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|. INTRODUCTION

The objective of this report is to present to the Council and the European Parliament, in
accordance with Article 26 of Directive 86/609/EEC *, the statistical data on the number of
animals used for experimental and other scientific purposes in the Member States of the EU.

The first Report, COM (94) 195 final, published in 1994, covered data on animals used for
experimental purposesin 1991 in the Member States of the Community.

The second Report, COM (1999) 191 final, was published 1999 and covered data from the
Member States from 1996°.

At the end of 1997, the Commission services reached an agreement with the authorities of the
Member States to submit data on animals used for experimental purposes in a standardized
format constituted by a set of eight harmonized statistical tables. Because the data had already
been collected for 1996, only afew Member States were able to submit datain the new agreed
format for the second Report.

For the third Report, Member States agreed to submit the data from 1999, as far as possible,
in the format of the above mentioned eight harmonized statistical tables. In this report these
tables will be referred to as EU Tables. Apart from Germany, due to an amendment, which
was needed in the existing federal law, fourteen Member States submitted data in accordance
with the EU Tables.

! OJL 358, 18.12.1986, p.1.
including 1997 data from France
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1. STATISTICS

1.1. General

Each Member State is requested, pursuant to Articles 13 and 26 of Directive 86/609/EEC, to
submit to the Commission the statistical data on the animals used for experimental and other
scientific purposes. This report contains data from the year 1999.

Council Resolution 86/C331/02° allows the use of animals in experiments for education and
training, but where the purposes of such experiments are not covered by the Directivei.e. they
are not experimental or scientific in the sense of the Directive, Member States will according
to the Resolution apply national provisons which are no less severe than those of the
Directive. Therefore a number of Member States have also included animals covered by this
Resolution in the report.

The aim of this report is to provide a comprehensive overview on the numbers of animals
used in various experimental purposes in the Community in 1999. Because previous reports
have been compiled on the basis on non-harmonized data it was only possible to make very
limited comparison with the results of the previous reports.

The purpose of the report is not to draw conclusions or to interpret individual data submitted
by the Member States but rather to give a general picture of the situation regarding animals
used for experimental purposes at the Community level. Comments and interpretations from
the Member States can be found in the second part of the report.

The main difference with the previous reports is that the data submitted by the Member States
now covers amuch wider range of procedures and purposes. This is due to the introduction of
the harmonised tables. The purposes of experiments are described in more detail including
aspects such as regulatory requirements and types of tests versus products. This allows for a
much more precise and comprehensive picture to be drawn at the EU level for the first time.

The use of the harmonised EU Tables is intended to simplify and increase the coherence and
the subsequent statistical analysis. However, it must also be recognised that because the
system is put into practice for the first time, many reporting laboratories had some difficulties
in adapting to the new situation. Nevertheless, it is expected that in the coming years some
shortcomings will be overcome and the system will operate on a more routinely basis.

The estimated total number of animals used for experimental and other scientific purposes in
1999 is 9,8 millions. The total number of animals reported in 1996* was 11,6 millions. Even
though it is not possible make statistically correct estimate of the reduction of the number of
animals used since the report of 1996, it can nevertheless be seen that in 1999 the totd
number has passed below the 10 millions mark, which indicates a significant reduction trend.

As with the previous results, by far the biggest group of animals was rodents and rabbits.
6,6% of animals used are cold-blooded animals. The readers are invited to further examine the
distribution between the different groups of speciesin Chapter I11.1.2.

0JC 331, 23.12.86, p. 2
including 1997 data from France



11.2. Data submitted by the Member States

Before examining further the statistical data, it is necessary to draw the attention of the
readers to the difficulties which have arisen from the collection of data in the format of the
eight EU Tables.

After the preliminary compilation of the data, some discrepancies were noted. The
relationship between some of the tables and their totals provided a tool for a quality control.
These relationships have clearly not been understood in some cases.

The first of these relationships is the total number of animals used by species, column 1.2 of
the EU Table 1, which is broken down into purposes of experimentsin EU Table 2. Thus, the
totals of the Tables 1 and 2 must be identical.

The second relationship concerns column 2.6 of EU Table 2 “animals used for toxicological
and other safety evaluation” which is broken down into type of products/endpoints, EU Table
3, into Regulatory requirements, EU Table 6, and into type of toxicological tests, EU Table 7.

A third relationship is between the sum of column 2.4 and 2.5 of EU Table 2 and with the
total of EU Table 5.

For the total number of animals used in the EU, Tables 1 and 2, it was decided to apply a
conservative rule, namely to make the calculations on the highest number of animals reported
by species. This method allowed drawing a relative error on the total number of animals used
in the 15 Member States of no more than 0.085%. This reassuring result shows a very high
consistency of the data submitted by the Member States on the total numbers of animals used
for experimental purposesin the EU in 1999.

For the reason that “animals used for toxicological and other safety evaluation”, column 2.6
of EU Table 2, is broken down in several EU Tables addressing non comparable parameters,
it was not possible to apply the above conservative rule between EU Table 2 and Tables 3, 6
and 7. The differences in totals have been used to calculate a relative error, which amounts to
an acceptable 0.39 %. It must be born in mind, however, that the number of animals used for
toxicological and other safety evaluation represents only 10% of al animals used for
experimental purposes.

The different values reported by some Member States in the case of the third relationship
resulted in a much higher relative error of 3.3%. Consequently it was decided not to interpret
further the data of EU Table 5.

In conclusion, considering that a new protocol of data submission was applied for the first
time, there is a good consistency of the data submitted by the Member States.



I1. 3. Structure of the Report

The report is divided into two parts:

A

A global compilation and overview for the European Union of the statistical data
submitted by the Member States for 1999.

A consolidated Table has been computed on the basis of the data submitted by the
Member States for each EU Table and is appearing in the beginning of each sub-
chapter.

The data submitted by the Member States with a summary of the comments provided
by the Member States.

The reader is invited to take note that the numbering of tables and figures of Part A
of the report is linked to the numbers of the EU Tables and not to the numbering of
the chapters of the report.



PART A: COMPILATION AND OVERVIEW OF THE
DATA OF 1999

I11.1. Resultsof EU Table 1: Speciesand number of animals used

I11.1.1. Thedata

Fourteen Member States reported the total number of animals used by species for
experimental purposes in the format of the EU Table 1. One Member State reported data in
accordance with the format of the statistical table from the Council of Europe.

The different species of animals used for experimental purposes or other safety evaluation
reported in Table 1 of the Council of Europe are similar to those of EU Table 1. The
difference lies in the fact that the table of the Council of Europe presents the following four
grouped species:

— Golden hamsters + other rodents

New world +old world monkeys
— Goats and sheep
— Quails + other birds

Table 1.1 of this report presents the consolidated data on the number of animals used for
experimental purposes, by species, submitted by the 15 Member States of the Community.

The estimated total number of animals used in 1999 is 9,814,171.
[11.1.2. Treatment and interpretation of the data

In order to include the data in the format of the Council of Europe, submitted by one Member
State, into the overall evaluation and subsequent graphical analysis of the number of animals
used by the 14 other Member States, it was first necessary to create the same grouping as
listed above in the data of these Member States.

In a second step, for a better graphical presentation of the results of the data, species were
grouped further into classes of animals.

Table 1.2 represents classes of animals used for experimental purposes.

Figure 1.1 shows the percentages of animals per class of animals.



Mice and rats are by far the most used species. Rodents together with rabbits represent the

Rats 26,6%

Figure 1.1
Class of animals

Mice 54%

majority of animals with some 86,9%.

There is a significant reduction in the use of cold-blooded animals compared to the previous

Guinea-Pigs 3,00%

Other rodents 1,0 %
Rabbits 2,3%

Cold-blooded animals

6,6%
Birds 4,7%

Artio+perissodactyla
1,26%
Carnivores 0,36%

Prosimians+Monkeys+
Apes 0,09%

Other mamals 0,05%

report (12,9%); however, it still amounts to 6,6% of all the species used.

Artio and Perissodactyla group horses, donkeys and cross-breds (Perrisodactyla), pigs, goats,
sheep and cattle (Artiodactyla). This group represents only 1,25% of the total number of

animals used.

Carnivores represent 0,36 % of the total number of animals used and primates represent less

than 0,1% of the animals used in 1999.

Table 1.3: Comparison between results of 1996 and 1999

Report 1996 Data of 1999 Comments
Number of animals | 11,646,130 (*) 9,814,171 Clear  decreasing
used trend
% Rodents-rabbits | 81,3 % 86,9 %
%  Cold-blooded | 12,9 % 6,6 % 50% reduction
animals

(*) 14 countries reporting for 1996, one country reporting for 1997
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[11.2. Resultsof EU Table 1: Origin of animals used

[11.2.1. Thedata

EU Table 1 is not only providing the total number of animals used in the Member
States, it also requires reporting the origin of some experimental animals. EU Table 1
requires also that Member States report the number of animals re-used in
experimental purposes.

The consolidated results of EU Table 1 on the origin of some species used for
experimental purposesin the 14 Member States are reported in table 1.4 of the present
report.

[11.2.2. Treatment and interpretation of the data

The data of column 1.3 and 1.4 of table 1.4 of this report have been grouped to
represent animals coming from the Community.

Figure 1.2 represents the relative percentage of origin of animals versus the species.
(The origin must be reported only for certain species).

Figure 1.2

Origin of species
Data of 1999

100% 1
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60%- O Other Countries
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© Z 0

It appears that the maority of common species originated from the Community.
However, for certain species shown on the right side of the graph there is clear shift
towards non-European origin. It is important to underline that the bar for apes
represents only 6 animals. All the other bars range between 10% to 10° animals.
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1.3.

I11.3.1. Thedata

Fourteen Member States reported the purposes of the procedures in the format of the EU
Table 2. One Member State reported data in accordance with the format of the statistical table

from the Council of Europe.

Results of EU Table 2: Purposes of the procedures

The consolidated results for 14 Member States are presented in table 2.1 of this report.

[11.3.2. Treatment and interpretation of the data

Table 2.2 presents the results of the consolidated data of the purposes of the procedures
carried out in the 14 Member States in 1999. For the sake of a better presentation of results

some species were grouped.

Table 2.2: Number of animals used for selected purposes ver sus species

Research,
development and

Toxicological

; and other
Biological quallc%/ contro(lj| of] safety
. sudiesof a| P .UCIS an evaluations | Diagnosis of | Education
Species devices for . . - - Other Total
fundamental h cdici (including disease |and training
| nature uman mecicine safety
and dentistry and evaluation of
for veterinary roducts)
medicine P
IMice 1452583 2347842 285132, 93218 27719 219937] 4426431
Rats 567904 1265125 284940 4837 36157 24959 2183922
Other rodents 40631 215796 51397 3618 1571 11897 324910
Rabbits 22701 84159 30104 9108 3316 9850 159238
Carnivores 6930 8963 9190 221 594 1995 27893
Arti o+perissodactyla 45687 34135 3584 3573 4824 13129 1049324
Prosimians+monkeys+apes 1279 1796 3687 22 4 206 6994
Other mammals 3430 312 274 0 0 89 4105
Birds 101487 165879 18571 4107 1707 71472 363223
Cold-blooded animals 215412 56186 82113 21317 11300 82470 468798
1.z. TOTAL 2458044 4180193 768992 140021 87192 436004 8070446

The percentage of the number of animals used

Figure 2.1.
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for selected purposes is presented in
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Figure 2.1

purposes of experiments

Education and
training 1%

Diagnosis of Other 5%

disease 2%

Toxicological
and other safety

i 0,
evaluation10% 30%

Production and
quality control
veterinary
medicine 6%

Production and
quality control
human medicine
and dentistry 15% Reaserch and
develop human
medicine+veteri+
dentistry 31%

More than 60 % of animals have been used in research and development for human

Fundamental
biology studies

medicine, veterinary medicine, dentistry and in fundamental biology studies.

Production and quality control of products and devices in human medicine, veterinary
medicine and dentistry required the use of 21 % of the total number of animals

reported in 1999.

Toxicological and other safety evaluation represents the third important group of

experimental purposes with 10% of animals used.

Table 2.3: Comparison between results of 1996 and 1999

Purpose 1996 Report* | Data 1999

Comment

Research development and quality 44% 52%
control  in  human medicine,
veterinary medicine and dentistry

Fundamental biology studies 25% 30%

Toxicological and safety evaluation 9% 10%

Status quo

* 13 Member States reported purposes of experiments

16




Since the introduction of EU Tables has improved the resolution of the data for the
different purposes of experiments in the Member States, it is worth noting that
purpose “other” has decreased from 17% to 5%.

The 3D figure 2.2 presents the number of animals used for selected purposes by
species. In comparison to the data of 1996 a more detailed graph could be drawn
regarding species used. The general pattern of uses has not changed significantly for
rodents and rabbits (except for details by species). For the group of cold-blooded
animals including fish however, it is observed that this group has been more used in
fundamental biological studies than in 1996.

17
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[11.3.3. Diagnosis of disease
Column 2.7 of EU Table 2 presents a parameter, which could be important in the

future in the light of new emerging epidemic in the Community. Table 2.4 shows the
number of animals used in the 14 Member States by groups of species.

Table 2.4: Classes of animals used in the diagnosis of disease

Rodents +rabbits 110781
Carnivores 221
Horses, donkeys and cross bred | 96
(Equidae)

Pigs (Sus) 1500
Goats (Capra) 214
Sheep (Ovis) 1503
Cattle (Bos) 260
Prosimians +primates 22
Birds (Aves) 4107
Cold blooded animals 21317

Cold-blooded animals represent 15,2 % of the total number of animals used for
diagnosis of disease.

Figure 2.3
Diagnosis of disease
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I11.4. Results of EU Table 3: Toxicological or safety evaluation for type of
products/endpoints

[11.4.1. Thedata

Fourteen Member States reported data on animals used in toxicological or other safety
evaluation for products or other endpoints.

The consolidated table of results on animals used in toxicologica and other safety
evaluation (EU Table 3) in 14 Member Statesis presented in table 3.1 of this report.

[11.4.2. Treatment and interpretation of the data

Figure 3.1

Animals used in toxicological or other safety evaluations
‘ products
1999 Data

3.8 Products/
substances used or
intended to be used

3.9 Potential or
actual contaminents in
the general

3.7 Products/ mainly as additives in ) !
substances used or food for animal environment YVhICh do
intended to be used consumption not appear in other

columns
7%

mainly as additives i
food for human
consumption
3%

0,4%

3.10 Other
toxicological or safety
evaluations

3.6 Products/ 16%

substances used or
intended to be used
mainly as cosmetics
or toiletries
0,4%

3.5 Products/
substances used or

intended to be used 3.2 Products/

substances or devices

mainly in the
hoUSyehom for humanmedicine
0,25% and dentistry and for

veterinary medicine
54%

3.4 Products/

substances used or
intended to be use substances used or

mainly in industry intended to be used
11% mainly in agriculture
8%

3.3 Products/

For the first time the statistical report can give a representative outlook of the number
of animals used in toxicological or other safety evaluation experiments in the 14
Member States when broken down into type of products for which the tests were
required.

20



It must first be remembered that animals used for toxicologica and other safety
evaluation represent only 10% of the total number of animals used for experimental
pUrposes.

The number of animals used for toxicological evaluation of products/substances for
animal feed, for additives for human food consumption, for cosmetics and for
household are very small (4%) when compared to the other products or endpoints.

Products or devices used for human medicine, veterinary medicine and dentistry
occupy 54% of the chart surface.

The group of products/substances falling under the scrutiny of authorities concerned
with safety of health and of the environment by chemical products, such as industrial
chemicals and pesticides, is responsible for the use of 19 % of animals.

Another important group is the “other” toxicological evaluations (16%).

21
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[11.4.3 Species versus type of products

For convenience of presentation, some products of EU Table 3 have been grouped as
well as some speciesin table 3.2 of this report.

The 3D Figure 3.2 shows the number of animals used per class of animals versus the
type of products/endpoints.

An interesting feature of the “potential or actual contaminants in the general
environment” is a characteristic tendency towards the use of environmenta
representative species such as the fish and amphibians.
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[11.5. Resultsof EU Table 4: Animalsused for studies of diseases
[11.5.1. Thedata

Fourteen Member States reported data on animals used in procedures for studies of human
and animal diseases compared to nine in 1996-1997.

The consolidated table of results (EU Table 4) for 14 Member States is presented in table 4.1
of this report.

[11.5.2. Treatment and interpretation of the data
Figure 4.1 presents the relative percentage of animals used in studies per type of diseases.

The number of animals used for studies of diseases represents 50,4% of the total number of
animals used for experimental purposes.

In 1999 the pattern of usesis similar to that observed in 1996 except for a decrease of animals
used for studying human cancer.

Figure 4.1

Number of animals used in studies of diseases
Data of 1999

Human
Specific animal Cardiovascular
diseases diseases Human nervous
10% 6% and mental

disorder
23%

Other human Human cancer

diseases (excl. evaluation
50% of carcino
hazards)

11%
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Species of Table 4.1 were grouped by classes of animalsto give table 4.2. The relative
percentage of species/animal groups used in studies per type of diseases has been
calculated and is also presented in the lower part of table 4.2.

Figure 4.2
Species of animals used for studies of diseases
Data of 1999
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The top of the stack shows the relative percentage of animals used for studies on
animal diseases. Two groups of animals i.e. birds and cold-blooded animals are
significant. It was reported at the National experts meeting that a lot of vaccines are
tested on these groups of animals.
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I11.6. Resultsof EU Table 5: Animals used in production and quality control of
products for human medicine and dentistry and for veterinary medicine

[11.6.1. Thedata

Fourteen Member States reported data on animals used in production and quality
control of products for human medicine and dentistry and veterinary medicine.

The number of animals used in production and quality control of products for human
medicine and dentistry and for veterinary medicine represents 14% of the total
number of animals used for experimental purposes.

The consolidated table for the 14 Member States reporting these data (EU Table 5) is
presented in table 5.1 of this report.

Owing to variations in the data submitted by some Member States, the data of table
5.1 will not be interpreted further.
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[11.7. Resultsof EU harmonized Table 6: Origin of requlatory reguirements for animals used
in toxicological and other safety evaluations

111.7.1. Thedata

Fourteen Member States reported data on the origin of regulatory requirements for animals used in
toxicological and other safety evaluations.

The consolidated table for the 14 Member States reporting these data (EU Table 6) is presented in
table 6.1 of thisreport.

[11.7.2. Treatment and interpretation of the data
Figure 6.1
Percentage of animals used versus regulatory requirements for toxicological or

other safety evaluations

0,0 10,0 20,0 30,0 40,0 50,0 60,0

6.2 National legislation specific to a single EC 6.4
Member Statel D

6.3 EC legislation (including European 16.4 |
Pharmacopoeia requirements) Y

6.4  Member Country of Council of Europe (but not DZ 4
EC) legislation2 !

6.5 Other legislation |6,1

6.6  Any combination of 6.2/ 6.3/ 6.4 /6.5 53,7

6.7  No regulatory requirements 15,0

It is observed that sum of percentages of individual requirements such as in columns 6.2 to 6.5
represent a much lower number of animals used (31,3%) than for combined requirements (53,7%).
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[11.8. Results of EU Table 7: Animals used in toxicity test for toxicological or other safety
evaluations

[11.8.1. Thedata

Fourteen Member States reported data on animals used in toxicity tests for the purpose of
toxicological or other safety evaluations of products.

The consolidated table for the 14 Member States reporting animals used in different toxicity tests
(EU Table 7) is presented in table 7.1 of this report.

[11.8.2. Treatment and interpretation of the data

For the convenience of the presentation of results some of the toxicity tests of table 7.1 have been
grouped in table 7.2 of this report. A 3D chart showing the percentage of animals used per toxicity
test groups is presented in figure 7.1.

Figure 7.1
Percentage animals used in toxicity tests for toxicological or
other safety evaluations

Acute and sub-acute toxcity (inciuding limit tests)

Irntationisensitiztion
Sub- chronic and chronictoxcity

futa and cancinogenicity

Feprodudive and develop. toxicity

Toxcityto aguat c verte bra-tes notinciuded inother
columns

Other L=

00 50 100 150 200 250 300 350 400

Acute and sub-acute toxicity tests on experimental animals are the most widely used tests (38%).
With the addition of sub-chronic and chronic toxicity, the short and long term classical toxicity
testing accounts for the use of more than half of the experimental animals in 1999 for toxicological
and other safety evaluations (52 %).

Systemic effects, specia effects (carcinogenicity, mutagenicity) and toxicity to reproduction
represent approximately half of the above percentages of classical toxicity.

Environmental toxicity represents alow percentage.

Finally, the 19,5 % for “other tests” where no further indication is given.
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111.9. Results of EU Table 8: Type of toxicity tests carried out for
toxicological or other safety evaluations of products

111.9.1. Thedata

The consolidated table for the type of toxicity tests carried out for toxicological or
other safety evaluations of products, for the 14 Member States reporting (EU Table 8)
is presented in table 8.1 of thisreport.

[11.9.2. Treatment and interpretation of the data

Owing to variations in data reported it was decided not to interpret results further.
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PART B: DATA AND SUMMARY OF THE COMMENTS
SUBMITTED BY THE MEMBER STATES

BELGIUM

Comments of Belgian authorities

Statistical data submitted

The statistical data have been submitted by the “Ministére des Classes Moyennes et de |’ Agriculture”
(Ministry of Small Enterprises and Agriculture).

General comments

1 The legal basis for the collection of statistical data in Belgium is the royal decree of 14
November 1993 which states that all laboratories must send each year to the Veterinary
servicestheir statistical data on the use of animals.

2. Statistical data of 1999 were, for the first time, collected on the standardised set of statistical
tables of the European Union. Prior to collection guidelines were dispatched to al laboratory
directors. The purpose was to precise the way of recording re-used animals in the tables as
well as to explain the links between the different tables. All the laboratories in activity in
1999 have sent their statistical data.

Specific comments

1. It is noteworthy that the total number of animals used in research or other scientific purposes,
when it is compared with the figure of 1996, has been reduced in 1999 in Belgium by 47,87
%.

2. More precisely comparison of data of 1999 with the figures of 1998 shows the following
trends:

2.1. Rodents and rabbits still represent the most used group of animals used and mainly for
“research -development and quality control of products and devices for human medicine,
veterinary medicine and dentistry “.

2.2. The second group is represented by the cold-blooded animals in fundamental research,
environmental toxicity evaluation and in food research.

2.3. The total number of animals used in 1999 (790,089 animals) decreased by 5.6 % when it is
compared with the figure of 1998 (837,560 animals).

2.4. The number of rodents and rabbits increased by 2.11 %.

2.5. The use of sensitive carnivores shows a regular reduction: the number used in experiments
has been reduced by 20.8 % for dogs and by 40.9 % for cats.

39



2.6.

2.7.
2.8.

2.9.

The number of pigsis increased by 7.1 % but other farm animals were less used (sheep: -
15.7 %, goats. - 7.1 %, cattle: - 4.9 %, horses and donkeys: - 11.1 %).

The number of primatesis reduced by 41.7 %.
The number of birds decreased by 64.2 %.

Asfar as cold-blooded animals are concerned 28.2 % less have been used in 1999.

As a conclusion we can notice that two strong trends in the use of animals in experiments in Belgium
are shown. The first one is a confirmed decrease of use of dogs and cats and the second trend is the
reduction of use of primates. The latter reduction is due to less primates being used for some safety
evaluation of pharmacological products.
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DENMARK

Statistical data submitted

The statistical data have been submitted by the “Dyreforsegstilsynet” (Animal
Experiments Inspectorate).

Comments of Danish authorities

An animal isincluded in the statistics when it is first used for experimental purposes.
However, animals that have been used for experimental purposes over a period dating
back to before 1 January 1999 are not included in the statistics for the reporting year.

As the following pages indicate, the total number of experimental animals used in
1999 was 323 444 (of which 29 018 were “other vertebrate animals’, mainly fish).
For many years the number of animals used for experimental purposes has remained
constant at around 350 000 with only a few fluctuations, as, for example, in 1998,
when the number fell to 290 590. This sudden reduction could be regarded as a
random fluctuation, and this is borne out by the figures for 1997 and 1999 (380 322
and 323 444 animals, respectively).

In contrast to the situation in Denmark, the number of animals used in several other
European countries has fallen significantly over the last two decades. According to the
Animal Experiments Inspectorate (Dyreforsagstilsynet), this difference is attributable
to the fact that the Danish pharmaceuticals industry has stepped up its activities
significantly in recent years, due in part to the launching of new companies. However,
this increase in activity has not been accompanied by a corresponding increase in the
number of animals used for experimental purposes. For instance, one large Danish
pharmaceuticals company has informed the Animal Experiments Inspectorate that,
over recent years, it has been able to conduct a substantial part of its development
research through the use of newly developed, refined (alternative) methods, which
significantly reduce the need for experimental animals. In the year 2000 the company
expects to use about 70 000 experimental animals for development research. If the
company had been forced to rely solely on the methods available in 1990, the number
of experimental animals required in 2000 by this one company alone would have
come to about 1 million.

In terms of numbers, the most significant fluctuation is in the use of mice and rats,
which in 1999 stands at 260 544 animals, i.e. 81 %. Guinea-pigs and rabbits account
for 16 974 animals in total (5%). The number of fish, totalling 28 741 (9%), is higher
than in the two preceding years.

The numbers for animal species such as cats, dogs and monkeys have never been
lower than in 1999 (44, 143 and O respectively, i.e. 0.6 per thousand collectively).

Apart from the total numbers involved, there are not many differences in the patterns
of use of experimental animals compared with previous years. Changes in pattern that
are worthy of special mention are the following. There has been a marked decline in
basic biological tests involving experimental animals, from just under 100 000 to
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66 797. At the same time, the use of experimental animals for research and
development involving medical, odontological and veterinary products and articles
has increased significantly from 102 823 in 1998 to 153 671 in 1999, athough this
latter figure reflects levels of use in previous years. Similarly, the use of experimental
animals for toxicological and other safety assessments has risen from 14 573 in 1998
to 17 696 in 1999, which again isin line with patterns of use in previous years.

The number of animals used in experiments relating to diseases in humans and
animals has risen significantly compared with previous years, involving a total of
195666 animals, i.e. 60%. While levels of use in cases involving human
cardiovascular diseases have more than halved, the use of experimental animalsin the
context of human nervous and mental disorders has risen sharply, and this is reflected
in the case of other human diseases.

In the area of toxicology, it is worth pointing out that the number of animals used in
connection with “other lethal methods’ is continuing to decline. Similarly, the number
of animals used in skin irritation and skin sensitisation tests is constantly falling. In
1999, 21 rodents were used in acute or subacute toxicity tests involving cosmetics or
toiletries.
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GERMANY

Statistical data submitted

The datistica data have been submitted by the “Bundesministerium fir
Verbraucherschutz, Erndhrung und Landwirtschaft* (Federal Ministry of Consumer
protection, Food and Agriculture).

Comments of German authorities

The officia figures at the time of drafting this report refer to the year 1999. In this
reporting period the number of the experimental animals increased by 58,822 animals
to 1.591 million compared with the previous year. This means an increase of 3.8%
vis-avis 1998. The rise is due in particular to the basic research as well as the
development of diagnostics etc. Although it is difficult to draw detailed conclusions
on the basis of the statistics, it is expected that the development of new diagnostics
and gene-technological procedures could be a cause of the rise. The rise in the animal
numbers could also be attributed to the increasing importance of the basic research.
On the other hand, it has to be pointed out, that in the field of product-testing, for
example for development of medicine products, the number of animals used continue
to decrease since years.

Thetrendsin animal use are different in individual categories; the largest decreasesin
1999 with regard to the previous year concern guinea pigs (-7,8 %) and rabbits (21.7
%). In contrast to this, the experimental animal numbers have risen in particular for
fish (29.6 %), birds (23 %) and mouse (1.8 %). The number of monkeys and
pro-simians rose compared with the previous year by 21.8%. Also the number of dogs
and cats rose in the reporting period. With regard to these numbers, it isto be born in
mind, however, that in view of the small absolute numbers, a single large project can
cause a significant increase. Great apes have no longer been used in Germany since
1991.
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The numbers, kinds and sources of animals used in

procedures during 1999 in Germany

From From b

breeding or user |other Parties
establ. registered to the
within the Party | Convention

Total From

other
sources

Mice

775.932

Rats

403.227

Guinea pigs

42.891

Golden hamsters 2

Other rodents

180207777 .. )

Rabbits

50.623

Prosimians

271

New World Monkeys ¥

Old World Monkeys X

1.813

Apes

0

Dogs

6.031

Cats

1.124

Other carnivores

376 W//////////////W////////////// '

Horses, donkeys and cross breds

657 1

Pigs

10.494 //////////////// 1

Goats and sheep

Cattle

2.596 . |

. » " ===

4018

Other mammals

Quails 4

Other birds

Reptiles

21 ////////////////

I Amphibians

5915 7

Fish

Total

173, 933 /////////////// n
1501304 //////////////// ]

1)

provide the legal basis for collecting information on the sources of animals.

2)

3)

4)

Animals of this species are counted under "other rodents".
New World and Old World Monkeys are counted together as "other simians".

These Animals are not counted separately, but under "birds".
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The number of animals used in procedures for selected purposes

during 1999 in Germany

Selected species
Rodents and | Dogs and
All species rabbits cats Primates

1Biological (including medical) studies 438.017 346.596 471 251

of a fundamental nature
2|Research into, development and 643.423 620.878 4.611] 1.484

quality control (including safety

evaluation) of products or appliances

for human and veterinary medicine
3Diagnosis of disease’ 312.057 249.700 1.306 398
4Protection of man, animals and the 170.439 63.967 389 53

environment by toxicological or

safety

evaluation®
5Education and training3
6/Others

! These data refer only to vertebrates used in procedures for research into or testing of methods of
diagnosis, preventive or curative treatment.

% These data include - in a relatively low proportion - also animals, which have not been used for
safety evaluations in the proper sense, but f. ex. for efficacy testing.

® The Animal Welfare Act of 1986 does not provide the legal basis to collect statistical information in
this field
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The number of animals used in procedures for selected purposes for the protection

of man, animals and the environment by toxicological or safety evaluationduring 1999 in
Germany

(including safety evaluation of products or appliances

for human and veterinary medicine )*

Selected species
Rodents and | Dogs and
All species rabbits cats Primates
1iSubstances used or intended to be 46.673 31.755 233 38
used mainly in agriculture
Substances used or intended to be
used mainlyin households'

N

3]Substances used or intended to be
used mainly as cosmetics or

toiletries” 49.553 28.196 156 0

N

Substances used or intended to be
used mainly as additives in food for

human consumption®

6]

Substances used or intended to be
used mainly in industry which do

not appearinrows 1,2, 3and 4 !

6Potential or actual hazards of 74.213 4.016 0 15
contaminants in the general
environment which do not appear in
the other rows

~

Safety evaluation of products or
appliances for human or veterinary

medicine®

1 \nformation on this aspect is not collected separately.
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The number of animals used in procedures
concerned with diseases and disorders?

during (year) in the Bundesrepublik Deutschland

Selected species
Rodents and | Dogs and
All species rabbits cats Primates

=

Human cancer (excluding evaluations
of carcinogenic hazards)
2/Cardiovascular human diseases
3Nervous and mental human disorders
4/0ther human diseases

5/Animal diseases

Note: When a procedure covers cancer under any item from 2 to 4, the cancer classification should
take precedence

Lif the type of human disease or disorder is not precisely known, the data should be entered in row 4
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The number of animals used in procedures required by law

during 1999 in Germany

Selected species
Rodents and | Dogs and
All species rabbits cats Primates

1|Party only

Other Parties Other Parties
2and or member States

other States Other States

Both (1 + 2):
3Party and 450.690 406.213 3.536 607

other Parties/States
4Total 450.690 406.213 3.536 607

Note: These data refer to statutory testing for notification or authorization of substances or products.
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GREECE

Statistical data submitted

The statistical data have been submitted by the “Ypoyrgeio Gevrgiaw, Gen. Diey/Nsh
Kthniatrikhw” " “ (Ministry of Agriculture, Veterinary Services).

Comments of Greek authorities
Experiments on vertebrate animals in Greece are governed by the following provisions:

@ Law No 2015/92 (Government Gazette | 30) approving the European Convention on
the Protection of Vertebrates used for Experimental and Other Scientific Purposes,

(b) Presidential Decree No 160/91 (GG | 64) on the protection of animals used for
experimental and other scientific purposes, in accordance with Council Directive
86/609/EEC.

In accordance with the above provisions:

- licences are issued to scientists who carry out experiments with animals (Articles 7 and 14
of Directive 86/609/EEC)

- establishments breeding and supplying animals for experiments are registered (Articles 15,
16, 19 and 21 of Directive 86/609/EEC).

1. ESTABLISHMENTS

Experiments are carried out at registered establishments, of which thereare 21 in al.

These can be broken down as follows:

a) Universities and university hospitals

b) Hospitals

C) Research institutes

d) Pharmaceuticals companies

€) Agricultural and veterinary laboratories
f) Other research institutes

R WNOTWwWN

2. EXPERIMENTS

The total number of experiments conducted can be broken down as follows:
68.1% on human and animal diseases

2.1% on checking the quality of medicines, and of dental and veterinary products and
equipment

1.72% on toxicological and other safety testing.

Animals are not used for the testing of cosmetics and detergents.
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Statistical data submitted
The Statistical data have been provided by the :”Ministerio de Agricultura, Pesca y
Alimentacion, Subdireccion General de Sanidad Animal” (Ministry of Agriculture,

Fisheries and Food, Directorate General of Livestock, Subdirectorate General of
Animal Hedlth).

Comments of Spanish authorities
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FRANCE

Statistical data submitted

The statistical data have been submitted by the “Ministere de la Recherche” (Ministry
of Research).

Comments of the French authorities

In accordance with Articles 13 and 26 of Directive 86/609/EEC of 24 November 1986
on the protection of animals used for experimental and other scientific purposes, a
statistical survey on the use of animals for experimental purposes during 1999 was
made. The French statistical data, presented in standard form, has been sent to the
European Commission by the Ministry for Research which is responsible for these
studies.

The series of eight tables indicating the categories of information required, finalised
by the Commission and the Member States' competent authorities, have been used for
this purpose. It is worth recalling that these tables were used before in conducting the
survey on 1997, as the French authorities were involved in testing the new
harmonised structure on that occasion.

In methodological terms, an innovation compared with the preceding study was that
establishments were asked to reply to the questionnaire, if they so wished, either on
diskette in PC or Mac format, including tables with results formatted in an Excel
software package, or by e-mail, the inbox being protected by a password. The latter
system was greatly appreciated, since ailmost 20% of mailings (and replies) used this
channel.

The analysis of these results |eads to some comments.

e Between 1990 and 1999, i.e. in amost 10 years, the total number of animal
vertebrates used for experiments fell by 37%, corresponding to an average
decrease of 5% per annum.

e Thisdecrease is more significant in private-sector establishments than in the public
sector as regards the total number of animals used, which was 75.6% in 1997,
falling to 61% in 1999.

¢ Rodents still provide the largest experimentation contingent. Although there was a
reduction of 36% in the number used between 1990 and 1999, their weight in the
total has notably increased. It was 90.8% in 1990 and reached 91.6% in 1999, with
a notable net increase in the number of rodents used between 1997 and 1999 in
public-sector laboratories.

e As regards rabbits, their number decreased by 56% between 1990 and 1999 but
there was a significant increase in their use by public laboratories between 1997
and 1999.
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e In 1999, the number of dogs used, which had falen by 33% since 1990, rose
between 1997 and 1999. Private establishments use them the most, even though
public sector laboratories have significantly increased their requirements.

e The use of cats, with a decrease of 34% between 1990 and 1999, was similar as
regards public sector laboratories.

e The number of primates used decreased by 26% between 1990 and 1999. After a
decrease in their use of only 2% between 1993 and 1997, a further reduction in
their use of 11% between 1997 and 1999 was recorded. As in 1997, no apes are
used.

e The use of pigs has been decreasing steadily since 1993, with an average reduction
of 11% per annum. In 1999, pigs represented 0.4% of vertebrates used, compared
t0 0.6% in 1993.

e The number of goats and sheep rose by 46% from 1997 to 1999. The annua
average increase from 1990 to 1999 is 4%.

e The variations in the use of cows is similar to that recorded for goats and sheep.
However, the increase between 1997 and 1999 is higher, reaching 90%. It rose on
average by 3% between 1990 and 1999, with public sector |aboratories being the
largest users.

Finally, and as in the previous surveys, the Ministry for Research has deemed it
necessary, to ensure transparency, to draw up a non-Community table, in order to take
account of a particular category of animals, the use of which does not comply with the
experiment definition in Article 2 of Directive 86/609/EEC. According to this Article,
sacrificing an anima by a "humane" method (least painful method accepted by
modern-day practices) with regard to removing cells, tissue or organs, does not
constitute an experiment. This table shows that the number of animals put down by
"humane" methods to implement in vitro studies remains significant: 255 089. There
are clear differences between the two related types of use. Between 1997 and 1999,
the use of vertebrates in "aternative methods to animal experiments' increased by
66%, whilst their usein "basic research” fell by 51%.

In a note dated 20 April 2001 our attention was drawn to the fact that some statistical
survey tables on the use of laboratory animals in France in 1999 showed
inconsistencies. Specifically, the totals of Tables 3, 6, 7 and 8 should have been
identical to the total in column 2.6 of Table 2.

This was a known problem but, nevertheless it was decided to abide by the data
supplied, in order to ensure transparency and because these data could be informative
to the Commission and the competent authorities of the Member States.

There are two main reasons for these divergences:

1 In each table the respondent institutions had to indicate individual data
(broken down by type of use and by species) and the corresponding totals. It
was noted on a number of occasions that the sum of the individual data was
different - usually lower - than the totals indicated. The basic reason seems to
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be the fact that the person ordering the animals is not always the same as the
person carrying out the experiments.

2. The system of checking coherence within this survey was based on
exceptions. In other words, when results were recorded all tables that did not
meet the coherence criteria were rejected for verification at the institutions
concerned.

2.1  If upon verification at these institutions it appeared that they were unable to
correct the data within an acceptable time span, the approach adopted was to respect
the totals indicated. Accordingly, it islikely that the actual number of animals used is
substantially lower (about 0.25%). This largely explains why the figures are dlightly
higher than those that should have appeared in the totals of Tables 3, 6, 7 and 8.

2.2  Moreover, if the replies came from a central animal house, the verification
procedure was more complex because of the need to first identify the laboratory or
laboratories using the joint service where the divergence originated and in some cases
because of the difficulty of distinguishing animals ordered from animals used.

Finally, it should be noted that the strongest margin of error noted between the
dependent tablesis 0.4%. Of course it would have been preferable for this margin to
be nil, but the data-collating procedure and the heterogeneity of the institutions in
practice make such divergences unavoidable, however minor they may be.
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IRELAND

Statistical data submitted

The 1999 datistical data for Ireland have been provided by the Department of Health and
Children.

Commentsof Irish authorities

General

A total of 73,929 animals were used, this represents an increase of 7% from 1998.
There were 456 valid licences during this period.

182 new licences were issued in 1999, this was a reduction of 27% in the number of
licences issued the previous year.

Rodents accounted for 63% of all animals used.

No primates were used. This was in accordance with Ireland’ s policy not to licence for the
use of primates.

Of the animals used, 66% (48,913) were bred in registered breeding establishments in
Ireland.

Commercial concerns accounted for 26% (19,165) of the animals used. This represents a
reduction of 5% from 1998 in the commercia use of animals.

Universities and Colleges accounted for 37% (27,507) of al animals used in scientific
procedures.

58% of all procedures (49,922) used no anaesthesia, usually because the procedure was so
minor that anaesthesia was inappropriate.

6% of animals (4,524) were used in procedures involving anaesthesia with permitted
recovery (Certificate B).

691 genetically modified animals were used in experimenta activity. This represents 1%
of the total numbers used.

Animals Used for Selected Purposes

32% of animals (23,463) were involved in studies specific to animal diseases.

20,000 fish (over 99% of all fish used) were used in the regulatory monitoring of infection
in farmed stocks.

Of the 844 pigs used in 1999, 78% were involved in studies on animal diseases.

94



129 cats were used in total, 87% (112) of which were used in studies on feline disease.

312 dogs were used in 1999, of which 132 were used in studies on human disease.

Approximately 10% of the animals were used for studies on human nervous and mental
disorders.

Education and training accounted for 2.5% of the animals used.

Toxicological and other Safety Evaluations
¢ No animalswere used in the testing of cosmetic products.

e Toxicological and other safety evaluations accounted for 17% (12,347) of animals used.
97% of these tests were conducted to comply with legislation.

e 90% of the animals used in toxicological and other safety evaluations were mice.

e No animalswere used to conduct LDsg or LCsg tests.
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ITALY

Statistical data submitted

The statistical data have been submitted by the “Ministero della Sanita’ Dipartiemento
Alimenti, Nutrizione e della Sanita Pubblica Veterinaria” (Ministry of Health, Directorate-
Genera for Veterinary Public Health, Food and Nutrition).

Comments of Italian authorities

The collected data have been entered into the “ standard statistical tables” agreed by the
competent national authoritiesin the EU in 1997.

Generally speaking, they confirm the downward trend in the total number of animals used in
experiments, which in 1999 fell below one million.

Species 1997 1998 1999 Diff. % 1997-1999
ALL 1130536 1099 491 959 105 -15.16 %
Details of the various species of animal:
Species 1997 1998 1999 Diff. %
1997-1999

RATS 688 145 579 479 491 966 - 28.5%
GUINEA PIGS 31 564 29471 18 455 -41.5%
OTHER RODENTS 2782 5372 2428

RABBITS 31004 22 920 16 430

CATS 263 89 29

DOGS 897 876 745

GOATS 45 206 41

PROSIMIANS -- 103 (?) --

OTHER MAMMALS 24 70 25

OTHER BIRDS 6673 24 992 19931

REPTILES 910 1739 1410

The tables also include data on animals used for in vitro studies (sacrificed for the removal of
organs, tissue and cells), for teaching purposes and for diagnosis of human and animal
diseases.

Mice and rats account for 92.4% of the animal species used.

Dogs, cats and simians represent 0.13% of all animals used, i.e. afall of 26.9% since 1997.
For details of the various species, see Annex 1.

88.58% of the animals are used in basic biological studies, the research and development of
products and devices for human medicine, dentistry and veterinary medicine and the
production and quality control of products and devices for human medicine and dentistry.
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LUXEMBOURG

Statistical data submitted

The statistical data have been submitted by the “Ministére de I'Agriculture,
Administration des Services Vétérinaires’ (Ministry of Agriculture, Administration of
Veterinary Services)

Comments of L uxembourg authorities
No comments
Remark:

Please note that only relevant EU tables containing data are included in this report. No
animals were reported in Tables 3-8.
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THE NETHERLANDS

Statistical data submitted

The statistical data have been submitted by the “Keuringsdienst van Waren, Ministerie voor
Volksgezondheid, Welzijn en Sport” (Inspectorate for Health Protection Welfare and Sport and
Veterinary Public Health).

Comments of Netherlands authorities

On 5 February 1997, the revised version of the Experiments on Animals Act (1977) entered
into force. This act presents a comprehensive system for regulation of animal experimentation
and only covers vertebrate animals. However, aso invertebrate species to be designated by
Order in Council can be brought under the scope of this act.

The provisions of the European Directive on the approximation of laws, regulations and
administrative provisions of the Member States regarding the protection of animals used for
experimental and other scientific purposes (86/609/EEC) have been implemented.

In addition, among others the following provisions have been issued:

- animal experiments using LDsy/L.Cso methods are prohibited. However, for acute dermal and
acute respiratory toxicity tests a general exemption is granted, due to the lack of validated
alternative methods.

- animal experiments for new or existing cosmetics are prohibited.

- every animal experiment to be performed has to be recommended by a recognised ethical
review committee. Such a committee comprises at least seven members, one of whom is the
chairperson. In addition, such a committee comprises in equal numbers expertsin the fields of
animal experiments, experts in the field of alternative methods, experts in the field of animal
welfare and protection and experts in the field of ethical assessment. At least two of these
experts are not involved in the conduct of experiments on animals. The chairperson and at
least two members are not in the employ of any licence holder applying to the committee. The
animal welfare officer isinvolved already at an early stage in the review of experiments and
acts as a permanent advisor for the ethical review committee. In 2001, after a three years
period, the functioning of these committees will be evaluated.

Licenses to perform animal experiments are issued by the Minister of Public Health, Welfare
and Sport to a natural or legal person who is a mandated representative of an establishment
for anima use. So licensed, those people are responsible for assuring that the legal
requirements are complied with. The welfare of the experimental animals is supervised by a
qualified veterinarian or another competent person in charge of the licensee.

A Standing Committee advises the Minister on the administration of the Act and other
related issues. The Committee consists of experts in the field of animal experimentation,
laboratory animal science and animal welfare.

The enforcement of the Act has been commissioned to the Inspectorate for Health Protection
and Veterinary Public Health.
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The creation of transgenic animals

Within the framework of the Animal Health and Welfare Act (1992) a system of licensing has
entered into force with respect to experiments aiming at a genetic modification of animals. A
national committee on ethical evauation of genetic modification of animals, caled the
Committee on Animal Biotechnology will advise the Minister of Agriculture, Nature
Management and Fisheries on the ethical aspects of the creation and the use of transgenic
animalsin general and on the admissibility of proposed projects.

In addition, such projects have to be evaluated within the framework of the Experiments of
Animals Act and the Environmental Conservation Act. Tuning of these three types of
eval uation needs due consideration.

In 1999, for the creation of transgenic animals, 39,275 animals were used.
Collection of data
83 establishments (with 330 sub-units) completed the 1999 registration form.

These establishments can be categorized as follows:

a) Universities and university hospitals 16
b) Other hospitals, regional public health laboratories 5
c) Public health research institutes 9
d) Agricultural and veterinary research institutes 10
€) Other research institutes 4
f) Industries 27
g) Schools for vocational training 10
h) Miscellaneous 2

Up to 1999 data of animal experiment had to be registered in advance. Therefore, the degree
of discomfort had to be estimated. However, as from 1999 a new system is in use which
obliges licence holdersto fill in the forms after the experiment has been performed.

This data collection system is based on
- the old system.

- additional national requirements, such as a breakdown of the nature of the animals used:
genetically modified, from the wild, other animals.

- the so called EU Tables to be used by the EU Members States to provide for data to be
included in the European Commission’s report on animal experimentation to be sent to the
European Parliament.
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Thekilling of an animal without any previous intervention

In the Netherlands, if an animal is killed without any previous intervention in the framework
of research or testing, e.g. for organ/blood collection, the killing is considered to be an
experiment. The rationale of thisis that the Inspectorate must have the power to supervise the
killing of laboratory animals. In 1999, 63,920 animals were killed without previous
intervention.

Thisisin contrast to the Council of Europe Convention ETS 123 and Directive 86/609/EEC,
where the use of an animal for an experimenta or other scientific purpose is not considered an
experiment if the least painful method of killing accepted in modern practice (‘humane
methods') is used.

Total number of animals used

In 1999, according to the EU Tables, the total number of animals used was 621,466.

Discomfort and pain prevention

General

As mentioned before, data has to be registered after an experiment has been performed. This
includes data on the degree of discomfort; i.e. experienced discomfort.

Discomfort is defined as a state including impairment of the animal's health, or as appreciable
pain, injury or other grave distress caused to the animal. For assessment of the degree of
discomfort no objective criteria are available. However, respondents are advised to attend to
the effect of interferences on the behaviour and/or on the bodily functioning of the animal.

At meetings of animal welfare officers information will be exchanged and discussed to
promote consensus of opinion.
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AUSTRIA

Statistical data submitted

The satistical data have been submitted by the “Bundesministerien (Land und
Forstwirtshaft, Umwelt und Wasserwirtschaft, Soziale Scherheit und Generationen,
Bildung, Wissenschaft und Kultur)” Federal Ministries (Agriculture and Forestry, the
Environment and Water Resources; Social Security and the Generations; Economic
Affairs and Labour; Education, Science and Culture).

Comments of Austrian authorities

There is a clear further downward trend in the number of animal experiments and
animals used for experimental purposes in Austria The dtatistics on anima
experiments for 1999 (the statistics are published each year for the previous year in
accordance with the Animal Experiments Act) show that a total of 130 295 animals
were used for experimental purposesin 1999, i.e. 26 953, or about 17%, fewer than in
1998 (157 248). For comparison: 1997 (168 696); 1993 (272371) and 1992
(308 308). Compared with 1991 (the first year in which statistics were recorded), the
number of animals used has been reduced by almost three-quarters: 482 166 animals
were still being used for experimental purposesin that year.

Following the 1999 amendment to the Animal Experiments Act, BGBI. (Federal Law
Gazette) No 169/1999, the statistics on animal experiments have for the first time
been produced in standard EU format. The full animal experiment statistics, with the
tables for the Federal Ministries (Agriculture and Forestry, the Environment and
Water Resources; Social Security and the Generations, Economic Affairs and Labour;
Education, Science and Culture) responsible for the implementation of the Animal
Experiments Act are given on the homepage of the Federal Ministry for Education,
Science and Culture under hap://www.bt_nbwk.qy.at/4fte/tierversuch/sta.99.htm.

Theright trend in animal experiments

"This clear reduction in the numbers of animals used for experiments, a 73%
reduction since 1991, is, " according to Science Minister, Elisabeth Gehrer, "due to at
least two related courses of development in animal experiments':

ThethreeRs

Firstly the three Rs: reduction, refinement (improvement of scientific methods) and
replacement (substitution of other scientific methods for experimental animals) by
scientists, researchers and scientific workers themselves and efforts to use alternative
methods as far as possible instead of experiments on animals, as specifically provided
for in the Austrian Animal Experiments Act.

Note:

In addition, in November 1998, during the Austrian EU Presidency (the second half of
1998), the Ministry of Science held a widely-reported meeting on the
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"Implementation of the 3 Rs - Targets in the EU, in science and industry”, in
cooperation with the Commission and with participants from all EU Member States
and, for the first time, the East European candidate countries to support and promote
the aims of the three Rs in the EU framework as well. One of the resolutions adopted
at this meeting was forwarded to the EU Council of Ministers and the European
Commission for further consideration. Special attention was recently drawn to
Austrids initiatives for the recognition and implementation of methods at Community
level to replace animal experiments at a follow-up meeting held last year in Berlin
(during the German EU Presidency) and these initiatives have since been on the
agenda at all EU discussions of animal experiments.

A restrictive approach and the promotion of alternative methods

Secondly, a restrictive approach is taken by all competent authorities as regards
licences for animal experiments under Austria's strict Animal Experiments Act, which
was refined even further last year and allows animal experiments only under very
restrictive conditions and only if the experimental objectives cannot be achieved by
other methods or processes (substitute methods).

Lastly, the government's pro-active approach, which includes competitions with
national awards for research projects to find aternative methods and efforts to
increase the use, both within Austria and abroad, of procedures to replace animal
experiments, has also made scientists and researchers more aware of their
responsibility in this area. The Ministry of Science has aready spent over SCH 20
million in the last two years on research contracts to find substitutes for animal
experiments.

Experimental animals mainly rats and mice
The total number of animals used for experimental purposes in 1999 in Austria was
130 295: 103 893 rats and mice; 15 056 rabbits; 670 farm animals (sheep, goats, pigs,
cattle, etc.); 3 367 birds; 738 fish; 709 amphibians; 68 dogs and 24 cats.
Publication of
the Austrian Federa Ministry of Economic Affairs and Labour

(Line 30.581/5-111/A/9/2000);
the Austrian Federal Ministry for Social Security and the Generations
(Line 20.903/8-V111/A/8/2000);

the Austrian Federal Ministry of Agriculture and Forestry, the Environment and
Water Resources

(Line 12 4650/1-1/2U/200) and
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the Austrian Federal Ministry for Education, Science and Culture

(Line 5436/7-Pr/S/2000)
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PORTUGAL

Statistical data submitted

The statistical data have been submitted by the “Ministério da Agricultura,
Desenvolviementos Rural e das Pescas- Direccdo Geral Veterinaria’” (Ministry of
Agriculture, Rura Development and Fisheries-Directorate-General for Veterinary
Matters, Directorate for Animal Health Protection, Welfare and Feed)

Comments of Portuguese authorities

1

To reduce difficulties associated with the completion of the statistical tables
and, in the process, to improve the quality of the future statistics, we are
going to reword the guidelines as requested earlier by the bodies conducting
experiments on animals.

Preparations are being made for further revison of Portugal's national
legidlation on the protection of animals used for experimental and other
scientific purposes. In principle, the main changes to be made will be:

to make it compulsory for all bodies using animals for the purposes in question to
have a code of ethics;

to change the membership of the advisory committee set up at national level to
include new Ministries and replace the members who have | eft;

to add a classification of the level of suffering caused to any animal.

We consider it necessary to lay down uniform criteria at Member State level
for vocational training for researchers and laboratory technicians handling
animals in order to bring credibility to this category of technicians and
promote equivalence within the European Union.
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FINLAND

Statistical data submitted

The statistical data have been submitted by the “ Maa — ja metsatalousministerio Elintarvike-
jaterveysosasto” (Ministry of Agriculture and Forestry, Veterinary and Food Department).

Comments of Finnish authorities

The amount of used animals has grown a little from the last year. One explanation to that
according to the information from the Provincial State Offices is the development and
increased use of gene technology. The amount of animals, mostly mice, can be quite largein a
single study that develops a new strain with altered genes. The growth in animal numbers is
indeed all due to the increase in the amount of mice.

e Table 1: The largest group is mice. Proportion of mice is about 39 % of all the animals.
Fish are the second largest group (about 38 % of al the animals) and the third largest
group is rats (about 14 % of al the animals). There was nine primates (Old World
Monkey) used in 1999. Animals that were not used at al are cats, Prosimians, New World
monkeys and apes.

e Table 2: Biological studies of a fundamental nature (2.2) are the major purposes of the
experiments. The amount of animals used in biological studies of a fundamental nature is
about 86 % compared to all animals used .

e Table 3: The number of animals used in toxicological and other safety evaluations is only
<2 % of all animals used. There has been no testing for cosmetic or toiletries products (3.6)
or for products used or intended to be used mainly as additives in food for human
consumption (3.7).

e Table 4. About 90 % of the used animals are used in studies concerning human diseases or
disorders. The most used animal in studies specific to animal diseasesisfish.

e Table 5: The proportion of animals used because of EC legislation or European
Pharmacopoeia requirements (5.3.) is 83 % of al the animals used in production and
quality control of products and devices for human medicine and dentistry and for
veterinary medicine.

e Table 6: The proportion of animals used with no regulatory requirements (6.7) is 49 % of
all the animals used in toxicological and other safety evaluations.

e Table 7: Proportion of animals used in acute and sub-acute toxicity testing using lethal
methods (7.2.1 and 7.2.2) is about 6 % of all the animals used in testing in toxicol ogical
and other safety evaluations.

e Table 8: Potential or actual contaminants in the general environment (8.h, 38 %) and
products/substances or devices for human medicine and dentistry and for veterinary
medicine (8.a, 46 %) are the largest groups that within most of the animals are being used
in the field of toxicologica and other safety evaluations.
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SWEDEN

Statistical data submitted

The dtatistica data have been submitted by the National Board for Laboratory
Animals.

Comments of Swedish authorities

The deadline for submitting the statistical records covering the use of laboratory
animals during 1999 to the EU commission was in June 2000, a much earlier date
than previous years. This resulted in some problems when collecting and compiling
our data. Most university researchers were prompt and submitted their reports in
March, athough some were as late as May despite severa reminders from the
National Board for Laboratory Animals (CFN). Unfortunately, three responsible
researchers had to be warned by legal action over their failure to supply the required
data on their animal experimentation. Hopefully, the collecting of statistical data from
the universities will work smoother next year.

EU-Directive

According to the EU definition (Directive 86/609/EEC) the number of |aboratory
animals used during 1999 in Sweden reached approx. 324 000. Thisis a 7.6 %
increase (about 23 000 animals) compared to 1998. The reasons behind this increase
are hard to interpret and could be due to a number of factors including an increased
input in biomedical research, more accurate reporting of the numbers of animals or
simply just a natural fluctuation. The Swedish statistical record show that throughout
the 1990s, three kinds of animals were predominantly used in animal experimentation,
the mice, the rats and fish. Indeed, these three groups comprised about 90% of all
laboratory animals used during 1999. The most noticeable change observed for 1999
was an increase in the number of mice, which were 27 000 individuals more than
previous year. This probably reflects the increased use of transgenic mice in
biomedical research. At the same time the number of rats used in animal
experimentation decreased. The number of fish used aso increased during 1999
compared to the previous year.

The Swedish statistical records also indicates that whereas the number of laboratory
animals used by the biomedical companies remained the same as in 1998, the
numbers used in university research increased over the same period.

Specific use of animals

As in previous years most laboratory animals were used in either fundamental
biological research (51%) or in development of product/devices (41%) used in human
or veterinary medicine. In 1999, 5% of the animals were used in toxicological
research, and finally, less than 3 % of the total number of laboratory animals were
used for diagnosing animal diseases. The most common animals used in toxicological
research are mice, rats and fish and to lesser extent dogs and rabbits. Mammals were
mostly used in experiments concerning products/substances or devices relating to
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human medicine, dentistry and veterinary medicine whereas fish are mainly used in
the evaluation of hazardous environmental substances.

Swedish definition

Apart from the information required according to the EU directive, Sweden also
collects its own statistical data on other use of laboratory animals. According to
Swedish legidation all use of animals which have a scientific purpose should be
recorded. Therefore, this statistical data includes al animals used in behaviour
studies, feeding trials or animals being euthanized for the use of their tissues and
organs. During 1999 about

228 000 animals were reported according to this definition. The dominating animals
were fish and birds, the latter being mainly roosters in which the comb was used for
extraction of hyaloronic acids.

Transgenic animals

The Swedish statistical records do not separate the use of transgenic animals from
other laboratory animals. In agreement with EU directive, Sweden do not regard
breeding of transgenic stocks as an experiment in it self. However, it is regarded as an
experiment when transgenic animals are used in experiments or when new transgenic
strains are created.

158



69T

2'T UWN[023y] Ul [21019Y] WO JJ POPNJOXe 8¢ PINOyYs /'T UWN|0D UIS[eWIUe pesn-a1 Jo Joquinuay]l  £910N
‘po1e|dwoo 3 01 pIdU SOX0Q dUYMBY1 AlUO 2 910N

"uwIN|o2 s1y1 ul Bulj|1} Usym pasn g 01 sey Sa141unod asoy?
J0 351| parepdn ue snyl "€ZT S13 UOIUSAUOD a8yl 01 SallJed afe ‘poliad Buiniods s ays Jo Buiuuibeg ayl e ‘yoiym adoin3 Jo [1DUNOD Y] JO SB141UN0D JBguid [N 8oyl AJuo SuBduod G'T uwnjo) ‘T 910N
190'v2€ V1Ol 27
75992 (Sosid)sH AT
G8S'T (elqyowy) steiqiydwy  X'T
0T (elnoey) so|Ndey ‘M
0269 (Senv BUIO)SPIIg BYIO AT
0 0 0 0 0 (X1uJM09 X1uIN10D) |end n
) (el BYI0) SBWWRIN BYIO  ¥T
0 0 0 0 0 0 (espoumoH)sody ST
29 09 0 0 0 09 (eap1oooyyidoo8)) SASYUON PUOMPIO 1T
0¢ 0 0 0 9 9 (eaplogeD) SANUOIN plIOM MON — 'b'T
0 0 0 0 0 0 (ewso.d) sueiwsold dT
90/ (Sog)eped 07
¥0T Sno)dmys Ut
9 (eideD)seon  wt
8/Z°€ e)sbd 1T
1. (eepInb3) spa.q ss040 pue sASXUOop ‘SesioH NT
Gl (eloniured BYI0) BI0AILRD BYIO T
0 9 0 0 9zt 2eT (0unysnuioind epENIN) SB.BS T
v€2 0 8 Z 207 454 Suelueysited)sboa . UT
6 0 0 0 GST GST (Sneosipd)seD BT
9 0 0 2.5 657"t TEO'S (snnownasnbejopAIQ) sugaey 1T
SET (enuepoy BYI0)SILPOY BYID BT
0 0 SvT 0.1 STE (snwoloossN) sesueH P
0 0 708", 166°T GSE'6 (sn|paJod eine)) sbid-eauino 0T
069 0 ¥95°2€ 02T'TS v.E¥8 (SnoiBensousnied)sey 0T
67’1 0 998°95 T/8°GZT 0€Z 78T (SnnasnwsnN)DIN -~ e'T

(semis
Baqwe N 03 Buipn(oxe) €21
S.13 uohusAuoD ay) 0} saied Anunoo
ale yoiymadoun3 Jo |10Unod Bunodal ay) UIYIIM SJUBLULS | [0RISS
sulblio Bylo 31 JO SBLIUN0Y Jequi N D3 8yl ulaleymesp BuiAjddns Jo Buipss.q
Sfewiue pesn-ay wioJy BuIwod sewiuy wio4y Buiwod sewiuy wio4y Buiwod sewiuy paseisifal wouy Buiwod sewiuy 1ol 910005
LT 97 ST T €7 1 TT

NIDIHO 40 30V1d d1I3HL OL NOILVT3d NI d3aISNSTVININY 40 439 INNN

so1ads snseA uIbliQ

1 31avl




09T

/90vCE JASTA] [4°14% cL/T €ET9T 0 1698 c081¢CT 096597 Tv10OL K44
599¢ 06 0126 00ST 7S8GT usH ‘AT
G8ST G8ST sweigiydwy  'x'g
0T 0T sby Mz
0269 06 €EL 1,609 SpJiq BYIO ‘N
0 1end ‘ne
€GE €G€ SEWUWEN BylO Y4
0 sady SZ
09 S [4°] € SASYUO N PIHOM PIO x4
9 9 SASYUO N plIOM MON bz
0 swewsold  dg
90/, 86 1444 0S a4’ 9]11ed o4
70T 12 €9 v deeys Uz
9 9 S0  ‘weg
8/¢C€ 12S G977 g€ 719 LE9T sbid '
1L €c 8 Spaiq
SS0I0 pue SASUOP ‘'SSIOH N
74 S, S2I0AIURRD BUIO ‘e
CET 14 4 8TT Splied x4
[44%4 144 09T [444 9 sbod ye
GGT 16 8 96 seoy bz
T€0S €08 S/ 1€ 444 €89 G9CT 2981 slqgey '1'e
GEC 0S G8T SIUBP0Y BUIO x4
ST€ 4 G9 8€¢ SRPBsWeH 4
GSE6 80T 142 69G9T 1999 €T0T sbid-esuing x4
V.EV8 LE8 Lv8T L1ST 8ETE 1 6/.6T€ Tv0SY sy ac
0€CY8T |4 2X4 VT T.T €1¢E 7879 8€G8. LT9T6 01N X4
[C¥
(eupIpew uwIN|o2 U pajunNod
KleuopA 1o} suoieners
pue Ansnuep ApJes Bylo
pue supIpaW pue [e2160|021%0}
vewiny Buipnjoxa)
1o} sa01nep aupipew
pue synpoud AruiopA
Jo uoienens aupipew Ansnusp pue 1o} pue Ansnuep
ApEs AreuLepA aumpIpawW Uewny pue aupIpaW
Buipnjour) 1o} sa01nep 1o} sa01nep uewiny 1o} s01/9p alneu |
suoiened pue sjonpoud pue sjonpoud pue sjonpoud eUBWREPUNJ
Buluren aseasIp ApJes oyo pue | Jo josuod Ayienb | Jo joauoo Ajijenb 10 Juswdoprsp ® Josalpnis
el I=Tle) pue uoieonp3 josisoubelq [eo1601001X0 | pue uo11onpo.d pue uo1onpo.d pue yosessay jeaifojolg 9109ds
0T'¢C 6¢C 8¢ LC 9¢C SC 144 €¢ 44 1¢
So109ds sns jeA asod und
S3ASOddNd d310313S dO4dSININIHIdXaI NI AISNSTVININY 40 439 INNN .2 371avl




T9T

€ETIT 0007 6528 0 0 ST 0L ST 0 .19 V101 z’g
0T¢6 0007 0718 1 0L 1 usH ‘Ae
0 sweqiydwy X'
0 s[dey Mg
0 SpJig BYID A€
0 end  ng
0 SeWURN BYIO e
0 sady  s¢
0 SANUON PHOM PIO e
0 SASXUO N PlIOM MON bg
0 stlelwssold  dg
0 9]11eD 0
0 doaus ug
0 S0  We
0 sbid ‘'€
0 SPa.( SS0J0 pue SASXUop ‘SasioH e
0 BIOAIURD BYIO Te
0 Splied e
09T 09T sbog  ye¢
0 seo b
444 [444 slqgey 1€
0 Sjuepoy BYI0 ¢
0 SRBISWeH PE
0 sbid-eauin9 o'
8ETE 59 €.0€ sred qe
€1¢E 78 6C1€ DIN et
uondwnsuod uo ndwnsuod
few iue uewiny S9UP|I0110 | ployssnoy aupipsw

suwn|od »By1o 10} pooy 10} pooy SO1BWS0D ay) Aisnpul ainnouBe | Asreule®PA J0)

ul Jeadde Jouop | uisaanippese | uiseanippese | se Ajurew ul Ajurew ul Ajlurew ul Ajlurew pue Ansnuep

U2IyM Juswuos Aurew pasn Aurew pasn pasnag pssnaq pasnaq pasnaq pue au 1o Ipaw

suolenens -IAUB [eRURD 8 0] papudIul | 8g 01 papudul | 01 pepudul | O3 papuslul 0) pepalul 0) pepualul uewiny
ApJes ENISTE Jo pasn Jo pasn Jo pasn Jo pasn Jo pasn 1o pasn 10} S30100p
Jo eoifo| -IWeuod fenide S90UeISgNS S90UeISgNS s9oUesgns | Seouelsgns | seouelsgns | Seouelsgns | o s9duelsgns
el -021X01 BYIO 10 [elisiod /s1npo.id /s1npoid /snpoid /s1npo.d /s1npo.d /snnpoid /snnpoid sa10005
TT¢ oT€ 6'€ 8¢ L€ 9'¢ St 143 €€ 43 1€

S9109ds SNS IBA S1ONPO Ud

SNOILVNIVAI AL34VS ddHLO ANV TVOIOO0TODIXOL NI dISNSTVININY 40 439 INNN

£3719vlL




91

682852 9/19 69/8€T 8v.ve ¥892S Z1652 V10l  Z¥
0001 0007 wsH Ay
14 Sz stequudwy XV
0T 0T sdey My
veZy 595 Z65€ S/ z SpligBYIo  AY
0 lend  ny
0zT 0ZT SPWUWeN BYID 1Y
0 ssdy sV
09 /S € SAMUOW PLIOMPIO 1Y
9 9 SAMUON PlIOM MBN by
0 swelwsod  dy
9/ 9/ 9D oY
Ll 9 T L €9 doeys  uy
0 S0 Wy
1967 8/1 366 € 28. sbd I
0 Spa.d sS04 pue mx.wv_co_u _mwm._oI Ny
0 BIOAIURD BYIO Ty
ZeT Z1 8TT Z spied 1Y
822 33 [l g 8TT sbod  yvy
GST 95 8y TS sey by
662€ 0z 9587 ¥2S ove 655 suaqged iy
Gee 4} €/T 0S SIepoy BYI0 ¥
852 €1 GeT SksuweH Py
€£26 ST /258 {44 0.2 sbdeouing oy
ST/S. 806VE Y¥eS /08ET 9G9TT sed  qy
G918GT 1STT 7888 20882 2588.¢2 9/221 NVIN 'Y
(Sxs14 Josprezey
sasessIp o1usbouinsed Josuoienens SepIosIp eluew sasessIp
el few Ue 0} 914199ds SaIpniS sasessIp vewiny JByio Buipnjoxa) Jeoued UewnH pUe snoABU LewnH Je|nasenoipred tewnH 910905
IR 9Y Sy vy 4 44 Ty
SO1090s SNS JBA S31100B1RD UR N
S3ASVISIA TVININY ANV NVIANH NO ST IdN 1S HO4dSININIHdIdXa NI AISNSTVININY 40 439 NNN Y 31gviL




€91

aure.nn ‘“Aeyinl ‘ eluopade |\ Jo ‘doy AeS0BN A Jow Jojayl, ‘pue|loziIMS BIUBACIS IMEAOIS ‘OUlie |\ UeS ‘BISSNyY ‘BluewWOoy ‘puelod ‘AemIoN ‘BAopIo A ‘elfe N
elUeNYll] ‘uRISURIYPIT BIART ‘puepd| ‘ArbBunH eluols3 “doy ysezd ‘snidAD eireol)d ‘elrebing ellopuy ‘elueq|y :(D3-uou) adoin3 Jo [1DUNOD JO SBLIIUNOD RBAUBIN (2

wopbuly paliun ‘UepaMs ‘ureds ‘febnlliod ‘spue|eypeN ‘Binoquexn ‘Afel| ‘puep .| ‘939919 ‘Auew B9 ‘Soue.dH ‘puejuld fewusq ‘wnibpg ‘elisny semwkis kque N D3 (T 'S910U1004

(Juswsa ainba 1

‘wniBpg Ag paniwgns ss|gelayl Ul Z'g uwnjod 01Ul pa 8ius D3 ue ose) ewalinbal yoezy e 01 anp Buise) si Avew kD — 9'G

aQ pue wBWa JInbalaAlresite| (H4) reuolreu e se papod ag snw [09010.1d OS| Wwews 1inbaJ o14109ds SN e 019N BU(IS91 S| ULBPAMS —G'G

ue 01 Buip Jodoe wnifg ul IN0 palifed pue uoiresite| yousl4 Aq paiinboise1e ajdwex3g ewsa Jinbau uelrebunH e o1anp Buselsi ureds — g

"|0o0304d JoauIpPING ‘poyeW 18] [en1de 8y} penssi sey Yolym Apog ayj 01 Jou uoiresiBe| D3 01 Buip Joooe Buisels! MN -€°G
pue 1n0 palJfed ag 1s919y1 eyl Busodwi uoiresiBe| ayl 01 BRI GG - Z'Gsuwn|od BI10N Juswe Jinbsa 1 913108ds (Y4 J0) MN e o1anp Buiseisiaoueld — ' 'so|durex3
1698 099 2289 0TI 0 S8 [2X4 V1Ol  ZG
0 BsH  Ag
0 sieiqiydwy  "x'g
0 sdey Mg
0 Splig BYO  'A'S
0 lend  ng
0 SPWWeN BYID TS
0 sedy  S'G
S S SEYUOWPIOMPIO 1§
0 SEYUONpIIOMMBN PG
0 swelwsod  dg
0 aED 0
0 doys  ug
0 SR 'w'g
ge S€ sbd IS
0 Spa.( SS0J0 puUe SASXUOP ‘S3sIoH NG
0 slonued Yo T
0 Spled IS
0 sbod  yg
0 seo  bg
€85 4 185 Slqey  ¥S
0 Sepoy BYI0  ®'G
0 SesweH  p'g
69ST s GSeT sbigeauing oG
ST ST skey  'Jg
879 682 986Y 0TT 528 v.2 NIN g

[ (Swewsinbay) T
uolegife| epododew.eyd 9IS BquB N
sjueweIIinbal SS S ES S (93 10U INg) adoin3 Jo ueadoin3 Buipnjoul D3 9|bus e 0] 91}109ds
oL Kiorenbes oN 10 UolrRUIqWIoD AUy uoresiBe| BYIo [10UN0Y JO ANUN0D JBquB N uoresibe| 03 uoresibe| feuoieN S9109ds
8'S LS 9'S S'9 'S €9 [4°] 1S
S9109ds SNS JBA SJUBWIL 1INbd 1 AJoTe|nboy
ANIOIAI N AAVNIFT LA dOd ANV AHISIINIA ANV IANIOIAIIN
NYINNH ¥04 S3DIA3IA ANV S1ONA0Hd 40 T0HINOD ALITVNO ANV NOILDONAO0Hd NI daISNSTVININY 40 439NN G371avl




121"

aurenn ‘Aexin] ‘ eluopade |\ Jo "doy Aeobn A Jaw 1o} ayl, ‘pue|BZIING ‘BIUBAOIS BINRAOIS ‘OUlle |\ UES ‘eissny ‘Bluewoy ‘puejod ‘AemIoN ‘eropio
‘ele N ‘BlURNYYIT ‘UBISUBIYMIT eIATR ] ‘puepd| ‘ArebuniH ‘eluos3 “day yosez)d ‘snidAD ‘elreol)d ‘elebing ‘ellopuy ‘eliueq|y (D3-uou) adoin3 Jo [DUNOD JOSBIIUN0D Bque N (2

wopBuly paliun ‘Uepams ‘ureds ‘febnilod ‘spue|ey®eN ‘Binoquiexn ‘Afel| ‘puep.| ‘939819 ‘Auew B9 ‘9aue 4 ‘pue|uld Yfewusq ‘wnibpg ‘elisny somkis oquwa N O3 (T 'S910U3004

(Juswa ainba

‘wniBpg Aq pa1IWgns Ss|qe1 syl Ul Z'9 UWN|od 03Ul Po RBIUS O3 Ue 0S[e) WewWalinbal yosz) e 01 anp Buisel sI Auew e — 9'9

aQ pue 1usWa Jinba 1 aAlre 19| (H4) reuolreu e se papod ag shw [020101d OS| ews 1inbaJ o14108ds SN e 018Np BuIIS91 S| LBPEMS —G'9

ue 03 BuipJodoe wnifpg ul IN0 palifed pue uolresite| yous a4 Ag paiinbal sere ajdwex3g Juswid J1inba 1 e eBunH e 018np Busalsi ureds — 9

"|0o010.d Jo 8ulpPING ‘poylsw 1581 [enide syl panssisey yoiym Apog sy o1 1ou uolresiBe| 53 01 Bulp Joode Busels! MN - €9
pue 1no palJfed ag 15918yl eyl busodwi uoiresiBe| 8yl 01 BRI G'9 - 2’9 SUWn|od BI10N JuBWA JINba 1 914198ds (Y4 J0) MN e 01anp Bunsslsiaouelqd —2'9 'sa|dwrex3
€ETOT 6167 T€ES 144" 0 0 09%.L TV.1OL 'Z’9
0126 0.1 OvvL sHd A9
0 steigiydwy  °x'9
0 so|ndey  'm9
0 SpigBYI0 A9
0 lend  'ng
0 SPWURN BYIO 19
0 sdy 59
0 SNUWOWPUOMPIO 19
0 SANUON PO MON b9
0 sweuwsold  dg
0 aeD 09
0 doaus ‘ug
0 SeoH ‘w9
0 sbd 9
0 S[321q SS0.2 pue m\nwv_COU 'S3SI0H 9
0 SaI0AIURD BYIO —w
0 spled 19
09T 091 sbod  'y9
0 SED b9
[444 V€T 8.1 Sliqgey 19
0 SIBPOY BYI0 99
0 sesuweH  p9
0 sBid-eauin9 0'9
8ETE S9 €.0€ sk ‘a9
€TCE 78 98T SvcT 0¢ VIN €9

(€ (Swewe1INba1) T
uolresife| epododew. eyd 9IS Jequis N
SiuswolInbas S99 /9/29 (93 10U 1ng) 8doun3 Jo ueadoun3 Buipnpoul D3 9jbuse 01 214109ds
1ol Kiorenbal oN §0 uoreuiquiod Auy uoresite| Yo [10UN0Y Jo AnuUnoY JequB N uoresite| 03 uolesibs| feuoieN sa1000s
89 L9 99 G9 79 €9 Z9 19

S9109ds sns JBA S1UBW. JInba 1 AloTe|nboy

SNOILVNIVAI AL34VS ddHLO ANV TVOIOO0TODIXOL NI dISNSTVININY 40 439 INNN

937dvl




Qo1

€ETIT 18¢ V4%4 76€ ¢8€ €5€9 0 6VCT 0 0 8/ CLEE 88T 0 TV1IOL Z')
01¢6 017474 0/.¢ 00vS 00v 000T usH Ky
0 sueiqiydwy XL
0 sdey M/
0 SpJig BYIO NL
0 1end nz
0 SeWUe N Bylo 1L
0 ssdy s/
0 SANUON PHOM PIO 1L
0 SASYUO N PO MON by
0 steiwsod  d.
0 9]11eD 0’
0 doaus uy)
0 S0 wl
0 sbd 1.
0 speJq
SS0I0 pue SsAoyuop  ‘sssioH
0 SBI0AIURD BYIO
0 Ssp.ied
09T 91 ¥9 08 sbo@
0 seD
A% vT 0z¢€ 8. sHaged
0 SIuBPOY BYIO
0 SRPsWeH
0 sbid-esuino
8ETE 44 144’ €€9 €78 0907 JANA sy
€1¢E 0T ¢8€ (A% CEB8T L¥9
spoymlew
subs ol Spoyew 0S071
eyme| UoN eue| BYyio ‘05a1
€CL XA TCL
suwn oo
Ry ul
papnioul
10U S} Ap1xo}
“eIgpLBA A101x0) A A101x0) 21U0IYO u
oenbe 0y | aAnonp 101UeB feew Apueb | pueowoiyo | uoiel Ol.SNISUSS | uoIeILII (1891 1w Buipnpour)
el BYI0 Aoixo -0l1doy en | -dopreqg | -ounmed -gns af3 unis upis spoypw Busal A1101x0] 81nNJe-gns pue 3oy 910905
ET°L [4%A AYA 0T, 6L 8L L'l 9L YA V'L €/ 'L TL
S9109ds SNS BA SIS9] Jo sadA |
SNOILVNTVAT AL34VS d3HL1O ANV TVIID0TO0DIXOLNIdaISNSITIVININY 40O 439 INNN L 371avl




991

€ETIT

18¢

orte

v6€

28¢€

€5€9

6vcT

8.

CLEE

881

1v101

suolen e

ApEs 1o eoibojooixol Y10

0TT6

060¢

0L¢

00vS

0S€

000T

suwN |09 Jayio ul seadde
10U 0P UDIYM JUSWIUOIIAUG  [eJoush
81 Ul SjUeUILRIUCD [eNnide I0 [enuslod

‘U8

uondwinsuod fewive
10} POOJ U1 SAANIPPE Se Ajutew pesn aq
01 PSpUBIUI IO P3SN SIOURISONS S10NP0.d

.@.w

uondwnsuod Uellny
10} OO} Ul SSANIPPe Se Ajurew pesn aq
0} PAPUBIUI JO PASN SAOURISTNSS10NPOJ]

18

ST

ST

91110}
10 SOneWS00 S Auew pasn aq
0] PSpUBIUI IO P3SN SI0URISONS S10NPO.d

g

0L

0¢

0S

PIOUBSNOL a4y Ut Ajurew pasn aq
0} POPUBIUT IO PaSN SSOUBISNS S19NPOId

P8

ST

ST

Ansnpui ul Ajurew pasn aq
0] popusU1 JO PpESN SSOUBISONSS1oNPO.d

2'g

ainynouibe ul Ajurew pasn aq
0] papuBlUI IO Pasn SaoURISONS 519Npoid

qg

€269

18¢

vet

28¢

€56

6vet

8.

c¢lee

88

aunIpaW AU LBPA
Jo} pue Assnusp pue supipsw uewny
Jo] S30INBP IO SIVURISONSS10NPO.d

eg

el
€18

BYIO
AR

suwn o
By ul
pepnjoul

10U S9)

“eIgeLOA

oienbe 0}
ApxoL

178

Aypixoy

AIINP

-0idoy
0T'8

A
1101UeHB
enp

6'8

Aypixoy
[ewsw
-dopreq
8'8

Ao1ueb
ouped
L8

A101x0)
J1uoJIYd
pue
J1uoIyd
-ans
9'8

uolieyl
af3
S8

u
Olesnsuss
uns
¥'8

uo eIl
uns
€8

spoymul
subs ol
Y| UON
€78

spoypw
BYR| BUIO
228

08071
‘0san
T8

(191 M1 Butpniour) spoyew
Bu 1sa1 A1101X01 81NJe-gNs pue 3oy

28

s1oNpo.d
T8

SNOILVNIVAI AL34VS ddHLO ANV TVOIOO0TODIXOL NI dISNSTVININY 40 439 INNN

S10NpoJd sSnsBASISO] Jo sadA |

83719Vl




UNITED KINGDOM

Statistical data submitted

The statistical data have been submitted by the “Home Office”.

Comments of United Kingdom authorities

Some 1.9 million animals were used for the first time in procedures started in 1999.
This figure cannot be directly compared to previous years — see note below.

The statistical data for the United Kingdom were published in the UK in two separate
reports — one for Great Britain and the other for Northern Ireland. Overall there was a
decrease in the number of animals used for the first time in procedures regulated in
the UK compared with use in 1998.

About one third of animals received some form of anaesthesiato alleviate the severity
of the interventions. For most of the remaining animals the use of anaesthesia would
have increased the severity of the procedure.

For the species which should be obtained from registered breeding or supplying
establishments within the UK, 99% of animals listed were so sourced and less than
0.5% were sourced outside of EC or Council of Europe member countries.

4in 5 procedures (80% of the total) were carried out on mice or rats.

Dogs, cats, horses and non-human primates are accorded specia protection in the UK
and collectively accounted for 0.5% of the animals used.

Cold blooded animals (fish and amphibians) represented 7% of the total animal use.

Fundamental biological research, or applied studies in human medicine or dentistry,
or veterinary medicine accounted for the use of 1.3 million animals — 68% of the total
animal use.

Slightly less than 30% of the animals were used for toxicological or other safety
evaluation, or for production and quality control of products and devices for human
medicine, dentistry or veterinary medicine. The mgority of that use (over 80%) was
to fulfil European or other regulatory requirements.

No animals were used in 1999 for the purpose of evaluating the safety of either
cosmetic products or cosmetic ingredients.

The use of animals for the production of monoclonal antibodies fell due to widespread
use of thein vitro alternative to live animal use.

Note: Due to revisions in the method of collecting data, in 1999 the animal use
submitted does NOT include those animals used for the breeding of genetically
engineered (transgenic/mutant) animals, although those animals used to generate such
strains are included.
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