxembourg was opened on 26 June 1997 and was targeted 
initially at the shortcomings in the system for monitoring the application ofDecision 94/381/EC 
highlighted by the FVO inspection visit on 23 November 1996, in particular the lack of sampling for 
microscopic analysis of animal feed at different stages of the process, and secondly at integrating 
Decision 94/381/EC into Luxembourg national legislation. 

In response to the letter offormai notice of7 July 1997, the Luxembourg authorities established a 
programme for taking 40 samples per year of ruminant feed for analyses relating to the entire process I. 

In addition. the Luxembourg authorities have transposed Decision 94/381/EC into national law. 

S. Netherlands 

A veterinary inspection mission took place from 9 to 12 December 1996. Failure to complete approval 
of all plants processing animal waste and failure to provide a list of all plants concerned, as well as 
incomplete implementation of Decision 96/449/EC led the Commission, on 26 June 1997, to open an 
infringement procedure and to send a letter of formal notice on 7 July 1997. In the meantime, the 
situation has been largdy regularised, and the only remaining problem at present concerns the approval 
of six low-risk l!stablishmcnts which do not meet certain housing infrastructure requirements laid down 
in the relevant EC ruks 1 :\rticlc II of Directive 90/667/EEC). The Commission is awaiting further 
information from the I >utl.'h authorities. 

The Commission is looking into this programme and is considering ways of adopting a legal instrument providing for a 
control system to properly enforce Decision 94/381/EC (see point 5.3: reinforcing routine controls in animal feed). 
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6. Germany 

a) Following a veterinary inspection mission from 18 to 21 November 1996, the decision to open an 
infringement procedun: was taken on 26 June 1997, and a letter of formal notice was sent on 7 July 
1997 on the following grounds: 

litilure to impll'mcnt lkusion 96/449/EC as far as the particle size parameter is concerned; 

national exemption from the requirements of processing under Decision 96/449/EC of certain by
products used for animal feed of processing material fit for human consumption. 

With regard to the first complaint, the German authorities have complied by amending the regulations 
concerning rendering plants. With regard to the interpretation of the derogation's set out in Article 1(2) 
of Decision 96/449/EC. the Commission has proposed a clarification of this provision to the Standing 
Veterinary Committee. 

h) As regard illegal exports of beef, the FVO inspection mission of 8 to 12 September 1997 revealed 
that the shortcomings in the keeping of registers for checking on meat entering and leaving cutting 
plants and cold stores was the result of inadequacies in the German regulations. 

Having held the German authorities' reply to be unsatisfactory, the Commission decided to open an 
infringement procedure. A lt:tter of formal notice was sent on 19 May 1998 for failure to operate 
controls in conformity with Directives 64/433/EEC and 86/662/EEC. In their answer dated 16 July 
1998, the German authorities admitted that the control scheme had to be improved by the adoption of 
mandatory rules. A dra 1'1 of these texts has been sent to the Commission, which is keeping a close eye 
on this matter. 

7. Spain 

It was decided on 26 June 1997 to open an infringement procedure, and a letter of formal notice was 
issued on 7 July 1997, based on an FVO inspection mission from 14 to 18 October 1996, the grounds 
being as follows: 

low-risk material had bcen processed into animal feed without being treated in accordance with the 
parametcrs set out in Decision 96/449/EC; 

inadequate enforcement of the feed ban imposed by Decision 94/381/EC: no official analysis had been 
made to detect mammalian meat-and-bone meal. 

Spain t~tih:d also to ensure that a waste treatment plant had its processing procedures validated as 
required by Community kgislation. 

A reasoned opinion was issued on 3 February 1998. As a result of a further inspection between 26 and 
31 October 1997, the Spanish authorities would seem to have changed their position on the first point 
and now consider that I k~.:ision 96/449/EC does apply to low-risk material within the meaning of 
Council Directive 90/(><>7:t~EC. With regard to the problem of enforcement of the feed ban, the Spanish 
authoritiL's stated in thl·ir reply to the reasoned opinion that they were improving their programme of 
<.:an trois. which is currently being examined by the Commission (see footnote (1) in Annex 5). 
Concerning point 3, the Commission believes that more detailed checks will be needed to ensure that 
the Spanish plants are fully in line with the validation process. 
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H. Sweden 

A veterinary inspection mission from II to 15 November 1996 established that Sweden had failed to 
transpose Articlc(3) or Directive 90/667/EC by the due date and had also failed to officially approve 
rendering plants as requir~..·d by Article 4(l) of the same Directive. 

Sweden is displlting till· Commission's interpretation of Decision 96/449/EC as far as the processing of 
hones fit I(Jr human consumption into animal feed is concerned. 

Sweden's enforcement of the ban under Decision 94/3 81/EC on incorporating mammalian material in 
ruminant feed is considered inadequate insofar as the Swedish control regime provides only for an 
annual analysis of 100 samples. 

A letter of formal notice was issued by the Commission on 7 July 1997 after the Commission had 
decided to open an infringement procedure on 26 June 1997. 

A veterinary inspection mission carried out in Sweden from 24 to 28 November 1997 confirmed that 
the tirst two grounds had been regularised. 

The Commission's services met a Swedish representative on 24 March 1998. The Commission 
representative explained that the Commission intended to ensure that Decision 96/449 was amended so 
as to clearly retlect the current Commission position. The Swedish representative indicated his 
willingness to abide by the Decision as modified. 

As regards enforcement or the feed ban, the Commission is taking appropriate steps for an EC control 
scheme to be adopted ( s~o.·~..· lootnote ( 1) in Annex 5). 

9. Finland 

On 26 June 1997, the Commission decided to open an infringement procedure, and a letter of formal 
notice was issued on 7 .July 1997 following a FVO inspection mission from 21 to 25 October 1996, on 
the following grounds: 

carcasses of dead ruminants being used as food for certain wild animals contrary to Directive 
90/667/EEC and Decision 96/449/EC; 

inadequate enforcement of the feed ban under Decision 94/381/EC; inadequate checks to detect 
mammalian protein in ruminant feed (in particular, no microscopic tests). 

The reply from the authorities of Finland to the letter of formal notice is, in essence, as follows: 

a) the feeding of wild animals is to be considered as equivalent to that of zoo circus or fur animals 
which is covered by thl! derogation's set out in Article 7 of Directive 90/667/EEC. 

b) Finland is entitled to control enforcement of decision 94/3 81 /EC by measures other than 
microscopic tests (a n.:~isll.:r for approval of raw materials in feed mixtures is kept, labelling and 
packing controls are op~..·ratcd). Nevertheless, it has started microscopic testing. 

The Commissil>n is satislicd with the Finnish stance in respect of paragraph 1. The particulars supplied 
by Finland as regards the controls operated were considered inadequate. A letter requesting further 
information was sent on 16 January 1998, the Finnish authorities replied supplying a detailed 
description of the controls operated in Finland to ensure enforcement of the feed ban. The Commission 
is currently in the process of having an adequate European Community's control system adopted (see 
footnote ( 1) in Annex 5). 
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10. ltalv 

Based on the results of' a visit by Commission veterinary inspectors between 25 and 29 November 1996 
and subsequent discussion of the results, the Commission began infringement proceedings on 26 June 
1997 with regard to the application of Decision 94/381 /EC, and in particular the insufficient number of 
specific controls conc~o:nt111g the accidental or fraudulent inclusion of mammalian meat-and-bone meal 
in ruminant fc~..·J. 

The Italian reply to the letter of formal notice provided indications as to the number of controls carried 
out, their type (documentary and microscopic analysis), the detection rate of suspect samples and the 
follow-up in such cases (760 checks carried out between May 1996 and May 1997, 155 of them 
microscopic; eight own-initiative cases) (see footnote (1) in Annex 5). 

II. Portugal 

An infringement procedure was opened on I 0 July 1997 by way of a letter of formal notice alleging 
lack of co-operation with the Commission. In addition, the veterinary inspection visit to Portugal from 
I5 to 21 .June 1997 brought to light infringements of Directive 90/667/EEC and Decision 96/449/EC. A 
complementary letter of formal notice was sent to the Portuguese Government. No reply has been 
received either to this ldh.:r or to the letter sent on 3 December 1997 pursuant to Article 169. 
Consequently, the Commission dispatched a reasoned opinion on 26 May I998. 

The Portuguese authorities replied to the Commission's reasoned opinion by letters dated 19 and 23 
June 1998, in \\ihich th~..·y mentioned the progress made and their readiness to make good any 
shortcomings. 

In the mcantim~..-, another 1-'VO inspection visit was made to Portugal from II to 15 May 1998. The 
report of this mission nott:d significant progress, but also confirmed the shortcomings in applying the 
l3SE rules. The report recommends that the Portuguese authorities enact rules banning the generalised 
use of mammalian-derived meat-and-bone meal. 

On 2 September 1998, the Commission sent the Portuguese authorities a copy of this report in 
Portuguese, asking for their comments. An official reply was sent to the Commission on 25 September 
1998. 

The epidemiological situation in Portugal is also worrying. An considerable increase in the number of 
cases of BSE in Portugal was officially notified to the Commission's veterinary services in mid-July. A 
meeting between the Commission and the Portuguese authorities was held in Brussels on II September, 
and confirmed the seriousm:ss of the situation. 

A further FVO inspection visit took place from 28 September to 2 October 1998 and confirmed the 
facts established by th~ May mission concerning the ban on the use of mammalian-derived meat-and
bone meal in ruminant leeds, the treatment of mammalian waste, SRM measures and the 
epidemiological aspects. 

After assl·ssing the risks 1111· human and animal health, the Commission has concluded that there is a 
considerable risk of an autonomous recycling process of the BSE agent in the Portuguese cattle 
population. Following a positive vote by the SVC in its meeting of 30 October 1998, the Commission 
adopted a decision on I 8 November 1998 to ban any exports from Portugal of live bovine animals and 
MMBM and, until l August 1999, bovine meat and products. Furthermore, Portugal shall apply a 
series of national measures including an overall ban on the use of MMBM in animal feed (see also 
point 2.3.ii). 
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12. Denmark 

A veterinary inspection mission from 28 to 30 July 1997 showed that two plants were not operating in 
full conformity with the requirements of Decision 96/449/EC, and that some mammalian meat-and
bone meal which had not been processed as required had been sold in Denmark or exported to third 
countries. Furthermore. the controls on mammalian meat-and-bone meal during transport from one 
plant to another in order tn complete the process laid down in the Decision was insufficient. In their 
reply to the letter of formal notice dispatched on 7 May 1998, the Danish authorities have informed that 
trade of imporperly processed mammalian meat-and-bone meal was stopped from 10 May 1997 and 
that the transport between the different plants was regularised from 10 July 1997. A new inspection will 
be carried out by FVO in order to verify the situation. 

13. Greece 

In the light of the discon:ry by the FVO, during the inspection visit carried out between 29 September 
1997 and 3 October 1997. of significant shortcomings in the implementation of Decisions 94/3 81/EC 
and 96/449/EC. the Greek authorities provided information on specific measures adopted in order to 
comply strictly with the requirements of Decision 96/449/EC. However, no information was provided 
on the implementation of Decision 94/381/EC. Consequently, the Commission sent the Greek 
authorities a letter of formal notice dated 19 May 1998. In their reply of 18 June 1998, the Greek 
authorities explained that drastic measures had been taken to deal with the shortcomings established at 
the previous inspection visit in terms of sampling and analysis with a view to establishing that proteins 
derived fi·orn mammalian tissue were not being used in ruminant feed. The Greek authorities have 
invited the Commission to check these measures on the spot, and the FVO will be carrying out a 
follow-up inspection. 
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