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INTRODUCTION
In October 2003, the European Commission published a proposal for a new EU Regulation for the Registration, Evaluation, & Authorisation of Chemicals (REACH), to harmonise and improve European chemicals legislation. The objectives of the new legislation are to promote the safe use of chemicals and improve the protection of human health and the environment from hazardous chemicals. It also aims to maintain and enhance the competitiveness of the European chemical industry, increase transparency, and promote non-animal testing.

Under REACH, chemical substances that are manufactured or imported in quantities of 1 tonne or more per year must be registered. In order to register, the manufacturer or importer must submit information on the substance, which is dependent on the quantity produced. Annexes V to VIII of the proposed Regulation specify the information required for substances manufactured or imported in quantities of 1 tonne or more, 10 tonnes or more, 100 tonnes or more, and 1,000 tonnes or more per year per manufacturer or importer.

The REACH system distinguishes between 'phase-in' substances and 'non-phase-in' substances. Phase-in substances are mainly the around 100,000 chemicals that were put on the market before 1981, when the current notification (registration) system for new chemicals was introduced (Directive 67/548/EEC as amended by Directive 79/831/EEC). These substances account for more than 97% of chemicals in the EU. Around 30,000 of these are produced in quantities of 1 tonne or more per year. Non-phase-in substances include new chemicals manufactured or imported after the Regulation comes into force. Substances already notified under the current legislation will be regarded as registered.

Eurogroup for Animal Welfare supports the objectives of REACH. However, if left unchanged, REACH will result in the use of millions of animals in testing. It is unacceptable that the current proposal fails to prevent duplicate testing by adequately ensuring that all existing animal data are made available and shared, as well as other relevant data that will prevent animal testing. Furthermore, the Commission proposal as it stands is likely to result in a large programme of testing chemicals on animals that will not necessarily generate information that is relevant for the protection of human health and the environment. It fails to introduce a flexible system with step-by-step testing strategies aimed at identifying and adapting the information needs for a given substance, and collecting appropriate data with non-animal test methods.

RECOMMENDATIONS

Eurogroup wants the REACH Regulation to include:

1. The obligation to make available and share existing animal data, with strict requirements and implementation and enforcement measures.

A single deadline for the submission of data for the pre-registration of phase-in substances.

2. A flexible system that ensures that information requirements for registration are limited to information that is necessary for the protection of human health and the environment, so that data are never generated for registration when they are not needed for the safety assessment of a chemical.

Flexible step-by-step testing strategies, including collection and sharing of all available existing data, hazard prediction based on chemical structure and computer models, and full use of all available in vitro and other non-animal test methods.

3. Full use of non-animal test methods to provide new data.

4. A system that ensures that testing stops as soon as findings on a particular toxicological effect point to the need for stringent control measures.

5. All currently available in vitro and other non-animal test methods to be included in the list of test methods of Annex X, and a procedure to add such methods without delay as soon as they become available.

6. A commitment to increase resources and efforts from the Commission, Member States and industry to speed up the development, validation and acceptance of non-animal test methods.

Allocation of a part of the registration fee to the development of non-animal test methods.

7. Animal welfare organisations to be recognised and involved as stakeholders, in particular with regard to the work of the Agency.

1. The obligation to make available and share existing data

Problems

Since the vast majority of substances that will be submitted under the REACH system in the coming years will be phase-in substances that have been on the market for more than 20 years, it is highly unlikely that no information on the hazardous effects of these substances exists. It is also to be expected that a large number of these substances is manufactured or imported by several potential registrants - and in different tonnages. The importance of an obligation to make available and share existing data is confirmed by the experience gained under the programme for the evaluation of existing active substances for pesticides. A Commission report published in 2001 reveals that for one single substance, 35 notifications and 11 dossiers containing animal data were submitted
. This example highlights that mandatory data sharing is vital to avoid unnecessary testing.

In Germany and Austria such mandatory requirements have been in force for the notification of chemical substances for many years. Expert legal opinions commissioned by the German Federal Ministry for the Environment, Nature Conservation and Nuclear Safety
 and the German Chemicals Industry
 confirm that these mandatory requirements to share existing animal data are compatible with EU law.

The Commission has consistently stated that the sharing of existing animal data is mandatory under the proposed Regulation. But although the Explanatory Memorandum states that 'data sharing will be obligatory' with respect to animal testing, this is not included in the text of the Regulation. In addition, the proposal fails to set strict requirements and implementation and enforcement measures that would ensure that all existing data are shared without exception.

Although Article 24, which refers to non-phase-in substances, states that '[vertebrate animal] studies shall not be repeated', Article 25 (Sharing of existing data between registrants) subsequently allows registrants not to make use of data from previous registrants. For phase-in substances, Article 28 (Sharing of data involving tests on vertebrate animals) also allows registrants not to share data and to carry out duplicate animal tests.

In order to make use of the transitional provisions that allow later registration of phase-in substances
, Article 26 requires potential registrants to pre-register their substance by submitting certain information. It sets two different deadlines for submission, depending on the quantities in which substances are manufactured or imported. As a result, it is not ensured that all existing data are submitted and shared at the earliest possible date. Information submitted by the later deadline will not be available to be shared with regard to substances pre-registered at the earlier deadline.

The Commission proposal states that potential registrants may form a consortium for joint registration of the same non-phase-in substance. Potential registrants for the same phase-in substance shall be participants in a substance information exchange forum (SIEF). However, in addition to the current lack of strict requirements for data sharing, if potential registrants choose not to take part in consortia or SIEFs, there will be an increased risk that existing data are not shared and that duplicate testing is carried out.

Recommendations

· It is vital that the obligation to make available and share existing data is expressly included in the text of the Regulation, both under Title III (Data sharing and avoidance of unnecessary testing) and in the Recitals.

· The Articles addressing the implementation and enforcement of data sharing (in particular Article 25 (for non-phase-in substances) and Article 28 (for phase-in substances)) must be strengthened to ensure that it is not allowed under any circumstances to not make available and share information. Any potential registrant that refuses to make available or share existing animal data or other relevant data that will prevent animal testing must not be allowed to register their substance.

· A single deadline must be set for the submission of data for pre-registration, to ensure that all potential registrants of a given phase-in substance share all existing animal and other relevant data.

· The formation of consortia (for non-phase-in substances) and SIEFs (for phase-in substances) must be obligatory to ensure and facilitate the sharing of all existing animal data and other relevant data that will prevent animal testing.

2. Registration requirements versus information needs and flexible step-by-step testing strategies

Problems
The current information requirements in the Annexes consist of tonnage-related, standard testing regimes that are not necessarily linked to use, exposure or risk management. This approach fails to ensure that only information that is necessary to ensure safe use is collected. This problem is not addressed sufficiently by the specific rules for adaptation in Annexes V to VIII, nor by the guidance note on fulfilling information requirements in Annex IV or the general rules for their adaptation in Annex IX. The concepts currently proposed in Annexes IV and IX are inappropriately structured and deficient. This system of standard information requirements for registration is likely to result in large numbers of tests on animals to generate data irrelevant for the protection of human health and the environment, especially if the test method requirements remain unchanged.

Recommendations

· The information requirements and rules for their adaptation in Annexes IV to IX must establish a flexible system to identify and adapt the information needs for any given substance. Information needs must be based on use, exposure and what is necessary for adequate risk management of a substance, and determined with the purpose of ensuring safe use.

· The Annexes must include a flexible step-by-step strategy, in which the data collected are evaluated after each step, and decisions on remaining information needs are made based on the results of previous steps. The amended Annexes V to VIII (see below) should be preceded by a revised version of the first part of Annex IV and Annex IX combined. This Annex should be considered before any new testing is done or proposed. This would ensure a sensible toxicological approach based on chemical safety assessment, including full use of all existing data (including human data), weight of evidence, (Q)SARs, grouping of substances and read-across, and all available in vitro and other non-animal test methods.

· Annexes V to VIII must also be amended to allow for case-by-case flexibility and to ensure full use of all available non-animal test methods in a step-by-step approach. All relevant information, including existing human and animal data and results from non-animal tests, should be accepted where adequate for a satisfactory safety assessment.

3. Use of non-animal test methods to provide new data

Problems

Animal tests not only pose ethical problems but are scientifically flawed and can be misleading instead of providing information relevant for the protection of human health and the environment. Validated non-animal test methods on the other hand, are proven to be reliable and reproducible in predicting human and environmental effects. In vitro and other non-animal tests should therefore be used wherever possible.

Annex V includes standard information requirements for substances manufactured or imported in quantities of 1 tonne or more. In order to meet this base set of standard information requirements, data shall generally be collected with non-animal tests, with Annex V listing in vitro skin and eye irritation, in vitro skin corrosivity, in vitro mutagenicity, and non-animal ecotoxicity. There is one animal test listed, the Local Lymph Node Assay for the determination of skin sensitisation. Annexes VI, VII and VIII provide additional standard information requirements for substances manufactured or imported in quantities of 10, 100, and 1,000 tonnes or more respectively. They are mainly based on animal tests and don't include all validated non-animal tests currently available.

The information that has to be submitted for the registration of substances produced in quantities of 100 and 1,000 tonnes or more has to include testing proposals to fulfil the information requirements in Annexes VII and VIII. As stated in the Explanatory Memorandum, 'Annexes [VII and VIII] are chosen because they contain the tests that are the most expensive and require the greatest number of vertebrate animals to be used. It is therefore important for animal welfare reasons that the authorities are convinced that such testing is appropriate'. These testing proposals are evaluated by the competent authorities of the Member States. The authorities are not required to consult stakeholders and experts in the field of alternative methods, and take comments into account when making a decision. However, experience from the US High Production Volume Chemicals Programme has shown that such a procedure makes a significant contribution in preventing animal testing. It is currently not required to submit testing proposals before performing the animal tests in Annexes V and VI.

Recommendations

· Further available non-animal test methods must be included in Annexes V to VIII to replace animal tests where possible. In particular, Annex V should include further in vitro test methods such as for basal cytotoxicity, to allow for a more comprehensive hazard assessment at the first level of testing.

· In order to achieve that skin sensitisation will not be tested on animals by the time the Regulation comes into force, ongoing research on in vitro test methods for this purpose must be intensified and followed up by the Commission, so that a non-animal testing strategy including appropriate in vitro test methods will be included in the testing regime without delay.

· As mentioned under Point 2, Annexes V to VIII must be amended to allow for case-by-case flexibility and to ensure full use of all available non-animal test methods in a step-by-step approach. All relevant information, including existing human and animal data and results from non-animal tests, should be accepted where adequate for a satisfactory safety assessment.

· Testing proposals involving animal tests that may be required by Annexes V and VI must also be submitted for evaluation. All testing proposals involving animal tests must be open for commenting by stakeholders to ensure the use of all available non-animal test methods. Comments received must be taken into account by the competent authorities, and any decision must be made in consultation with experts in the field of alternative methods, in particular with the European Centre for the Validation of Alternative Methods (ECVAM).

4. Stop testing as soon as data point to the need for stringent control measures

Problem

When test results on a particular toxicological effect point to the need for stringent control measures, generating further test results would be redundant. For example, risk management measures necessary to control a well-characterised risk may also be sufficient to control other potential risks, which will therefore not need to be characterised precisely. This issue is not addressed under the current standard information requirements in the Annexes.

Recommendation

· As soon as test results on a particular toxicological effect point to the need for stringent control measures (i.e. classification as carcinogenic (C); mutagenic (M); toxic for reproduction (R); persistent, bio-accumulative and toxic (PBT); or very persistent and very bio-accumulative (vPvB)), no further testing should be carried out.

5. Inclusion of all available non-animal test methods

Problems

Annex X of the proposed Regulation (previously Annex V of the Dangerous Substances Directive (67/548/EC)) which provides a list of test methods, does not include all in vitro and other non-animal tests currently available. Furthermore, regulatory acceptance after the scientific validation of non-animal test methods can take up to 3 years at present, which is far too long.

Recommendations

· All currently available in vitro and other non-animal test methods must be listed in Annex X.

· A procedure should be established to include new validated in vitro and other non-animal test methods into the testing regimes under the Regulation without delay. As soon as ESAC, the Scientific Advisory Committee of ECVAM, has confirmed a new test method to be scientifically valid and ready for regulatory acceptance, the information on this test method should be forwarded to the relevant body responsible under the Regulation.

6. Development, validation and acceptance of non-animal test methods

Problems
Although the promotion of non-animal testing is one of the objectives of the Regulation, the Commission proposal does not include any measures or incentives for the development of non-animal test methods. Without these, it is unlikely that industry will make any substantial investments in research and development of new non-animal tests. There will continue to be insufficient resources and commitment to ensure that alternative tests are available as soon as possible in order to meet the information requirements under REACH. Significantly increased resources and efforts from industry, the Commission and Member States are necessary to speed up the development, validation and acceptance of non-animal test methods.

Recommendations

· The Regulation should include a commitment to increase resources and efforts from the Commission, Member States and industry to speed up the development, validation and acceptance of non-animal test methods.

· A part of the registration fee must be allocated to the development of non-animal test methods.

7. Recognition of animal welfare organisations as stakeholders

Problem

Article 105 states that the Management Board of the Agency shall develop contacts between the Agency and representatives of listed interested parties. Animal welfare organisations are not included among the stakeholders mentioned. As the involvement of stakeholders is relevant in relation to many areas under the Regulation, exclusion of animal welfare organisations is unacceptable.

Recommendation

· Animal welfare organisations must be recognised as interested parties under the Regulation and included in Article 105.

For further information please contact Marlou Heinen, Senior Policy Officer Research Animals, Eurogroup for Animal Welfare, Rue des Patriotes 6, 1000 Bruxelles, Tel: + 32 2 740 08 20, Mobile: + 32 495 242 333, email: m.heinen@eurogroupanimalwelfare.org.
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�	Under REACH, transitional provisions apply to introduce phase-in substances into the registration system. Substances of high concern and those produced in quantities of 1,000 tonnes or more must be registered within 3 years after the Regulation comes into force. Substances produced in quantities of 100 tonnes or more must be registered within 6 years, and those of 1 tonne or more within 11 years.
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