UK Presidency Amended Compromise REACH Text – Issued October 2005

On 28 October 2005 the UK Presidency provided the Council Working Group with an amended Compromise text. This is to reflect the outcome of discussions which have taken place since 6 September 2005 when the compromise text was first issued, and in particular the views expressed by Ministers at the October Environment and Competitiveness Councils. The UK Presidency considers that this compromise text represents a balanced consideration of the views expressed by Member States and should form a good basis to reach agreement at the November Competitiveness Council.

Registration:

The UK Presidency compromise text makes a number of amendments to streamline the process and reduce the cost of registration. These include:

· Exemptions from REACH for waste and substances needed in the interests of defence where deemed necessary by Member States. Minerals and ores are also to be exempted from registration.

· A single pre-registration phase has been introduced to simplify the procedure. The time for pre-registration has been increased to 18 months to take into account the time needed for the Agency to become operational.

· Requirement for data sharing and joint submission through ‘one substance, one registration’ (OSOR) which could deliver savings of up to €606million. Further flexibility has been introduced into the proposal. Companies may opt out of submitting a joint information package where they can demonstrate it would: be at disproportionate cost; cause a breach of confidentiality; and  where there is a disagreement between registrants on an endpoint. Sharing of animal test data remains mandatory. To simplify the system, the sharing of non animal data has been made mandatory if requested by at least one potential registrant.

· Reduction of the registration requirements for phase in substances in the 1-10 tonne band by only requiring them to submit data if they are identified as being of high risk. This will greatly benefit SMEs. Low risk substances have to submit as a minimum basic physicochemical data. Substances identified as high risk and new substances would have to apply the full Annex V testing requirements (including three extra tests compared to the Commission proposal). The criteria to identify low risk substances has been simplified and amended to include further elements of risk. In order to reduce the burden, the Agency will provide tools to facilitate the submission of this data. 
· Reduction in the cost of registration in the higher 10-100 tonnage band by removing a key test from the data requirements (saving of around €80 million).  In addition, the ability to waive certain tests in Annex VI has been strengthened to minimise the burden on industry in cases where significant exposure to humans and the environment can be excluded. 
· Bringing the registration of substances imported in articles closer in line with other substances. Article 6 has been amended to only require the registration of substances intended to be released from articles where they are present above 1 tonne. Otherwise importers need only to notify the authorities if the article contains a substance of very high concern. 
Evaluation

The Agency role has been further strengthened. The aim is to ensure that evaluation is carried out more efficiently and consistently across the EU. At the same time, the proposals recognise that the core scientific work on evaluation would still need to be done in Member States, which have the requisite expertise.

The Agency is responsible for dossier evaluation and carrying out of compliance checks. It has also been given responsibility to ensure that substances on the single EU-wide rolling plan are evaluated, relying on the Member State competent authorities to perform the evaluation and prepare draft decisions. 

Authorisation 

No changes have been proposed to the scope of authorisation. However, article 54(f) which aims to provide a safety net to catch substances of equivalent concern has been clarified. Substances, such as endocrine disruptors, could on a case by case basis come within the scope of authorisation where there is scientific evidence of probable serious effects to humans and the environment giving rise to an equivalent level of concern. 

The compromise proposal retains the possibility of a first authorisation based solely on adequate control. It has been clarified that adequate control does not apply to PBTs, vPvPs and non-threshold CMRs.

The role of substitution has been strengthened. An application for an authorisation where the substance is not adequately controlled must now be accompanied by an analysis of possible alternatives.

An amendment has been introduced to require all authorisations to be subject to a time-limited review. This would enable further consideration of the availability of alternatives at some point in the future. In addition to this, a specific requirement has been included to allow an authorisation to be reviewed at any time should a third party supply new information on possible substitutes to the Agency.

Access to information

Changes have been introduced to bring the provisions in line with the Aarhus Convention on public access to information.


