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I. 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 1, 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 purposes in 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 19962,

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 a few Member States were able to submit data in 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.

! OJ L 358, 18.12.1986, p.1.
including 1997 data from France
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II. STATISTICS

I1.1. 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 Directive i.e. they
are not experimental or scientific in the sense of the Directive, Member States will according
to the Resolution apply national provisions 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 a much 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 total
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 species in Chapter I11.1.2.

3 0J C 331, 23.12.86, p. 2
including 1997 data from France
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I1.2. 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 experiments in 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 purposes in 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 all 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

II1.1. Results of EU Table 1: Species and number of animals used

I1.1.1. The data

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.
1I1.1.2. 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




Table 1.1: Total number of animals used for experimental purposes in the EU Member States

Data of 1999

Species B DK D |[EL| E F RL | 1) | L | NL A P(*) | FIN S UK | Total
1.a. Mice (Mus musculus) 446677] 163680] 775932| 3566| 261301 1552330 31251| 410788 3000 277774] 91194 23669 89959 184230 990162 5305513
1.b. Rats (Rattus norvegicus) 169662 96864 403227| 1900 134070] 460407| 14484] 500625 20| 159758 12699 9836 32519 84374] 526904 2607349
1.C. Guinea-Pigs (Cavia porcellus) 37397 10431 42891 240 13892 77021 1041 18474 20 10246 7367 1452 1737 9355 61308 292872
1.d. Hamsters (Mesocricetus ) 4074 773 674 16200 133 3595 0 4661 208] 1182 100, 315( 10186 42101
1.e. Other Rodents (other Rodentia) 15567 537 553 9405 0] 2428 0 606 188 29 1663 235) 8662 39873
1.f. Rabbits (Oryctolagus cuniculus) 20968 6543 50623] 632 19496| 49836 915 19030 20 9222 15056 730 1686 5031] 27578 227366
1.9. Cats (Felis catus) 104 44 1124 1080 1855 129 86 0 222 24 0 155 683 5506
1.h. Dogs (Canis familiaris) 1453 143 6031 2 725 5203 312 745 0 803 68 94 104] 412 5938] 22033]
1.i. Ferrets (Mustela putorius furo) 0 20 26 190 0] 16 0 64 0 90 132 1115 1653
1. Other Carnivores (other Carnivora) 0 1151 376 0 169 0 0 0 64 0 1650 75| 2896 6381
1.k. Horses, donkeys and cross breds| 20

(Equidae) 104 85 657| 6) 6 440 192 0 219 21 3 93 71 519 2436

1.1 Pigs (Sus) 6511 7192 10494 65 3292 8897, 844 2049 0 12299 366} 546 1163 3278 9135 66131
1.m. Goats (Capra) 104 111 100 1839 0] 64 0 334 23 138 38 6l 419 3176
1.n. Sheep (Ovis) 1014 140 1146 677 4455 1472 620 0 3121 142 700, 439 104 14462 28492
1.0. Cattle (Bos) 1141 1476 4018 209 106 3104 1862 542 0 1457 118 365) 614 706 4841 20559
1.p. Prosimians (Prosimia) 0 0 271 0] 455 0 0] 0 0 0 0 0 0 726
1.9. New World Monkeys (Ceboidea) 21 0 96 53 0] 62 0 42 0 0 6} 1073, 1353]
1.r. Old World Monkeys (Cercopithecoidea) 469 0 0] 1814 0] 450 0 272 7| 9 60 2118] 5199
1.s. Apes (Hominoidea) 0 0 0 0 0 0 0 0 6) 0 0 0 0 6
1.1, Other Mammals (other Mammalia) 0 11 660 0] 272 13 25 0 45 0 301 2148 353 937 4765
1.u. Quail (Coturnix coturnix) 915 0 60 318 442 0] 226 0 4738 50 62 0 0 6811
1.v. Other birds (other Aves) 18811 5225 20 18709 86168 1229 19931 0| 88085 1317 267 5166 6920, 105931 357779
1.w. Reptiles (Reptilia) 147 10 21 0] 50 0] 1410 0 34 0 110 182 10 56 2030
1.X. Amphibians (Amphibia) 2143 267 5915 1840 255 6187, 0] 2940 0 3186 709 79 246 1585 9254 34606
1.y. Fish (Pisces) 62807| 28741| 173933 20350 22805 20052 3645 0 44208 738 350, 88666 26654 121285 614234]
sub-total 790089 323444 9686] 475726] 2309597| 73929 987771[ 3060| 621466] 130295 39851 228334] 324067| 1905462 9698950

IGolden hamsters + other rodents 18020 18020
INew world + old world monkeys 1813 1813]
fgoats + sheeps 2596 2596
quails + other birds 92792 92792
1591394 9814171

1.z. TOTAL 790089] 323444 1591394 9686 475726 2309597| 73929 987771] 3060, 621466 130295 39851] 228334] 324067| 1905462( 9814171

* The highest number of animals between column 1.2 and 2.10
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Table 1.2: Classes of animals used for experimental purposes in the EU Member States

Data of 1999

Species B DK D EL E F IRL I L NL A P() FIN s UK Total
Mice 446677| 163680 775932 3566 261301 1552330 31251 410788| 3000[ 277774{ 91194] 23669 89959 184230 990162 5305513
Rats 169662 96864 403227| 1900[ 134070 460407| 14484 500625 20| 159758 12699 9836 32519 84374 526904 2607349
IGuinea—PigS 37397, 10431 42891 240 13892 77021 1041 18474 20 10246 7367 1452 1737 9355 61308] 292872'
IGolden hamsters + other rodents 19641 1310 18020 0 1227 25605 133 6023, 0 5267 396 1211 1763 550 18848 99994]
IRabbits 20968 6543 50623 632 19496 49836 915 19030 20 9222 15056 730 1686} 5031 27578 227366
ICold-blooded animals (1) 65097 29018 179869 1840 20605 29042 20052 7995 0| 47428 1447 539 89094 28249 130595 650870
foirds (2) 19726 5225 92792 80 19027 86610, 1229 20157 0 92823 1367 267, 5228 6920, 105931 457382
IArtio + Perissodactyla (3) 8874 9004 17765 1426 4181 18735 4370 3295 0] 17430 670 1752 2347 4165 29376 123390
ICarnivores (4) 1557, 1358 7531 2 1831 7417 441 847 0] 1153 92 94 1844 774 10632 35573
IProsimians + monkeys + apes 490 0 2084 0 96 2322 0 512 0 320 7| 0 9 66} 3191 9097
Other Mammals 0 11 660 0 272 13 25 0 45 0 301 2148 353 937, 4765
9814171
Total 790089 323444] 1591394] 9686| 475726] 2309597 73929  987771] 3060 621466 130295 39851] 228334] 324067 1905462 9814171
Species % total B DK D EL E F IRL | L NL A P FIN S UK Mean
Mice 56,54 50,61 48,76| 36,82 54,93 67,21 42,27 41,59 98,04 44,70, 69,99 59,39 39,40, 56,85 51,96 54,06
Rats 21,471 29,95 25,34 19,62 28,18 19,93 19,59 50,68 0,65 2571 9,75 24,68 14,24 26,04 27,65 26,57]
IGuinea—Pigs 4,73 3,22 2,700 2,48 2,92 3,33 1,41 1,87 0,65 1,65 5,65 3,64 0,76 2,89 3,22 2,98
IGolden hamsters + other rodents 2,49 0,41 1,13 0,00 0,26 1,11 0,18 0,61 0,00 0,85 0,30 3,04 0,77 0,17 0,99 1,02
IRabbits 2,65 2,02 3,18 6,52 4,10 2,16 1,24 1,93] 0,65 1,48 11,56 1,83 0,74 1,55 1,45 2,32
ICOId—blooded animals (1) 8,24 8,97 11,30[ 19,00 4,33 1,26} 27,12 0,81 0,00 7,63 1,11 1,35 39,02 8,72 6,85 6,63
foirds (2) 2,50 1,62 5,83 0,83 4,00 3,75 1,66} 2,04 0,00 14,94 1,05 0,67 2,29 2,14 5,56 4,66
IArtio + Perissodactyla (3) 1,12 2,78 1,12 14,72 0,88 0,81 5,91 0,33 0,00 2,80 0,51 4,40 1,03 1,29 1,54 1,26}
Icamivores (4) 0,20 0,42 0,47 0,02 0,38 0,32 0,60 0,09 0,00 0,19 0,07 0,24 0,81 0,24 0,56 0,36
IProsimians + monkeys + apes 0,06 0,00 0,13 0,00 0,02 0,10 0,00 0,05 0,00 0,05 0,01 0,00 0,00 0,02 0,17 0,09
[other Mammals 0,00 0,00 0,04 0,00 0,00 0,01 0,02 0,000 0,00 0,01 0,00 0,76 0,94 0,11 0,05 0,05
Total 100,00, 100,00 100,00] 100,00 100,00 100,00] 100,00, 100,00]100,00f 100,00 100,00, 100,00 100,00 100,00 100,00 100,00
* The highest number of animals between column 1.2 and 2.10 (see also table 1.1)
1) = Reptiles +amphibians + fish
2) = Quails and other birds
3) = Horses, donkeys and cross bred + pigs +goats and sheep + cattle
(@] = cats + dogs + ferrets + other carnivores
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II1.2. Results of EU Table 1: Origin of animals used

I11.2.1. The data

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 purposes in the 14 Member States are reported in table 1.4 of the present

report.

111.2.2. 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).

100% 17
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60%-
40%-

20%-

0%-

Mice E
Rats

Figure 1.2

Origin of species
Data of 1999

(2] w un —
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5 £33

Zz0

O Other Countries
B ETS123 Count
O EC countries

It appears that the majority 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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Table 1.4: Number of animals used in relation to their place of origin

Data of 1999

1.1 Spieces 1.2 Total | 1.3 Animals coming 1.4 Animals 1.5 Animals coming from 1.6 Animals coming 1.7 Re-used
from registered coming from Member Countries of the from other origins animals
breeding or supplying | elsewhere in | Council of Europe which are
establishments within the EC parties to the Convention ETS
the reporting country 123 (excluding EC Member
States)
1.a. Mice (Mus musculus) 4529581 4049813 300463 12353 166952
1.b. Rats (Rattus norvegicus) 2204122 2032257 133002 234 38629
1.c. Guinea-Pigs (Cavia porcellus) 249937 192984 44213 7785 4955
1.d. Hamsters (Mesocricetus ) 40488 33511 3335 510 3132
1.f. Rabbits (Oryctolagus cuniculus) 176743 151164 21266 0 4307 6610}
1.9. Cats (Felis catus) 4382 3479 651 0 252 583
1.h. Dogs (Canis familiaris) 15998 12179 1797 54 1968 2318
1.0 Ferrets (Mustela putorius furo) 1653 1363 0 0 274 20}
1.p. Prosimians (Prosimia) 455 323 0 0 132 )|
1.0. New World Monkeys (Ceboidea) 1353 1169 46 0 56 364
1.r. old World Monkeys 5199 2274 181 0 2736 595
(Cercopithecoidea)
1.s. Apes (Hominoidea) 6 6 0 0 0 1
1.u. Quail (Coturnix coturnix) 6811 1633 0 0 5128
1.z. TOTAL 7236728 6482155 504954 20936 228521
Note 1 Column 1.5 concerns only those Member Countries of the Council of Europe which, at the
beginning of the reporting period, are Parties to the Convention ETS 123. Thus an updated list of
those countries has to be used when filling this column
(Note 2: Only species for which origin has to be reported are included in this table)
Note 3: The number of re-used animals in column 1.7 should be excluded from the total in the column 1.2.
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II1.3. Results of EU Table 2: Purposes of the procedures

111.3.1. The data

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.

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

Research, Toxicological
development and and other
. . [quality control of]
Biological roducts and safety
. studies of a| PrO%Y evaluations | Diagnosis of | Education
Species devices for . . ; . Other Total
fundamenta . (including disease  [and training
human medicine
I nature . safety
and dentistry and evaluation of
for veterinary v r(l)l ducts)
medicine produ

Mice 1452583 2347842 285132 93218 27719 219937 4426431
Rats 567904 1265125 284940, 4837 36157 24959 2183922
Other rodents 40631 215796 51397, 3618 1571 11897 32491
Rabbits 22701 84159 30104 9108 3316 9850 159238
Carnivores 6930 8963 9190 221 594 1995 27893
Artio+perissodactyla 45687 34135 3584 3573 4824 13129 104932
Prosimians+monkeys+apes 1279, 1796 3687 22) 4 206 6994
Other mammals 3430 312 274 0] 0f 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 for selected purposes is presented in
Figure 2.1.
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Table 2.1: Number of animals used in experiments for selected purposes
Purposes versus species

2.3 Research and
development of products 2.5 Production |2.6 Toxicological and other
22 Biologial | {0 EIC oty | _aualiy controlal | contiorof |inclusing safey svaluation
. | uai valuatl . . .
2.1 Species fitrl:g;enieorjtgl and for veterinary Y prc?ductg and devices| products and |of produgts andydevices for Z'Zf?j'i:ggg:'s ZéidE?r:(i:r?itrI\Zn 2.9 Other | 2.10 Total
nature rr!edicine(excluding for human medicine devic_es for hyman medicine arjd
toxicological and other and dentistry veterinary dentistry and for veterinary
safety evaluations medicine medicine
counted in column 2.6)
i.a. Mice (Mus musculus) 1452583 1358524 685184 304134 285132 93218 27719  219937) 4426431
1.b. Rats (Rattus norvegicus) 567904 866719 391208 7198 284940 4837 36157 24959 2183922
1.c. Guinea-Pigs (Cavia porcellus) 16639 56837 81243 31485 47427 1604 1147 6950| 243332
1.d. Hamsters (Mesocricetus ) 14346 9422 1380 6900 3786 1649 154 4256] 41893}
i.e. Other Rodents (other Rodentia) 9646 28514 15 0 184 365 270 691] 39685
1.f. Rabbits (Oryctolagus cuniculus) 22701 42303 35132 6724 30104 9108 3316 9850| 159238]
1.9. Cats (Felis catus) 721 1545 64 422 282 51 41 11 75| 4301
1.h. Dogs (Canis familiaris) 898 4791 95 602 8898 42 529 79 15934
1.0 Ferrets (Mustela putorius furo) 720 752 40 6 10 11 24 a0 1653]
1. Other Carnivores (other Carnivora) 4591 54 0 592 0 117 0 651 6005
1.k. Horses, donkeys and cross breds|
(Equidae) 534 453 95 142 129 96 243 66) 1758]
1.1 Pigs (Sus) 21078 13462 399 8585 2284 1500 2480 5483 55271
1.m. Goats (Capra) 1351 53 21 0 3 214 220, 1 268| 3130,
1.n. Sheep (Ovis) 15614 4328 557 1335 780 1503] 783 3450] 28350,
1.0. Cattle (Bos) 7110] 2850 0 1855 388, 260 1098] 2862| 16423]
1.p. Prosimians (Prosimia) 455 0 0] 0 0 0 0 ol 455
1.9. New World Monkeys (Ceboidea) 355 410 0 0 568 0 0 8| 1341
1.r. Old World Monkeys|
(Cercopithecoidea) 469 483 895 2 3119 22 4 1 98| 5192
1.s. Apes (Hominoidea) 0 6 0 0 0 0 0 ol 6
1.t Other Mammals (other Mammalia) 3430, 312 0 0 274 0 0 89] 4105
1.u. Quail (Coturnix coturnix) 1738 0 30 160 4738, 0 83 12 6761
1.v. Other birds (other Aves) 99749 76894 10809, 77986 13833, 4107 1624 71 460| 356462
1.w. Reptiles (Reptilia) 1925 0 0 0 0 0 84 OI 2009
1.x. Amphibians (Amphibia) 17285 67| 0 0 845 0 8778 251] 27226
1.y. Fish (Pisces) 196202 44299 0 11820 81268 21317 2438] 8221 9| 439563)
1.2. TOTAL 2458044 2513078 1207167 459948 768992 140021 87192 436004| 8070446
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Figure 2.1

purposes of experiments

Education and
training 1%

Diagnosis of Other 5%

disease 2%

Toxicological
and other safety
evaluation10%

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
30%

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 449 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
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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.
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Figure 2.2

Species and purposes

Other

Education and training

Diagnosis of disease

Toxicological and other safety evaluations (including safety evaluation
of products)

Research, development and quality control of products and devices
for human medicine and dentistry and for veterinary medicine

Biological studies of a fundamental nature

Mice

Rats
Other rodents
Rabbits
Carnivores
Artio+perissodactyla
Other mammals
Birds

Prosimians+monkeys+apes
Cold-blooded animals
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111.3.3. 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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II1.4. Results of EU Table 3: Toxicological or safety evaluation for type of
products/endpoints

111.4.1. The data

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 toxicological and other safety
evaluation (EU Table 3) in 14 Member States is presented in table 3.1 of this report.

111.4.2. 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 t3'9l Pottent_|al (t)r'
intended to be used actual contaminents In

3.7 Products/ mainly as additives in _ the general
substances used or food for animal environment yvhlch do
intended to be used consumption not appear in other

mainly as additives i 0,4% columns

food for human 7%

consumption
3%

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 o o
household or ume}nme icine
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
1% 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.
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It must first be remembered that animals used for toxicological 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%).
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Table 3.1: Number of animals used in toxicological and other safety evaluation
Products versus species

3.2 Products/ 3.6 Products/ 3.7 Products/ | 3.8 Products/ (3.9 Potential or
subst_ances or | 3.3 Products/ | 3.4 Products/ | 3.5 Products/ substances substances substances actu_al
oman | “Usedor | “leedor | “usedor | USSdOr |t be | ntonded to be | in the general [oxicologica o
3.1 Species medicine and |intended to be | intended to be | intended to be L'Jg‘:gi?;;? baes used mainly as|used mainly as envirognment safgty 8.1 Total
dentistry_ and |used _mainly in use_d mainly in|used mainly in cosmeticsyor additives in additives_in which _do not | evaluations
for veterinary agriculture industry the household toiletries food for hur_'nan food for an!mal appear in other
medicine consumption | consumption columns
1.a. Mice (Mus musculus) 178484 4360 10677 931 1621 14758 486 1782 91728] 305587
1.b. Rats (Rattus norvegicus) 181155 29470 45040 563 237 5779 942 2161 25773 292597
1.c. Guinea-Pigs (Cavia porcellus) 22953 5120 15351 39 27| 120 30 74 4270] 48422
1.d. Hamsters (Mesocricetus ) 2588 871 0 0] 0 115 0] 0 212] 3786
1e. Other Rodents (other Rodentia) 0 0 0 0 0 0 26 158 ol 184
1.f. Rabbits (Oryctolagus cuniculus) 21175 1504 5520 438, 1447 57| 0 203 1037 31573}
1.9. Cats (Felis catus) 274 0 0 0 0 0 0 0 16 290
1.h. Dogs (Canis familiaris) 8373 357 3 0 0 0 0 0 165 8894
1.i. Ferrets (Mustela putorius furo) 10 0 0 0 0 0 0 0 0 | 10
1. Other Carnivores (other Carnivora) 10, 0 0 0 0 0 0 0 ol 10
1.k. Horses, donkeys and cross breds I
(Equidae) 129 0 0 0 0 0 0 0 0 129
1.1 Pigs (Sus) 2165 48 0 0 0 0 0 14 120] 2347,
1.m. Goats (Capra) 4 23 0 0 0 0 0 0 ol 27|
1.n. Sheep (Ovis) 613 97 0 0] 0 0 0] 24 46 780
1.0. Cattle (Bos) 319 57| 0 0 0 6 5 0 4 391
1.p. Prosimians (Prosimia) 0 0 0 0 0 0 0 0 0| 0
1.9. New World Monkeys (Ceboidea) 496 0 0 0 0 0 0 0 72 568]
1.r. Old World Monkeys|
(Cercopithecoidea) 3078, 0 10 0 0 0 0 0 30] 3119

1.s. Apes (Hominoidea) 0 0 0 0 0 0 0 0 ol 0
1.t. Other Mammals (other Mammalia) 0 270 0 0 0 0 0 4 OI 274
1.U. Quail (Coturnix coturnix) 0 4738 0 0 0 0 0 0 OI 4738
1.v. Other birds (other Aves) 8150 5788 0 0 0 0 0 0 112] 14050
1.w. Reptiles (Reptilia) 0 0 0 0 0 0 0 0 ol 0
1.x. Amphibians (Amphibia) 0 0 0 0 0 0 0 845 of 845
1.y. Fish (Pisces) 3702 8274 9991 70| 15 30 1820 52047 5862 82163
1.z. TOTAL 433678 60977 86592 2041 3347 20865 3309 57312 129447 800788]
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1I1.4.3  Species versus type of products

For convenience of presentation, some products of EU Table 3 have been grouped as
well as some species in 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” 1is a characteristic tendency towards the use of environmental
representative species such as the fish and amphibians.
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Table 3.2: Number of animals used in toxicological and other safety evaluation of products

3.2 Products/
substances or

3.3 Products/

3.4 Products/

3.5-3.8
Products/substances|
used for additives in

3.9 Potential or
actual

devices for substances | substances . contaminants [ 3.10 Other
31 Species h_uman _ used or _ used or ?gén;a;lol;eﬁfrﬁ:: in thg general [toxicological on] 3.11 Total
medl_cme and |ntended_to b_e |ntended_to b_e consumption, in environment safet_y
dentlstr){ and |used .malnly in usgd mainly in cosmetics aﬁd which QO not | evaluations
for veterinary agriculture industry toiletries and in the [APPear N other
medicine household columns
[Mice 178484 4360 10677 17796 1782 91728 305587
|Rats 181155 29470 45040 7521 2161 25773 292597
[other rodents 25541 5991 15351 357 232 4482 52392
|Rabbits 21175 1504 5520 1942 203 1037 31573
Carnivores 8667 357 3 0 0 181 9208
Artio + perisodactyla 3230 225 0j 11 38 170 36744
|Prosimians+monkeys+apes 3574 0 10 0 0 102] 3687|
lother mammals 0 270 0 0 4 0 274
IBirds 8150 10526 0j 0 0 112 18788
cold-blooded animals 3702 8274 9991 1935 52892 5862 83008
1.z. TOTAL 433678 60977 86592 29562 57312 129447 800788]
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Figure 3.2

Species versus type of products/endpoints
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III.5. Results of EU Table 4: Animals used for studies of diseases
111.5.1. The data

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.

111.5.2. 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 uses is 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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Table 4.1: Number of animals used in experiments for studies on human and animal diseases

Main category versus species

4.4Human cancer
4.1 Species ca‘:jo':'/:rsncir:ar 4'3112?;?2"0% (exclugjing e\{aluations 4.50@her human 4.68t'udies §pecific to 4.7Total
diseases disorders of carcinogenic hazards| diseases animal diseases
or risks)

1.a. Mice (Mus musculus) 125795 557955 483527 1619102 176115 2962494
1.b. Rats (Rattus norvegicus) 140217 528076 50931 591762 12545 1323531
1.c. Guinea-Pigs (Cavia porcellus) 7507 10683 1324 75658 5818) 100990
1.d. Hamsters (Mesocricetus ) 3226 2281 424 14268 6445 26644
1.e. Other Rodents (other Rodentia) 744 26761 0 7779 1005 36289
1.f. Rabbits (Oryctolagus cuniculus) 14037 1610 1583 34847 5803 57880
1.9. Cats (Felis catus) 83 401 3 433] 1640 2560
1.h. Dogs (Canis familiaris) 2085 192 158 6039 1352 9826
1.0 Ferrets (Mustela putorius furo) 159 611 12 705 23] 1510
1. Other Carnivores (other Carnivora) 0] 28 0 2999 322 3349
1.k. Horses, donkeys and cross breds I

(Equidae) 16 0 0 588 434 1038
1.1, Pigs (Sus) 4485 283 125 9518 13393) 27804
1.m. Goats (Capra) 133 0 3 970, 90, 1196
1.n. Sheep (Ovis) 614 525 48 15405 6666 23258]
1.0. Cattle (Bos) 147 0 0 3665 5639 9451
1.p. Prosimians (Prosimia) 0] 0] 0 455 0 455
1.q. New World Monkeys (Ceboidea) 37| 274 5 922, 0 1238]
1.r. Old World Monkeys|

(Cercopithecoidea) 84 469 176 2528 0 3257
1.s. Apes (Hominoidea) 0 0 0 6 0 6
1.t Other Mammals (other Mammalia) 68 22 0 764 144 998]
1.u. Quail (Coturnix coturnix) 0 160 0 270 0 430
1.v. Other birds (other Aves) 2053 8322 211 33738 148908 193232
1.w. Reptiles (Reptilia) 0 24 0 242, 114 380,
1.X. Amphibians (Amphibia) 550 436 500 9018 250 10754
1.y. Fish (Pisces) 153 935 0 57996 89612 148696
1.2. TOTAL 302193 1140048 539030 2489677 476318} 4947266
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Table 4.2: Animals used in studies of diseases by classes of animals

Human cancer
Human (excl. evaluation
Cardiovascular | Human nervous of carcino Other human|Specific animal}
Species diseases and mental disorder| hazards) diseases diseases Total
Mice 125795 557955 483527 1619102 176115 2962494
|rats 140217 528076 50931 591762 12545 1323531
Guinea-Pigs 7507 10683 1324 75658 5818} 100990
Other rodents 3970, 29042 424 22047, 7450 62933]
IRabbits 14037, 1610 1583 34847 5803 57880,
Carnivores 2327 1232 173 10176 3337 17245
Artio+Perissodactyla 5395 808] 176) 30146 26222 62747
|Primates 121 743 181 3911 0 4956
|other Mammals 68 22 0 764 144 99g]
Isiras 2053 8482 211 34008 148908 193662
Cold-blooded animals 703 1395 500 67256 89976 159830
TOTAL 302193 1140048 539030 2489677 476318] 4947266
Human cancer
Human (excl. evaluation
Cardiovascular | Human nervous of carcino Other human|Specific animal
Species % diseases and mental disorder| hazards) diseases diseases Total
Mice 4,25 18,83 16,32 54,65 5,94 100,00
|rats 10,59 39,90 3,85 44,71 0,95 100,00
Guinea-Pigs 7,43 10,58 1,31 74,92 5,76 100,00
Other rodents 6,31 46,15 0,67 35,03 11,84 100,00
|Rabbits 24,25 2,78 2,73 60,21 10,03 100,00
Carnivores 13,49 7,14 1,00 59,01 19,35 100,00
Artio+perissodactyla 8,60 1,29 0,28 48,04 41,79 100,00
|Primates 2,44 14,99 3,65 78,91 0,00 100,00
[other Mammals 6,81 2,20 0,00 76,55 14,43 100,00
Igirds 1,06 4,38 0,11 17,56 76,89 100,00
|Co|d—b|ooded animals 0,44 0,87 0,31 42,08 56,29 100,00
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Species of Table 4.1 were grouped by classes of animals to 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

B Specific animal
diseases

OOther human
diseases

OHuman cancer
(excl. evaluation of
carcino hazards)

B Human nervous
and mental disorder

Mice
Rats

Guinea-Pigs

Other rodents
Birds

Primates
Cold-blooded

Rabbits
Other Mammals

Carnivores

Artio+perissodactyla

OHuman
Cardiovascular
diseases

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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II1.6. Results of EU Table 5: Animals used in production and quality control of
products for human medicine and dentistry and for veterinary medicine

111.6.1. The data

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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Table 5.1: Number of animals used in the production and quality control of products and devices for human
medicine and dentistry and for veterinary medicine

Regulatory requirements versus species

| 5.|2t[\lational . ‘5.? E.C Ieé;islation c 5.;1 Mefnéber il 550 5.6 Any 57N t 58
. egislation specific | including European | Country of Counci . er S .7 No regulator .
51 Species EtJo a singlepEC Pharn?acopo?aia of Eurgpe (but not | legislation com5b5n/a;|c‘)17 50 f55'2/ requirer%ents Y total
Member State1) (requirements) EC) legislation2) e

1.a. Mice (Mus musculus) 34884 478819 27| 24506 380716 69798| 988750
1.b. Rats (Rattus norvegicus) 5243 14758 150 4874 81349 18277 124651
1.c. Guinea-Pigs (Cavia porcellus) 10460 50807 39 4512 43998 2649 112465
1.d. Hamsters (Mesocricetus ) 1249 6330 376 21 198 189 8363
1.e. Other Rodents (other Rodentia) 15 0 0 0 0] 0 15
1.1, Rabbits (Oryctolagus cuniculus) 1193 28251 224 487 15884 5438 51477
1.9. Cats (Felis catus) 68 427 0 16 25 11 547
1.h. Dogs (Canis familiaris) 0 508] 0 0 76 180, 764
1.0, Ferrets (Mustela putorius furo) 0] 0 0 0 30 104 134
1.. Other Carnivores (other Carnivora) 0] 582 0 0 0] 10 592
1.k. Horses, donkeys and cross breds

(Equidae) 70 122 0] 0] 7| 102 301
1.1 Pigs (Sus) 605 3072 5 0 1885 3217 8784
1.m. Goats (Capra) 2 0 0 0 16) 1 19
1.n. Sheep (Ovis) 292 832 0 0 517 464 2105)
1.0. Cattle (Bos) 283 1077 55 0 281 184 1880
1.p. Prosimians (Prosimia) 0] 0 0 0 0] 0 0
1.9. New World Monkeys (Ceboidea) 0] 0 0 0 0] 35) 35)
1.r. Old World Monkeys|

(Cercopithecoidea) 0] 519 0 12 276 37| 844
1.s. Apes (Hominoidea) 0 0 0 0 0 0 0
1.1 Other Mammals (other Mammalia) 0 0 0 0 0 0 0
1.u. Quail (Coturnix coturnix) 160, 30 0 0 0 0 190,
1.v. Other birds (other Aves) 1140 70492 48 1248 8747 4198 85873
1.w. Reptiles (Reptilia) 0] 0 0 0 0 0 0
1.X. Amphibians (Amphibia) 70 0 0 0 0] 0 70
1.y. Fish (Pisces) 0 2850 4690 0 4280 0 11820,
1.z. TOTAL 55734 659476 5614 35676 538285 104894 1399679
Examples: 5.2 - France is testing due to a UK (or FR) specific requirement Note: columns 5.2 - 5.5 refer to the legislation imposing that the test be carried out

5.3 - UK is testing according to EC legislation and not to the body which has issued the actual test method, guideline or protocol
5.4 - Spain is testing due to a Hungarian requirement Example: a test required by French legislation and carried out in Belgium according to an

5.5 - Sweden is testing due to a US specific requirement ISO protocol must be coded as a national (FR) legislative requirement and be

5.6 - Germany is testing due to a Czech requirement (also an EC
requirement)

entered into column 5.2 in the tables submitted by Belgium.
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II1.7. Results of EU harmonized Table 6: Origin of regulatory requirements for animals used
in toxicological and other safety evaluations

11.7.1. The data

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 this report.

111.7.2. 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 State1 2

6.3  EC legislation (including European 16.4 |
Pharmacopoeia requirements) 2

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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Table 6.1: Number of animals used in toxicological and other safety evaluations

Regulatory requirements versus species

: 6.3 EC legislation
6.2 National : / 6.6 Any
6.1 Species Ieg[slation specific to 'Enu?ggg;% Cgfngleé?tl)firg::?éﬁlt cr)1fot 6.5 Other combination | 6.7 No'regulatory 6.8
’ a single EC Member Pharmacopoeia EC) legislation2 legislation | of 6.2/ 6.3/ requirements total
State1) 1acop gislation2) 6.4/65
(requirements)
1.a. Mice (Mus musculus) 13840, 64353 2049 13467 137089 51000 281798
1.b. Rats (Rattus norvegicus) 9629 30571 8550 18462 190880 25287| 283379
1.c. Guinea-Pigs (Cavia porcellus) 5098] 8410 662 4196 26421 3618] 48405
1.d. Hamsters (Mesocricetus ) 247 26 500 0] 2767 246 3786
1.e. Other Rodents (other Rodentia) 0 0] 0 0] 32 158 190
1.f. Rabbits (Oryctolagus cuniculus) 1799 6098 894 4626 16438 576 30431
1.9. Cats (Felis catus) 17 40 0 0] 229 1 287
1.h. Dogs (Canis familiaris) 119 437 1284 92 6678] 256 8866
1.i. Ferrets (Mustela putorius furo) 0 0] 0 0] 10 0 10
1. Other Carnivores (other Carnivora) 0 0 0 0] 0 0 0
1.k. Horses, donkeys and cross breds (Equidae) 0 126 0 0 3 0 129
1.l Pigs (Sus) 190 508, 18 14 1198 356 2284
1.m. Goats (Capra) 0 0] 0 0] 3 0 3
1.n. Sheep (Ovis) 45 279 0 0] 348 100 772
1.0. Cattle (Bos) 57| 256 4 0] 67 7] 391
1.p. Prosimians (Prosimia) 0 0] 0 0] 0 0 0
1.9. New World Monkeys (Ceboidea) 0 5 192 0] 358] 13 568]
1.r. Old World Monkeys (Cercopithecoidea) 0 299 605 41 2083 91 3119
1.s. Apes (Hominoidea) 0 0 0 0] 0 0 0
1.t Other Mammals (other Mammalia) 0 0 0 0| 0 274 274
1.u. Quail (Coturnix coturnix) 0 0 0 0] 4738 0 4738
1.v. Other birds (other Aves) 717 4348 162 150 5077 369 10823
1.w. Reptiles (Reptilia) 0 0] 0 0] 0 0 0
1.x. Amphibians (Amphibia) 0 0] 0 0] 0 845 845
1.y. Fish (Pisces) 16892 9442 3120 5814 15234 31661 82163
1.z. TOTAL 48650 125198 18040, 46862 409653 114858] 763261
Examples: 6.2 - France is testing due to a UK (or FR) specific requirement Note: columns 6.2 - 6.5 refer to the legislation imposing that the test be carried out and
6.3 - UKis testing according to EC legislation not to the body which has issued the actual test method, guideline or protocol
6.4 - Spain is testing due to a Hungarian requirement Example: a test required by French legislation and carried out in Belgium according to

6.5 - Sweden is testing due to a US specific requirement

6.6 - Germany is testing due to a Czech requirement (also an EC requirement)
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II1.8. Results of EU Table 7: Animals used in toxicity test for toxicological or other safety
evaluations

111.8.1. The data

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.

1I1.8.2. 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.

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

Acute and sub-acute toxoity (ncluding limit tests)

Iritationisensitizmton |
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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, special effects (carcinogenicity, mutagenicity) and toxicity to reproduction
represent approximately half of the above percentages of classical toxicity.

Environmental toxicity represents a low percentage.

Finally, the 19,5 % for “other tests” where no further indication is given.
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Table 7.1: Number of animals used in toxicological and other safety evaluations

Type of tests versus species

7.2 Acute
and sub- 7.11 Toxicity
g . 7.6 Sub- 7.8 7.10 ;
7.1. Spieces acuttéas}[?nxg;cny 73 S_kin sé-:sﬁilggti 75 E_ye chronic _and 7.7 Cgrgino- Develop- | 7.9 Mqta- Rep!'o- Vtg rtae%L:g}rgs 712 7.13 Total

methods irritation on irritation chr_or_nc genicity me_nt_al genicity duc_tlye not included in Other

(including toxicity toxicity toxicity other columns

limit test)

7.2.3 Non
7.2.1. LD50, | 722 Oer \iopal clinical
LC50 lethal signs
methods
methods
1.a. Mice (Mus musculus) 16992 63444 55215 20 3006 0 39255 11931 2128 14917 3180 42| 77884 288994}
1.b. Rats (Rattus norvegicus) 11910 18533 64353 1064 80 0 46180 10267 14459 9449 64331 0 45231 286628
1.c. Guinea-Pigs (Cavia porcellus) 60 812 7278 496 31225 0 2572 0 0] 0 0 0 5958, 48401
1.d. Hamsters (Mesocricetus ) 0 0 588] 20 0] 31 515 1029 0] 20 0 0 1583 3786
1.e. Other Rodents (other Rodentia) 0 26| 0 0 0 0 0 0 0] 0 0 0 158 184}
1.f. Rabbits (Oryctolagus cuniculus) 6l 127 4209 6723 385 4331 1650 0 5251 0 4237 0 4525 31512
1.g. Cats (Felis catus) 0 0 40 0] 0] 0 184 0 0] 0 0 0 63] 287
1.h. Dogs (Canis familiaris) 0 19 3500 118 0] 0 4085 0 0] 0 0 0 1212 8970
1.i. Ferrets (Mustela putorius furo) 0 0 0 0] 0] 0 0] 0 0 0 0 0 10) 10)
1. Other Carnivores (other Carnivora) 0 0 6) 0] 0] 0 0] 0 0] 0 0 0 0 6]
1.k. Horses, donkeys and cross breds
(Equidae) 0 0 83 0] 0] 0 22 0 0] 0 0 0 18 123]
1.1 Pigs (Sus) 0 185 442 12 0] 0 533 0 39 0 0 0 1073 2284}
1.m. Goats (Capra) 0 0 0 0 0 0 0] 0 0] 0 0 0 234 23]
1.n. Sheep (Ovis) 0 0 133 0] 20 0 72 0 0] 0 41 0 492 758]
1.0. Cattle (Bos) 0 0 162] 0] 0] 0 61 0 0] 0 0 0 162 385
1.p. Prosimians (Prosimia) 0 0 0 0] 0] 0 0] 0 0] 0 0 0 0 0j
1.9. New World Monkeys (Ceboidea) 0 0 233 0] 0] 0 195 0 0] 0 0 0 140 568
1.r. Old World Monkeys|
(Cercopithecoidea) 0 8| 1157 0] 0] 0 1567 0 0] 0 0 0 427 3159

1.s. Apes (Hominoidea) 0 0 0 0] 0] 0 0] 0 0] 0 0 0 0 0]
1.1 Other Mammals (other Mammalia) 270 0 0 0] 0] 0 0] 0 0] 0 0 0 522 792
1.u. Quail (Coturnix coturnix) 1566 104] 114 0] 0] 0 120 50 4358 0 360, 0 0 6672
1.v. Other birds (other Aves) 521 4 4395 0] 0] 0 2545 0 2790 0 0 0 1657 11912
1.w. Reptiles (Reptilia) 0 0 0 0 0 0 0 0 0 0 0 0 0f 0]
1.x. Amphibians (Amphibia) 0 0 50 0] 0] 0 0] 0 0] 0 0 0 795 845
1.y. Fish (Pisces) 20636} 12744 8962 0) 0) 0 7273 0 8410 0f 10471 4085 10201 83247
1.z. TOTAL 51961 96137 151173 8459 34716 4371 107505 23277 37435 24386| 83140 4222 1527644 781866
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Table 7.2: Grouping of certain type of tests on animals of table 7.1

Toxicity to
Acute and sub-| Sub- Repro- aquatic
. acute toxicity | .. .. .._ .. Ichronic and| Muta and [ductive and| vertebrates
7-1. Spieces (including Iim);t irritation/sensitization chronic [carcinogenicity| develop. |not included Other Total
tests) toxicity toxicity in other
columns
1.a. Mice (Mus musculus) 135651 3026 39255 26848 5308 42 77884] 288994
1.b. Rats (Rattus norvegicus) 94796 1144 46180, 19716 78790 0 45231] 286628]
1.c. Guinea-Pigs (Cavia porcellus) 8150 31721 2572 0 0 0 5958] 48401
1.d. Hamsters (Mesocricetus ) 588 51 515 1049 0 0 1583] 3786
1.e. Other Rodents (other Rodentia) 26 0 0 0 0 0 158] 184
1.f. Rabbits (Oryctolagus cuniculus) 4342, 11439 1650 0 9488 0 4525 31512
1.9. Cats (Felis catus) 40 0 184 0 0 0 63] 287
1.h. Dogs (Canis familiaris) 3519 118 4085 0 0 0 1212 897(]
1.0 Ferrets (Mustela putorius furo) 0 0 0 0 0 0 10] 10|
1. Other Carnivores (other Carnivora) 6] 0 0 0 0 0 0 6
1.k. Horses, donkeys and cross breds
(Equidae) 83 0 22 0 0 0 18] 123]
1.1 Pigs (Sus) 627 12 533 0 39 0 1073} 2284]
1.m. Goats (Capra) 0 0 0 0 0 0 23] 23]
1.n. Sheep (Ovis) 133 20| 72 0 41 0 492 758}
1.0. Cattle (Bos) 162 0 61 0 0 0 162 385]
1.p. Prosimians (Prosimia) 0 0 0 0 0 0 0 ol
1.9. New World Monkeys (Ceboidea) 233 0 195 0 0 0 140 568]
1r. old World Monkeys I
(Cercopithecoidea) 1165] 0 1567 0 0 0 427 3159
1.s. Apes (Hominoidea) 0 0 0 0 0 0 0 ol
1.t Other Mammals (other Mammalia) 270, 0 0 0 0 0 522, 792
1.u. Quail (Coturnix coturnix) 1784 0 120 50 4718 0 0 6672
1.v. Other birds (other Aves) 4920 0] 2545 0 2790 0 1657 11912
1.w. Reptiles (Reptilia) 0 0 0 0 0 0 0 0f
1.X. Amphibians (Amphibia) 50 0 0 0 0 0 795 845
1.y. Fish (Pisces) 42342 0 7273 0 18881 4085 10201 83247
1.2. TOTAL 299271 47546 107505 47663 120575 4222 152764] 781866
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II1.9. Results of EU Table 8: Type of toxicity tests carried out for
toxicological or other safety evaluations of products

111.9.1. The data

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 this report.

I11.9.2. Treatment and interpretation of the data

Owing to variations in data reported it was decided not to interpret results further.
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Table 8.1: Number of animals used in toxicological and other safety evaluations

Type of tests versus products

8.2 Acute

and sub-| 8.6 Sub- 67 810 R 8.t11 TOXit(:,‘ity

acute toxicity 8.3Skin | 84Skin | 85Eye |chronicand| .5/ | 8.8 Develop- | 8.9 Muta- |S-10 Répro-| toaquatic | g 4,

8.1. Products trﬁzll?gds irritation |sensitisation| irritation ?hrpntic ngﬁg:g/ mental toxicity| genicity ?:;2:{5 ngteirrtiﬁjrgé?jsin Other 8.13 Total
(including oxicity other columns
limit test)
8.2.3 Non
8.2.1. LD50, | 822 Other |- clinical
LC50 Iettrr]watlj signs
methoas methods

8.a. Products/ substances orf
devices for human medicine and
dentistry and for veterinary
medicine 11115 22418 111669 1857 9682 1556 87409 20158 15424 15564 40599 0] 104855 442306
8.b. Products/ substances used
or intended to be used mainly in
agriculture 7431 5156 10641 605 5472 570 2968 2173 7590, 1001 14401 326 7666 66000
8.c. Products/ substances used orf
intended to be used mainly in
industry 8432 9764 16216 4295 16498 1359 3545 52 2940 4535 14113 15 4951 86715
8.d. Products/ substances used
or intended to be used mainly in|
the household 0 0 360, 417 0 9 0 0 0 0 0 85 341 1212
8.e. Products/ substances used
or intended to be used mainly as|
cosmetics or toiletries 1667 267 66 897 313 534 0 0 570 55 410 195 108] 4902
8.f. Products/ substances used orf
intended to be used mainly as
additives in food for human
consumption 367 4341 1222 103 352 81 1527 839 0 237 197 0 1291 10557
8.9. Products/ substances used
or intended to be used mainly as
additives in  food for animal
consumption 0 0 51 0 0 0 0 408, 0 0 0 0 600 1059
8.h. Potential or actual
contaminants in the general
lenvironment which do not appear|
in other columns 16342 19924 19709 477 1412 329 10447 4000 7352 2008 10971 3449 8458] 104878
8.i. Other toxicological or safetyl
evaluations 8510, 41455 5010, 218 2399 117 4791 897 3557 2582 2323 0| 14836} 86695
8.j. TOTAL 47214 82143 136474 7963 33304 3897 100945 20887 33585 22664 79476 3890 135894 708336
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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 I’Agriculture”
(Ministry of Small Enterprises and Agriculture).

General comments

I. 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
services their 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 all 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.
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2.6. The number of pigs is 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 %).

2.7. The number of primates is reduced by 41.7 %.
2.8. The number of birds decreased by 64.2 %.
2.9. As far 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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TABLE 1:

NUMBER OF ANIMALS USED IN RELATION TO THEIR PLACE OF ORIGIN

Origin versus species

1.1 1.2 1.3 1.4 1.5 1.6 1.7
Species Total Animals coming from registered Animals coming from Animals coming from Animals coming from Re-used animals
breeding or supplying elsewhere in the EC Member Countries of the other origins
establishments within the reporting Council of Europe which are
country parties to the Convention ETS
123 (excluding EC Member
States)

l.a. Mice (Mus musculus) 446677 346842 69164 8587 22084
1.b. Rats (Rattus norvegicus) 169662 106913 57209 0 5540
I.c. Guinea-Pigs (Cavia porcellus) 37397 11994 25145 178 80
1.d. Hamsters (Mesocricetus ) 4074 1448 2616 0 10
le. Other Rodents (other Rodentia) 15567
1.f. Rabbits (Oryctolagus cuniculus) 20968 15787 5063 0 118 631
l.g. Cats (Felis catus) 104 51 53 0 0 66
L.h.  Dogs (Canis familiaris) 1453 618 789 28 18 554
1.i. Ferrets (Mustela putorius furo) 0 0 0 0 0 0
1.j. Other Carnivores (other Carnivora) 0
1.k. Horses, donkeys and cross breds (Equidae) 104
1.1 Pigs (Sus) 6511
l.m.  Goats (Capra) 104
1.n. Sheep (Ovis) 1014
1.0. Cattle (Bos) 1141
1.p. Prosimians (Prosimia) 0 0 0 0 0
1.g.  New World Monkeys (Ceboidea) 21 21 0 0 0 21
1.r. 0Old World Monkeys (Cercopithecoidea) 469 0 2 0 467 62
1.s. Apes (Hominoidea) 0 0 0 0 0 0
1.t. Other Mammals (other Mammalia) 0
l.u. Quail (Coturnix coturnix) 915 915 0 0 0
1.v. Other birds (other Aves) 18811
l.w.  Reptiles (Reptilia) 147
1.x. Amphibians (Amphibia) 2143
Ly. Fish (Pisces) 62807
l.z. TOTAL 790089
Note 1 Column 1.5 concerns only those Member Countries of the Council of Europe which, at the beginning of the reporting period, are Parties to the Convention ETS 123. Thus an updated list of

those countries has to be used when filling in this column.
Note 2:  Only the white boxes need to be completed.
Note 3:  The number of re-used animals in column 1.7 should be excluded from the total in the column 1.2
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TABLE 2:

NUMBER OF ANIMALS USED IN EXPERIMENTS FOR SELECTED PURPOSES

Purpose versus species

2.1 22 2.3 2.4 2.5 2.6 2.7 2.8 29 2.10
Species Biological Research and Production and Production and Toxicological Diagnosis of Education and Other Total
studies of a development of quality control of | quality control of | and other safety disease training
fundamenta products and products and products and evaluations
1 nature devices for human devices for devices for (including
medicine and human medicine veterinary safety
dentistry and for and dentistry medicine evaluation of
veterinary products and
medicine devices for
(excluding human
toxicological and medicine and
other safety dentistry and
evaluations for veterinary
counted in column medicine)
2.6)
2.a. Mice 119965 157688 110706 974 26811 25549 2001 2983 446677
2.b. Rats 28738 114431 13577 313 9686 181 1579 1157 169662
2.c. Guinea-Pigs 594 9590 21383 100 5016 161 369 184 37397
2.d. Hamsters 1123 369 1255 104 1200 9 14 0 4074
2.e. Other Rodents 617 14856 0 0 0 0 94 0 15567
2.1, Rabbits 2749 10803 5860 74 718 5 108 651 20968
2.g. Cats 35 13 3 28 0 0 25 0 104
2.h. Dogs 271 246 0 70 531 1 334 0 1453
2.i. Ferrets 0 0 0 0 0 0 0 0 0
2. Other Carnivores 0 0 0 0 0 0 0 0 0
2.k. Horses, donkeys and cross
breds 24 1 2 3 0 0 67 7 104
2.1 Pigs 1536 228 0 2875 134 22 132 1584 6511
2.m.  Goats 2 2 16 0 0 0 84 0 104
2.n. Sheep 292 84 0 3 0 14 23 598 1014
2.0. Cattle 184 180 0 246 31 0 45 455 1141
2.p. _ Prosimians 0 0 0 0 0 0 0 0 0
2.q.  New World Monkeys 20 1 0 0 0 0 0 0 21
2.1. Old World Monkeys 3 32 272 2 160 0 0 0 469
2.s. Apes 0 0 0 0 0 0 0 0 0
2.t. Other Mammals 0 0 0 0 0 0 0 0 0
2.u. Quail 915 0 0 0 0 0 0 0 915
2.v. Other birds 6340 667 0 69 63 0 411 11261 18811
2.w. _ Reptiles 147 0 0 0 0 0 0 0 147
2.X. Amphibians 673 0 0 0 0 0 1470 0 2143
2.y. Fish 9750 23 0 0 4666 0 368 48000 62807
2.z. TOTAL 173978 309214 153074 4861 49016 25942 7124 66880 790089
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TABLE 3:

NUMBER OF ANIMALS USED IN TOXICOLOGICAL AND OTHER SAFETY EVALUATIONS

Products versus species

3.1 32 33 34 35 3.6 3.7 3.8 39 3.10 3.11
Species Products/ Products/ Products/ Products/ Products/ Products/ Products/ Potential or Other toxico- Total
substances or substances substances substances substances substances substances actual contami- logical or
devices for used or used or used or used or used or used or nents in the safety
human intended to inteded to intended to | intended to | intended to be | intended to be general envi- evaluations

medicine and be used be used be used be used used mainly used mainly ronment which

dentistry and mainly in mainly in mainly in mainly as as additives in | as additives in | do not appear in

for veterinary agriculture industry the cosmetics food for food for other columns

medicine household or toiletries human animal
consumption consumption

3.a. Mice 26187 0 0 0 0 0 0 60 376 26623
3.b. Rats 8606 0 138 22 0 0 0 0 1108 9874
3.c. Guinea-Pigs 5016 0 0 0 0 0 0 0 0 5016
3.d. Hamsters 1200 0 0 0 0 0 0 0 0 1200
3.e. Other Rodents 0 0 0 0 0 0 0 0 0 0
3.1 Rabbits 700 0 0 18 0 0 0 0 0 718
3.g Cats 0 0 0 0 0 0 0 0 0 0
3.h. Dogs 531 0 0 0 0 0 0 0 0 531
3. Ferrets 0 0 0 0 0 0 0 0 0 0
3. Other Carnivores 0 0 0 0 0 0 0 0 0 0
3.k. Horses, donkeys and cross breds 0 0 0 0 0 0 0 0 0 0
3.1 Pigs 86 48 0 0 0 0 0 0 0 134
3.m.  Goats 0 0 0 0 0 0 0 0 0 0
3.n. Sheep 0 0 0 0 0 0 0 0 0 0
3.0. Cattle 31 0 0 0 0 0 0 0 0 31
3.p. _ Prosimians 0 0 0 0 0 0 0 0 0 0
3.q. New World Monkeys 0 0 0 0 0 0 0 0 0 0
3.r. 0Old World Monkeys 160 0 0 0 0 0 0 0 0 160
3.s. Apes 0 0 0 0 0 0 0 0 0 0
3.t Other Mammals 0 0 0 0 0 0 0 0 0 0
3. Quail 0 0 0 0 0 0 0 0 0 0
3.v. Other birds 63 0 0 0 0 0 0 0 0 63
3.w.  Reptiles 0 0 0 0 0 0 0 0 0 0
3.x. Amphibians 0 0 0 0 0 0 0 0 0 0
3.y. Fish 1400 1526 1000 0 0 0 0 740 0 4666
3.z. TOTAL 43980 1574 1138 40 0 0 0 800 1484 49016
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TABLE 4:

NUMBER OF ANIMALS USED IN EXPERIMENTS FOR STUDIES ON HUMAN AND ANIMAL DISEASES

Main categories versus species

4.1 42 4.3 44 4.5 4.6 4.7
Species Human cardiovascular Human nervous and Human cancer (excluding Other human diseases Studies specific to animal Total
diseases mental disorders evaluations of carcinogenic diseases
hazards or risks)
4.a. Mice 25812 44837 45676 204995 3064 324384
4.b. Rats 3335 47550 3089 72611 838 127423
4.c. Guinea-Pigs 894 923 0 19567 20 21404
4.d. Hamsters 627 100 67 502 104 1400
4e. Other Rodents 155 13015 0 2104 97 15371
4.f. Rabbits 1670 70 190 1382 354 3666
4.g.  Cats 0 0 0 0 0 0
4.h. Dogs 215 32 0 204 42 493
4.4. Ferrets 0 0 0 0 3 3
4.j. Other Carnivores 0 0 0 0 0 0
4k.  Horses, donkeys and cross breds 0 0 0 0 6 6
4.1. Pigs 319 0 9 39 673 1040
4.m.  Goats 4 0 0 0 0 4
4.n. Sheep 154 0 0 140 15 309
4.0. Cattle 0 0 0 0 347 347
4.p. _ Prosimians 0 0 0 0 0 0
4.q.  New World Monkeys 0 0 0 1 0 1
4.r. Old World Monkeys 0 2 0 304 0 306
4.s. Apes 0 0 0 0 0 0
4.t. Other Mammals 0 0 0 0 0 0
4.u. Quail 0 0 0 0 0 0
4.v. Other birds 0 0 0 7 1321 1328
4.w.  Reptiles 0 0 0 0 114 114
4.x. Amp