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ATC REACH WG position concerning Articles 2.7(c) and 6.3 and double pre-registrations by actors in the same supply chain.  

The purpose of REACH is to provide a high level of protection of human health and the environment and to enhance the competitiveness and innovation of European industry whilst ensuring the free movement of substances, on their own or in preparations and articles. The REACH WG of the Technical Committee of the European Petroleum Additives Manufacturers (ATC REACH WG) has consistently supported these goals and has worked diligently to ensure minimum disruption to its supply chain partners. However, ATC REACH WG is concerned that the Commission continues to provide too strict an interpretation of the legislation inhibiting EU industry’s competitiveness and causing an un-necessary and unwelcome administrative burden at a very late stage in one of the key phases of REACH, namely pre-registration. Their recent confirmation by the Commission at 5th Competent Authorities meeting of an earlier opinion that pre-registration of substances by EU manufacturers or importers did not relieve downstream users in the same supply chain of their pre-registration responsibilities according to Article 2.7(c) concerning re-import of registered substances and Article 6.3 concerning registration of monomers in polymers is considered to be a narrow and strict interpretation of the legislation that goes against the spirit of REACH.

It is difficult for industry to understand the Commission’s logic on this issue. Their requirement for manufacturers, importers and downstream users in the same supply chain to effectively duplicate pre-registration of the same substances does not make the Community an inherently safer place for workers, consumers or the environment. 

Pre-registration of phase-in substances in accordance with Article 28 allows EU manufacturers and importers to take advantage of the staggered deadlines given in the legislation to submit a registration dossier and during the transitional period allowed by Article 23 the manufacturer or importer who has submitted a pre-registration is fully compliant with REACH. It is therefore completely illogical that a downstream user in the EU who manufactures a polymer from pre-registered monomers or a company who re-imports substances that have been pre-registered by an EU legal entity in the same supply chain would not be covered by this compliance activity. 

As a result it is the ATC REACH WG’s position that pre-registration by an EU manufacturer, importer or Only Representative with the intent to register at the designated time should be considered to meet the requirements of Articles 2.7(c) and 6.3, and any downstream user relying on a pre-registration by another actor in their supply chain should not be subject to an enforcement order providing they have auditable, written confirmation for the substance(s) they are re-importing or, in the case of monomers, using to produce a polymer. This position is justified for Articles 2.7(c) and 6.3 if they are considered together with the provisions of Articles 5, 6 and 23, and it follows that valid phase-in substances that have been ‘pre-registered with the intent to register’ must be considered equivalent to being ‘registered’ in relation to these Articles during the transitional period. Industry is confident that it was not the intent of the legislators to encourage duplicate regulatory activity having no benefit to human health and/or the environment when they drafted REACH and this is further endorsed by ECHA’s recent publication urging companies not to pre-register substances they do not intend to later register. 

The justification for the ATC REACH WG’s position is augmented by the following considerations:

(i) Pre-registration of phase-in substances as described by Article 28 is clearly a mechanism for identifying potential registrants (EU manufacturers, importers or people acting on their behalf such as Only Representatives or Third Party Representatives) and bringing potential registrants together in SIEFs to exchange information. REACH states that by pre-registering phase-in substances potential registrants can benefit from the transitional period for substances they manufacture or import (see Article 28.1). Clearly any substance or monomer that is registered by an EU manufacturer or importer or their representative will be exempt from registration by another importer in the same supply chain if the substance is exported and then re-imported (see Article 2.7(c)) or used by an EU manufacturer to produce a polymer (Article 6.3). It therefore follows that these actors should be considered downstream users and not potential registrants, and as such they should not be required to pre-register. 

(ii) With regard to the re-import scenario the Commission opinion clearly discriminates against non-EU companies because a downstream user based in the EU can rely on his EU supplier’s pre-registration providing the substance does not leave the EU but a company outside EU cannot rely on the same pre-registration when he exports the same substance back into the EU, assuming in both cases an audit trail exists and there has been no change in chemical composition.

(iii) In order to comply with this opinion, an EU-based importer of a preparation would need to be informed of the full composition of the product he is re-importing in order to be able to pre-register. This requires complete disclosure of product composition at every stage of the supply chain. This clearly contradicts Art 118.2(a) which confirms that disclosure of the full composition of a preparation is deemed to undermine the commercial interests of the concerned person. 

(iv) The Commission’s opinion concerning Article 2.7(c) clearly discriminates against EU formulators and manufacturers because a non-Community legal entity could appoint an Only Representative to take on the responsibilities of the importer thereby protecting this confidential business information; Article 8 makes it clear that an EU formulator cannot appoint an Only Representative.  Also, the EU based companies might be at a disadvantage in supply chains in which the importers are not willing to do the work of pre-registration and would have an opportunity to switch suppliers.  

(v) It appears that the Commission’s reason for not agreeing that re-imported unchanged substances and monomers used in EU polymer manufacture are covered by pre-registration by another actor in the same supply chain is that the exemptions contained in Articles 2.7(c) and 6.3 concern substances that have been ‘registered’. In the case of Article 2.7(c), the registration must be “in accordance with Title II”.  While Title II does not specifically address the pre-registration process, Title II does specifically address registration in terms of substances and ‘phase-in substances’ and clearly establishes the framework for a tiered registration process for phase-in substances as meeting registration requirements. The decision by the authors of REACH to place details concerning the pre-registration process including obligations of potential registrants in a separate Title (namely Title III), appear to have been made to establish requirements for data sharing and not to change the legislative intent that phase-in substances correctly pre-registered by the EU manufacturer or importer or their representative have the same regulatory status as registered substances during the phase-in transition time period.  For the Commission to argue that Articles 2.7(c) and 6.3 are not applicable for pre-registered substances does not conform to this legislative intent.

(vi) Denying applicability of Articles 2.7(c) and 6.3 to phase-in substances correctly pre-registered by the EU manufacturer or importer or their representative results in the Commission acting in an inconsistent manner by allowing the Only Representative provision described in Article 8 to cover pre-registered substances. For example, Article 8 states that the Only Representative can fulfil the obligations on importers ‘under this Title’ (i.e. Title II), including registration. The rules for pre-registration of phase-in substances including who should pre-register are, however, found in Title III. This was clearly an oversight by the authors of the legislation but in the strictest sense one could argue (and the authorities did for a while) that an Only Representative could only be used to cover registration obligations and that importers would still have to pre-register all substances themselves until the authorities understood the confidential business information implications of this situation.

(vii) There is no significant difference in the ability to assure REACH compliance of re-imported substances in comparison to those which are manufactured outside of the EU and whose import is covered by an OR agreement.  In both cases, the importer has the same interest to assure that the substances imported conform to REACH and that his legal obligation would be that of a Downstream User.  In both these situations there are EU legal entities that have accepted responsibility for pre-registration and registration and the supply chain is auditable. In this case, requiring an additional pre-registration for re-imported substances does not provide any useful reassurance of conformity to REACH because the company has no intention of supporting the substance through registration.  

    

