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BELGIUM

Statistical data submitted

The statistical data were submitted by the "SPF Santé Publique, Sécurité de la Chaine Alimentaire
et Environnement™ (Federal Public Service Health, Food Chain Safety and Environment).

Comments of the Belgian authorities

1. LABORATORIES

In 2011, 367 laboratories were approved for the use of animals for experimental purposes. They all
provided their statistical data on the number of animals used in the course of 2011. Of these
laboratories, 21% did not carry out any animal experiments in 2011.

2. NUMBER OF ANIMALS USED IN EXPERIMENTS

A total of 665,079 animals were used (Table 1), which is 5% less than the figure for 2010.

Table 1: 2011 - Number of animals used in experiments

Species Number
Mice 408 883
Rats 89 547
Guinea pigs 24 300
Hamsters 2435
Other rodents 421
Rabbits 54 001
Cats 630
Dogs 490
Ferrets 192
Other carnivores 0
Horses, donkeys and cross-breeds 54
Pigs 2622
Goats 86
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Sheep 542
Cattle 810
Prosimians 0
New world monkeys 0
Old world monkeys 20
Apes 0
Other mammals 64
Quails 651
Other birds 16 493
Reptiles 459
Amphibians 2113
Fish 60 266
TOTAL 665 079
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As regards the breakdown of the different animal species (Table 2), rodents and rabbits together
made up 87.15% of the total number of animals used. Next come, in descending order, reptiles,
amphibians and fish (9%) and birds (2.58%). Other species (farm animals, dogs and cats, monkeys)

were much less used.

Table 2: 2011 - Breakdown of species used in experiments

Species Percentage Number

Rodents 79.03% 525 586

Rabbits 8.12% 54 001

Dogs/Cats 0.17% 1120

Farm animals 0.62% 4114

Primates 0.0030% 20

Birds 2.58% 17 144

Other warm-blooded animals 0.04% 256

Cold-blooded animals 9.45% 62 838

3. EXPERIMENTS CARRIED OUT

Animals are most used in the following fields (Figures 1 and 2):

o Basic research (38%), where the most commonly used animals were rodents (73%) and
fish (20%).

o Research and development of products and devices used in human and veterinary medicine
(27%), where 96% of the animals used were rodents.

o Tests on the production and quality control of products and devices used in human and

veterinary medicine (28%); 72% of the animals used were rodents and 26% rabbits. As
regards these tests, 98% of the animals were used to comply with statutory requirements.
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Figure 1: 2011 - Breakdown of the experimental fields

In 2011, toxicological safety tests accounted for only 1.7% of the animals used in experiments; 85%
of these animals were used in safety tests required by law. Rodents accounted for 76% of all the
animals used in toxicological tests. The other species used were mainly fish (5%), birds (9%), dogs
(3%) and rabbits (2%).
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Figure 2: 2011 - Breakdown of experimental fields by the animals most used
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The increase in the number of cats used as test animals (from 349 in 2010 to 630 in 2011) is mainly
due to the research project on the sterilisation / early castration of cats. The project is part of the
multiannual plan of the Animal Welfare Service of the Federal Public Service (SPF) for Public
Health.

4, THE PROVENANCE OF THE ANIMALS USED IN EXPERIMENTS

In 2011, 87% of the animals provided by approved establishments came from Council of Europe
Member States. The other species of animal that must not be reared solely for the purposes of
animal experiments (farm animals) came from establishments that meet the current legal
requirements for commercial establishments. The number of animals reused in certain experiments
was 0.01% of the total number of animals used in 2011.
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BULGARIA

Statistical data submitted
The statistical data were submitted by the Ministry of Agriculture and Food.
Comments of the Bulgarian authorities

The objective of this report is to present the approximation of laws, regulations and administrative
provisions of the Member States regarding the protection of animals used for experimental and
other scientific purposes, the statistical data on the number of animals used for experimental and
other scientific purposes in Republic of Bulgaria.

This report contains statistical data on the animals used for experimental and other scientific
purposes. The data for this report covers the year 2011.

The Bulgarian Food Safety Agency (BFSA) is the competent authority on Animal welfare issues in
Republic of Bulgaria. An organizational and implementation principle is that the AW requirements
on the matters concerning animals used for experimental purposes must be performed by the 28
Regional Food Safety Directorates (RFSD) within the BFSA. The requirements of Directive
86/609/EEC have been transposed into the national legislation, namely in Ordinance Ne 15 on the
minimum requirements for protection and welfare of laboratory animals and the requirements to the
establishments using, breeding and/or supplying such animals (in force since 01.05.2006; published
in SG No. 17 of 24 February 2006) and in the Law for Veterinary Activities.

In Bulgaria, experiments involving usage of live animals are carried out only where it is not
possible to apply any alternative method(s) of the same purpose and result.

The use of experimental animals is permitted only in premises, that are authorized as being in
compliance with the requirements laid down in Article 153 (1) of the Law on Veterinary Activities
and which have official permit signed by the BFSA Executive Director. The BFSA Executive
Director would issue the above mentioned permit on the basis of an ethical assessment and a
positive opinion from the Animal Ethics Commission within BFSA. The Animal Ethics
Commission has been established as a permanently operating consultative body with the BFSA
Executive Director.
The members of the Animal Ethics Commission are as follows:
An official veterinary officer representing BFSA,;

1. A veterinarian representing the Faculties of Veterinary Medicine;

2. A physician of toxicological specialization representing Ministry of Health;

3. A scientist or researcher of biological specialization representing Bulgarian
Academy of Sciences;

4. An environmental expert representing Ministry of Environment and Water;

5. A zoologist representing the Biology Faculty at Sofia University;
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6. A physician representing the Medical University in Sofia;

7. Two representatives of NGOs operating in the field of AW and protection of

animals;

8. A lawyer representing the Ministry of Agriculture and Food,;

9. A veterinarian representing the Ministry of Agriculture and Food.

The BFSA have a register of licenses for animals used for scientific purposes, published on the

web-site:

http://babh.government.bg/uploads/File/ENG/Registers/ZHOJ/Register_engl_opitni_jivotni.pdf

The register is updated regularly.

In order to present an overall evaluation and subsequently a graphical analysis, animal species were
grouped. The Figure 1 gives an overview of the species used in 2011 in Republic of Bulgaria.

Number of used animal in 2011

=3 1.a. Mice (Mus musculus)

H 1.b. Rats (Rattus norvegicus)

O1l.c. Guinea-Pigs (Cavia porcellus)

O 1.d. Hamsters (Mesocricetus )

W le. Other Rodents (other Rodentia)
0 1.f. Rabbits (Oryctolagus cuniculus)
1.9 Cats (Felis catus)

O 1.h. Dogs (Canis familiaris)

1. Ferrets (Mustela putorius furo)

= 1.j. Other Carnivores (other Carnivora)
O 1.k Horses, donkeys and cross breds
= Sﬁqwdgig)s (Sus)

B 1.m Goats (Capra)

Bl 1.n. Sheep (Ovis)

B 1.0. Cattle (Bos)

| 1.p. Prosimians (Prosimia)

3 1.9. New World Monkeys (Ceboidea)
O1.r. Old World Monkeys

ithecoidea)

SOerch) )
O1l.s. pes (Hominoidea)

0O 1.t

O 1.u.
O 1.v.
O 1.w.
O 1.x.

= 1l.y.

Other Mammals (other Mammalia)
Quail (Coturnix coturnix)

Other birds (other Aves)
Reptiles (Reptilia)

Amphibians (Amphibia)

Fish (Pisces)
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Amphibians represent the highest percentage of the animals used in 2011 (24.83%)
followed by the mice (22.13%) and guinea pigs (21.44%) are by far the most commonly

used species.

Comparison between proportions of classes of animals used in 2008 and 2011

Class of species 2008 (%) 2011(%)
Mice 49,90 22,13
Rats 13,85 14,88
Guinea-Pigs 11,80 21,44
Hamsters 0,56 2,99
Rabbits- 2,50
Cats 0,03 4,76
Dogs 0,05 0,05
Horses 0,05
Pigs 0,42
Goats 0,25
Sheep 0,77
Cattle 0,39
Other birds 4,54 0,64
Amphibians 14,74 24.83
Fish - 0,15 0.17

Comparison with the data of the previous report

The comparison aims to detect changes in trends rather than draw formal conclusions.

The most significant change that has taken place since 2008 is that the number of animals
used for research and development for human medicine, dentistry and veterinary medicine
has dropped sharply from 32,581 to 17,259.

The number of mice used in 2011 has drastically decreased with more than 25% - from
49.90 % in 2008 to 22.13% in 2011. In 2011 the use of cold-blooded animals has increased
with about 10% - from 14, 75% in 2008 to 24,83%.

Birds seem to be decrease over the years from 4.54 to 0.64%. The group of horses, donkeys
and cross-bred animals (artiodactyla) and pigs, goats, sheep and cattle (perissodactyla)
fluctuates at around 1%.

In Bulgaria the animals used for scientific purposes in 2011 are originated from EU countries.

The following experiments were carried out in 2011:

o Education and training (E&T)

o Biological studies of a fundamental nature
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o Research and development of products and devices for human medicine and dentistry and
for veterinary medicine (R&D)

o Toxicological and other safety evaluations (including safety evaluation of products and
devices for human medicine and dentistry and for veterinary

o Medicine (T&S evaluations)

o Studies and Diagnosis of Human and Animal disease (S&D of disease)

Experiments which are not permitted in Bulgaria:

Q) for educational purposes, which cause death of animals; in educational establishments
animal experiments shall be replaced by other methods for visualizing the subject taught in
all cases where the use of animals might be replaced by other methods and if the aim is not
to provide the students with specific practical skills;

(2 if the result can be achieved with any method not involving the use of live animal(s);

3) if they use stray and/or domestic dogs or cats as experimental animals.

Table 2.2 presents the results of the consolidated data of the purposes of the procedures
carried out in Republic of Bulgaria in 2011.

The number of animals used for selected purposes is presented in Figure 2:
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The number of animals used for selected purposes

@2.2 Biological studies of a fundamental nature

B 2.3 Research and development of products and devices for human medicine and dentistry and for
veterinary medicine(excluding toxicological and other safety evaluations counted in column 2.6)

02.4 Production and quality control of products and devices for human medicine and dentistry

0O2.5 Production and quality control of products and devices for veterinary medicine

W 2.6 Toxicological and other safety evaluations (including safety evaluation of products and devices for|
human medicine and dentistry and for veterinary medicine

@2.7 Diagnosis of disease

m2.8 Education and training

029 Other

The percentage of animals used for selected purposes is presented in Figure 3:
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m22 Biological studies of a fundamental nature

W 2.3 Research and development of products and devices for human medicine and dentistry and
for veterinary medicine(excluding toxicological and other safety evaluations counted in column 2.6

024 Production and quality control of products and devices for human medicine and dentistry

o025 Production and quality control of products and devices for veterinary medicine

m26 Toxicological and other safety evaluations (including safety evaluation of products and
devices for human medicine and dentistry and for veterinary medicine

027 Diagnosis of disease

m28 Education and training

0o2.9 Other

The main percentage of used animals is for education and training — 33.79%. The 25, 59%
of animals were used in fundamental biological studies.

Toxicological and other safety evaluation represents 17.41% of the total number of animals
used for experimental purposes.

Production and quality control of products and devices in human medicine, veterinary
medicine and dentistry required the use of 4.64% of the total number of animals.

Conclusion:

In 2011 in Republic of Bulgaria there is a huge decrease with about 53% in the total
number of animals used. The main percentage of used animals is for education and training.
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EN

CZECH REPUBLIC

Statistical data submitted
The statistical data were submitted by the Ministry of Agriculture (Ministerstvo zemédélstvi).
Comments of the Czech authorities

Protection of animals and animal welfare in the Czech Republic (CR) is the responsibility of the
Ministry of Agriculture. The animal welfare activities are implemented pursuant to Act No. 246/1992
Coll., on the protection of animals against cruelty, as amended. The supervision over these matters
has been the responsibility of the State Veterinary Administrations’ inspectors in 13 regions of the
CR and in Prague since 1992.

Altogether 131 inspections of experiments on animals were carried out in 2011, involving 118,558
animals. The administrative procedure was carried out with the user establishment taking blood
samples of horses for pharmacological purposes.

In 2011 a total of 354,196 animals were used for experimental and other scientific purposes in the
CR. It shall be pointed out that 45.95% of it is represented by ringed birds (162,768 birds) since
pursuant to the relevant Czech legislation even bird ringing is an experiment.

Only 0.09 % were cats (181 cats), 0.72 % dogs (1,386 dogs), 0.02% monkeys (30 monkeys) of the
remaining 191,428 animals used for experimental and scientific purposes while no apes were used.
Rodents and rabbits (60.60%, i.e. 116,010 animals) and fish (27.61%, i.e. 52,861 fish) represent the
prevailing majority of animals used.

In the last couple of years the number of experimental animals used in the CR was approximately the
same (approximately 210,000 animals excluding ringed birds). Fluctuations in numbers, if any, are
caused by experiments using fish and poultry because these experiments are usually conducted on a
large group of animals (a flock in houses or stock in water reservoirs).

The use of alternative methods to experiments on animals has been pushed through in the CR.
Persons who manage, control and conduct experiments on animals are obliged to seek in the registers
of validated alternative methods such methods which are applicable to their experiment. In the
experimental project the applicant shall declare in writing that no validated alternative method can be
applied for the given purpose.

The training courses for persons who manage, control and conduct experiments on animals comprise
also teaching of alternative methods to experiments on animals.

34 EN
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EN

DENMARK

Statistical data submitted
The statistical data were submitted by the 'Dyreforsggstilsynet' (Animal Experiments Inspectorate).
Comments of Danish authorities

In 2011, 282,840 animals were used for experimental purposes in Denmark, 11,372 more than in 2010.
This is a modest increase of 4.2%.

However the number of traditional laboratory animals such as mice and rats decreased from 2010 to
2011 from 154,963 to 141,991 mice and from 69,186 to 67,159 rats. This is probably due to random
changes and a general decrease in activity due to financial difficulties in Denmark.

However attention should be drawn to one particular figure: the increase in the use of fish for
experimental purposes. From 2010 to 2011 the number of fish increased from 27,780 animals in 2010 to
51,159 animals in 2011. This increase alone almost explains the total increase of animals used for
experimental purposes in 2011.

A large portion of the fish — 24,968 - were used for modeling human neurological disorders. But many
fish were also used for development of vaccines for fish in aquaculture, potentially reducing the need
for antibiotics.

When collecting the statistical information for 2011, the Animal Experiments Inspectorate also asked
for data on which and how many of the animals were genetically modified.

A total of 21,961 mice, 60 rats, 50 pigs and 7,278 fish included in the statistics were used for in vivo
experimental purposes. Furthermore 13 new genetic modified mice strains and 83 cloned pigs were
produced. 12 of the cloned pigs were used in experiments. 4,746 mice not included in the statistics,
were used for in vitro experimental purposes.

23 EN
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EN

GERMANY

Statistical data submitted

The statistical data were submitted by the 'Bundesministerium fiir Verbraucherschutz, Erndhrung und
Landwirtschaft' (Federal Ministry for Consumer protection, Food and Agriculture).

Comments of German authorities

In 2011, a total of 2,073,702 vertebrates were used in Germany for experimental and other scientific
purposes. This is a decrease of 4,338 animals compared to the previous year. This means that for the
second time in a row, the number of animals used for the first time has decreased from the previous
year. Almost 87% of the test animals used were rodents, primarily mice and rats. Fish accounted for
6%, and rabbits for 4%. While there was an increase particularly in the numbers of mice, fish and
sheep used, there were also some decreases, including for rats, birds, dogs, cats and monkeys.

60% of the animals were used to research diseases in humans or animals.

With regard to the purposes of the experiments, there was an increase of 2.7% in basic biological
research, 4.4% in the production and quality control of medical products and 0.5% in toxicological
testing or other safety testing. On the other hand, there was a decrease of 10.1% in their use in the
research and development of products and equipment for medicine, dentistry and veterinary
medicine, and a decrease of 21.7% in the diagnosis of diseases.

The current state of scientific knowledge means that experiments on animals cannot be dispensed
with altogether, despite the increased use of alternative methods. The German Government
nevertheless aims to limit these to the extent they cannot be avoided and, in cases where animal
testing is currently indispensable, to ensure that the conditions in which the animals are kept and used
are in line with animal protection laws. Despite this, all efforts must continue to be made to replace
animal testing with alternative methods whenever possible.

52 EN
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