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1. Summary of petition

The petitioner maintains that Directive 86/609/EEC which, according to her, sought to halve 
the number of animal experiments by 2000, has not been implemented by any of the Member 
States. She also objects to the new REACH chemicals legislation and the resulting large 
increase in the number of animal experiments. She considers them to be inadmissible, in 
particular the 'LD-50' test. According to the petitioner, it is estimated that, for the purposes of 
REACH between 20 and 45 million test animals will be been killed in the course of tests 
without improving consumer safety. Scientists question the reliability of animal experiments 
because the differences between humans and animals are too big and because many other 
factors (lifestyle, etc.) play a part.

Although most EU citizens are opposed to animal experiments, they are, as taxpayers and 
consumers, being forced to finance something which they do not want. Furthermore, this does 
not prevent harmful and toxic products entering the market, since the results of tests involving 
great suffering to animals can be manipulated and do not lead to greater safety. Many 
substances have for a long time been known to be poisonous and animal protection 
organisations argue that it is better to prohibit or greatly restrict them rather than carry out 
large-scale testing of common chemicals. The petitioner is therefore seeking a moratorium on 
animal testing of at least three years in order to find and validate new methods of testing (not 
involving animals); compulsory exchange of chemical data at international level; use of tests 
providing better information not based on animal experiments and the immediate restriction 
or withdrawal of all chemicals known to be potentially dangerous to human and animal health 
and the environment. The petitioner proposes bio-databanks as an alternative to animal 
experiments.
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2. Admissibility

Declared admissible on 18 March 2008. Information requested from Commission under Rule 
192(4).

3. Commission reply, received on 26 September 2008.

The petitioner maintains that Directive 86/609/EEC which, according to her, sought to halve 
the number of animal experiments by 2000, has not been implemented by any of the Member 
States.  She also objects to the new REACH chemicals legislation and the resulting large 
increase in the number of animal experiments.  She considers them to be inadmissible, in 
particular the "LD-50" test.  According to the petitioner, it is estimated that, for the purposes 
of REACH between 20 and 45 million test animals will be killed in the course of tests without 
improving consumer safety.  Scientists question the reliability of animal experiments because 
the differences between humans and animals are too big and because many other factors 
(lifestyle, etc.) play a part.

Although most EU citizens are opposed to animal experiments, they are, as taxpayers and 
consumers, being forced to finance something which they do not want.  Furthermore, this 
does not prevent harmful and toxic products entering the market, since the results of tests 
involving great suffering to animals can be manipulated and do not lead to greater safety.  
Many substances have for a long time been known to be poisonous and animal protection 
organisations argue that it is better to prohibit or greatly restrict them rather than carry out 
large-scale testing of common chemicals.  The petitioner is, therefore, seeking a moratorium 
on animal testing of at least three years in order to find and validate new methods of testing 
(not involving animals); compulsory exchange of chemical data at international level; use of 
tests providing better information not based on animal experiments and the immediate 
restriction or withdrawal of all chemicals known to be potentially dangerous to human and 
animal health and to the environment.  The petitioner proposes bio-databanks as an alternative 
to animal experiments.

Directive 86/609/EEC on the protection of animals used for experimental and other scientific 
purposes

Directive 86/609/EEC had to be transposed into national legislation in 1989. The national 
authorities competent for this directive are responsible for the implementation of this 
legislation and for controlling the correct application of its provisions. The directive has been 
correctly transposed into the national legislation of the Member States. In 1997, a horizontal 
review was carried out amongst Member States in order to ensure proper implementation had 
taken place. As new countries joined the EU, the directive was implemented during 
membership negotiations (adoption of the acquis communautaire). The Commission has no 
reason to believe that the directive has not been implemented in all 27 Member States. 

The reference to halve the number of animals used in experiments by the year 2000 was 
included in the 5th environmental action plan, Decision 2179/98/EC on "the review of the 
European Community programme of policy and action in relation to the environment and 
sustainable development `Towards sustainability'" in 1998, not in Directive 86/609/EEC. It 
states that 'The Community will, in accordance with the Programme, aim to take some 
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positive steps to reduce by 50% the number of vertebrate animals used for experimental 
purposes by the year 2000'  while recognising that the objective of 50% is not achieved. 
Positive steps have accordingly been taken and considerable efforts made on the part of the 
Community.  Work to reduce the numbers of animals needed in scientific procedures is 
ongoing, and remains high on the Commission's agenda. 

Finally, the Commission has started the revision of Directive 86/609/EEC on the protection of 
laboratory animals, in order to improve the protection of animals still needed in experiments1.

Chemicals testing

General

In terms of the reliability of test methods using animals, it is important to refer to the opinion 
of the Scientific Committee for Toxicity, Ecotoxicity and Environment (CSTEE) of 8 January 
2004 (Opinion on the BUAV-ECEAE report on "The way forward – action to end animal 
toxicity testing"). The CSTEE considers that scientific literature abounds with examples 
demonstrating that animal models are good predictors for chemically-induced disorders in 
humans. The CSTEE concedes that there may be differences in responses between animals 
and humans, but they are most often of a quantitative, rather than a qualitative nature. The 
CSTEE also states that some chemicals induce toxic effects in animals that are not seen in 
humans and that some chemically-induced diseases in humans have not been modelled in 
animals; however, these are the exceptions rather than the rule. Regarding the detection of 
acute oral toxicity, methods B.1.bis and B.1.tris replaced the use of LD50 (B.1) test in the EU 
as of 2000. Furthermore, in 2001 in the EU, the original LD50 test (or B.1) was deleted from 
Annex V to Dir 67/548/EEC on classification and labelling of dangerous substances which 
contains the test methods to be used in the EU. Therefore, the use of the LD50 (B.1) test is no 
longer permitted in the EU.

The aim of Regulation 1907/2006 (“REACH”), is as stated in Article 1(1), “to ensure a high 
level of protection of human health and environment, including the promotion of alternative 
tests methods for assessment of hazards of substances […]” The whole system of 
Registration, Evaluation, Authorisation and Restriction of Chemicals is designed to achieve 
this objective.2

REACH seeks to balance animal welfare considerations against the potentially serious threats 
to human health and the environment from insufficiently tested chemicals. It does not simply 
propose to test or re-test chemicals, but rather to collect all available information. Testing 
should only be necessary where further information on the dangerous properties is needed to 
assess the risks of the substances. REACH aims to eventually achieve sustainable 
development in the field of chemicals policy. As such, it aims not only to protect human 
health but also the environment including wild animals.

                                               
1 http://europa.eu.int/comm/environment/chemicals/lab_animals/home_en.htm

2 For further details, see: http://europa.eu.int/comm/environment/ chemicals/reach.htm
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REACH was triggered by the general lack of information about the dangerous properties of 
chemicals on the market. More than 99 % of the entire tonnage of such chemicals, the so-
called “existing” substances, is not subject to the standard information requirements 
prescribed for “new” substances. New substances are chemicals placed on the market for the 
first time in 1981 or later, existing substances have been placed on the market already before 
that date. The testing requirements for new substances give us an appropriate picture of their 
dangerous properties and thus their risks can be reliably assessed by considering the exposure 
of man and the environment to such substances. For existing substances, however, knowledge 
about the dangerous properties is generally very limited. Therefore, it is nearly impossible to 
know whether such substances can represent serious risks for humans and the environment, 
including for animals. Therefore, a substantially improved knowledge of the dangerous 
properties of such chemicals is necessary. 

Keeping animal tests to a minimum

To remedy this knowledge gap, REACH suggests making available any information about the 
dangerous properties (or hazards) of substances. The following elements have been developed 
with a view to keeping animal testing to a minimum:

Existing information on the toxicity and ecotoxicity of substances, including epidemiological 
studies, results from computer calculations and international sources, will be taken into 
account before deciding whether additional testing is necessary; 
The general testing requirements incorporate exposure-driven testing where appropriate, in 
order to limit testing; 
Substances which are similar may be grouped, where appropriate, in order to minimise 
testing;
For substances produced/imported in quantities between 1-10 tonnes per year and per 
manufacturer/importer, testing should generally be limited to in vitro methods; 
For the testing of higher production volume chemicals, tailor-made testing programmes will 
be developed under the control of authorities; 
The development of new alternative testing methods using fewer or no animals will be 
fostered under the Community Framework Progamme for Research and Technological 
Development. Researchers submitting suitable projects for such methods will be funded from 
the programme.
Unfortunately, today the hazards of chemicals can only be insufficiently determined with the 
available in vitro test methods (using no test animals). This is noted in a report published by 
the European Centre for the Validation of Alternative methods, ECVAM1. Use of in vitro
methods alone would, therefore, underestimate the hazards of chemicals which could be 
harmful to human health and the environment.

Finally, the Test Methods Regulation2 requires that the principles of replacement, reduction 
                                               
1 A. P. Worth, M. Balls (ed.), alternative (Non-animal) Methods for chemicals test Ing: Current status and 

Future Prospects – A report prepared by ECVAM and the ECVAM Working Group on chemicals. ATLA 
30, Supplement 1, July 2002.

2 Regulation (EC) No. 440/2008 of 30 May 2008 laying down test methods to Regulation (EC) No. 1907/2006 of 
the European Parliament and of the Council on the Registration, Evaluation, Autorisation and Restriction of 
Chemicals (REACH)
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and refinement of the use of animals in procedures should be fully taken into account in the 
design of the test methods, in particular when appropriate validated methods become available 
to replace, reduce or refine animal testing.
It is important to note that for chemicals testing the animal species most often used are mice, 
rats, fish and daphniae. Guinea pigs or rabbits are used to a lesser extent. Other animals such 
as dogs are used only in extremely rare circumstances.  

Data sharing under REACH

As of 1 June 2008, companies manufacturing or importing chemical substances in the EU in 
quantities of 1 tonne or more per year are required to register them under REACH. 
Registration also applies to companies producing or importing articles containing substances 
present in quantities of 1 tonne or more per year that are intended to be released. Registration 
requires the submission of relevant and available information on intrinsic properties of 
substances, as a minimum the requirements set out in the relevant annexes to REACH, and 
when this is not available, the generation of information, including testing. For substances 
manufactured or imported in quantities of 10 tonnes or more also a Chemical Safety Report 
has to be submitted. REACH introduces specific mechanisms and procedures to enable 
companies to share existing information before submitting a registration in order to increase 
the efficiency of the registration system, to reduce costs and to reduce testing on vertebrate 
animals.  This system is called SIEF, Substance Information Exchange Forum.

Another provision under REACH with a view to reducing tests on, in particular, vertebrate 
animals, is the possibility for any third parties to contribute information within a certain 
timeframe (REACH 
Art. 40 (2)).  The European Chemical Agency (ECHA) shall publish on its website the name 
of the substance, the hazard end-point for which vertebrate testing is proposed and the date by 
which any third party information is required.  The agency shall invite third parties to submit, 
using the format provided by the agency, scientifically valid information and studies that 
address the relevant substance and hazard end-point addressed by the testing proposal, within 
45 days of the date of publication. All such scientifically valid information and studies 
received shall be taken into account by the Agency in preparing its decision in accordance 
with paragraph 3.

Substances of very high concern

Another requirement under REACH is the substitution of dangerous substances by less 
dangerous ones. Substances identified as substances of very high concern ("SVHC") will 
require authorisation, once included into Annex XIV REACH. Applicants will have to 
demonstrate that risks associated with uses of these substances are adequately controlled or 
that socio-economic benefits of their use outweigh their risks and there are no suitable 
alternative substances or technologies.  If there are safer suitable alternative substances or 
technologies, they must prepare substitution plans. They should also provide information on 
any relevant research and development activities, if appropriate. The Commission may 
withdraw or amend any authorisation on review if suitable substitutes become available. 
Carcinogenic (C), mutagenic (M), reprotoxic (R) substances; persistent, bioaccumulative and 
toxic substances; very persistent and very bioaccumulative substances as well as substances 
such as those having endocrine disrupting properties, which give rise to an equivalent level of 
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concerns as the preceding categories, can be identified as SVHC. Once identified, they should 
be included in Annex XIV of REACH and be subject to authorisation. Member States and the 
Commission, together with the European Chemicals Agency (ECHA) have a significant role 
to play in the authorisation process by identifying carcinogenic SVHC for inclusion into 
Annex XIV of REACH. 
The REACH Regulation also provides a mechanism to restrict or even prohibit the use of 
substances causing an unacceptable risk to humans or the environment and for which it is 
demonstrated that risks need to be addressed on an EU-wide basis. These provisions could 
also be used to prohibit the use of certain carcinogenic substances, should this be deemed 
necessary in light of the information that will be made available through the registration 
process or otherwise.

Alternative test methods

The European Commission advocates a more intense development of alternative test methods. 
Thus, in the Fifth Framework Programme for Research and Technological Development 
(1998 - 2002), it funded more than 43 research projects for in vitro methods with 
approximately €65 million. In the current Sixth Framework Programme researchers are more 
than ever requested to submit suitable projects. This should eventually lead to internationally 
validated alternative test methods providing results which are acceptable to regulators world-
wide.
The Joint Research Centre of the European Commission has a lead role within an OECD-
Initiative for the validation of computer methods. As more of these so-called QSAR1 methods 
become available for estimating the hazards of chemicals, the number of animal experiments 
will further decrease.

Conclusion

The Commission welcomes proposals that can reduce animal testing, provided the level of 
protection of health and the environment is not weakened.  In this sense, it is not possible for 
the Commission to advocate an EU-wide moratorium on animal testing as proposed by the 
petitioner. As is clear from the above, the Commission supports all other practicable 
alternative routes. As to the petitioner's second suggestion, indeed the unprecedented 
compulsory data sharing system that is currently being built up under REACH, may well lead 
to more companies deciding to install even a moratorium on animal testing, whilst the 
system's overall aim is to reduce animal testing. The Test Methods Regulation requires that 
the principles of replacement, reduction and refinement of the use of animals in procedures 
should be fully taken into account in the design of the test methods, in particular when 
appropriate validated methods become available to replace, reduce or refine animal testing. 
Finally, as to a withdrawal of all chemicals known to be potentially dangerous to human and 
animal health and the environment, mechanisms are provided by REACH for restricting their 
use and putting on the market, in the authorisation and restriction procedure.  REACH became 
operational on 1 June 2008, and the coming ten years will see the establishment of a database 
                                               
1 Quantitative structure-activity relationship (QSAR) is the process by which chemical structure is quantitatively 
correlated with a well defined process, such as biological activity or chemical reactivity.
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containing some 30,000 chemical substances and their properties.  
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