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Downstream Users of Chemicals Co-ordination group





DUCC comments
European Commission Proposal for a Regulation of the European Parliament and of the Council on classification, labelling and packaging of substances and mixtures, and amending Directive 67/548/EEC and Regulation (EC) No 1907/2006 - COM(2007) 355 final

DUCC, the Downstream Users of Chemicals Coordination Group, is an industry forum gathering several European Associations that represent downstream users of chemicals. 
While DUCC supports the objectives of the proposed Regulation on Classification, Labelling and Packaging of substances and mixtures, its members are concerned with the following aspects: 
Definition of suppliers

Text:  Article 2.3: “supplier means a manufacturer, importer, downstream user or distributor placing on the market a substance or a mixture;

Issue: The definition of 'supplier' includes ‘distributors’ as they have a duty to classify substances or mixtures. The definition should only include manufacturers, importers and downstream users (M, I, DU). If a distributor changes the composition of a substance or mixture, he becomes (by the definitions in Article 3 of REACH) a downstream user and picks up the relevant duties. Actors that do not change the substance or mixture will not have the information necessary to classify. This is in accordance with Article 4(1) and (4) of the proposed GHS Regulation. Additionally, if a distributor re-packages a product, he is no longer a distributor as the REACH Article 3 (14) definition is one "who only stores and places on the market".

The term 'supplier' is used throughout the Regulation and extends all the duties of M, I & DU incorrectly to distributors. 

It should be clearly stated that materials already in the supply chain, if not changed, should not be required to be re-labelled (the Whereas No 60 indicates this for materials when the Regulation first applies - this should be extended to any time a classification changes). Once a material has been supplied from a manufacturer, importer or downstream user, it is not practical for them to have a duty to reclassify, label or package. 

Distributors, further along the supply chain, will not have the knowledge, ability or resources to do this. 

Therefore the material should be permitted to flow through the chain to final use as it is.

Solution:  to use the content of the REACH definition and replace “supplier” by the words “manufacture/ importer/ downstream user” or “distributor” as appropriate in the text.

Requirement for information on mixtures to relate to the form or physical state in which the mixture is used or can reasonably be expected to be used after it is placed on the market

Text: Article 6.1: The information shall relate to the form or physical state in which the mixture is used or can reasonably be expected to be used after it is placed on the market.

Issue: The requirement to identify information on the mixture in the form in which it is used or can reasonably be expected to be used could be understood as being in contradiction with the UN GHS text (Part 1.3.3.1.1.) which recommends that the evaluation be based “on the actual product involved”. Some products supplied in concentrated form (for dilution before use) may be hazardous if they can be handled in concentrated form. 
Solution: Amend the last paragraph of Article 6.1 to “The information shall relate to the mixture as it is intended to be used, or in the form or physical state in which it is placed on the market”. 
Collection of information on substances contained in mixtures

Text: Article 6.1 c): The supplier of a mixture shall identify the relevant available information for the purposes of determining whether the mixture entails a physical, health or environmental hazard as set out in Annex I, and, in particular, the following:

(c) any other information generated in accordance with section 1 of Annex XI to Regulation (EC) No 1907/2006 for the mixture itself or the substances contained in it.

Issue: 

The requirement to 'identify' information has an active, open-ended connotation (Art. 6.1 (c)). 'Suppliers' of mixtures cannot be expected to search for data on each substance they use as these may number thousands in total. 

Moreover, it is noted that the list of information sources does not include the Classification and Labelling Inventory, or Harmonised Classification list. For a mixture supplier, this will be the single most important source.

Solution:  Recommend that guidance covering this issue is included in RIP 3.6. 

Exemptions from labelling for small or otherwise unsuitable packaging

Text:  (Title III, Chapter 1, Article 31.2 (a)) “Where the Commission so requests, the Agency shall prepare and submit to the Commission draft exemptions from the obligations to label provided for in Articles 17 and 34 as follows:

(a) where the packaging is either too small or otherwise unsuitable for affixing the label, the conditions for applying the label elements;”

Issue:  The EU GHS proposal leads to more labelling elements (pictograms, signal words, hazard statements and precautionary statements) than today.  It may therefore be impossible to meet the requirements of Article 34 in the case where a package is either too small or otherwise unsuitable for attaching the required label.  

The proposal for the GHS Regulation in its Article 31.2 (a) foresees that the Agency shall prepare and submit to the Commission draft exemptions from the obligations to label where the packaging is either too small or otherwise unsuitable for affixing the label.  

In addition consumer products such as paints and artists’ colours are packed in lithographed package to meet the market demand of rendering them attractive, or to highlight the brand, etc. This has been current practice since decade. For the European market multiple languages labels are required to ensure practicality, reasonable packaging costs and is also current practice.  

The issue of small packaging labelling is recognised by the Commission, hence Article 31.2(a), but is addressed only as a potential future requirement (i.e. the Agency, on request from the Commission, is to prepare a draft exemption, specifying the conditions for applying the labelling elements).  

The issue of small packaging labelling is currently under discussion at the UN Sub-Committee on the GHS (UN SCEGHS) where 250 ml has been suggested as the cut-off volume.

Solution:  Introduce a new clause in Article 31 to specifically address this issue along the lines of the draft text currently being reviewed by the UN SCEGHS Inter-sessional Group on the labelling of small packages, i.e.:

“Where the packaging is an awkward shape or so small that it is technically impossible to attach a label, the hazard labelling information should be supplied in some other appropriate manner, e.g. tie-on tags. If practicable, full hazard labelling should be applied to at least one layer of packaging.”

The outer and inner packaging labelling requirements go beyond current practices

Text: (Title III, Chapter 2, Article 36. 1) “Where both an outer and an inner packaging is used and the outer packaging does not bear a pictogram in accordance with rules on the transport of dangerous goods provided for in Regulation (EEC) No 3922/91, Directive 94/55/EC, Directive 96/49/EC or Directive 2002/59/EC, both the outer and the inner packaging shall be labelled in accordance with this Regulation.

However, if the outer packaging bears a pictogram in accordance with rules on the transport of dangerous goods, only the inner packaging shall be labelled in accordance with this Regulation.”

Issue: Labelling both outer and inner packaging according to EU GHS (when there is no transport label on the outer case) goes beyond the current practices (even though we appreciate that there may be some differences of interpretations of the DPD among the various Member States) and does not increase product users safety. In addition, the outer cases of the products that currently fall under Limited Quantities exemptions for transport would need to be labelled according to the label of the inner packaging. 

Moreover the language of Art. 36.1 is ambiguous. The transport regulations do not use the concept of 'pictogram', hence it is not clear whether this just means the transport label, or includes marks such as the Limited Quantity mark. A pictogram could also include the orientation arrows required on some packaging. The wording in Art. 11.6 of Directive 1999/45/EC is less ambiguous and has been shown to work.

Requiring the outer to be 'labelled in accordance with this regulation' is imprecise as this 'label' contains signal words, hazard and precautionary statements and will result in the outer having to bear these. This is not necessary for transport.

Solution: Restrict requirement to Article 36.1 / second part only: i.e. if outer packaging is labelled for transport, then only the inner packaging would require EU GHS labelling. 

The obligation to notify the agency for classified substances placed on the market as such or in a mixture applies regardless of the tonnage; a “de minimis” threshold tonnage is needed for workability reasons

Text: (Title V, Chapter 2, Article 41: Obligation to Notify the Agency, Para. 1) “Any manufacturer or importer […] who places on the market […] a substance classified as hazardous on its own or in a mixture […] which results in the classification of the mixture as hazardous, shall notify to the Agency the following information (includes supplier’s name, substance name, classification, which hazard classes have been assessed, specific concentration limits, labelling). 

Issue: The requirement applies not only to substances subject to REACH registration but also those outside the scope i.e. classified substances as such or in a mixture placed on the market below 1 T/y (below the REACH tonnage trigger). This creates a significant amount of work for very limited benefit. 

Such a notification requirement without any tonnage threshold is impossible to be fully implemented by industry and impossible to be enforced by Member States.  

Solution: Introduce a “de minimis” threshold of 1 tonne / year for notification of classified substances as such or in a mixture. 
Poison control centres

Text: Article 45: Appointment of bodies responsible for receiving information relating to health.
Issue: appointment of several poison centres by Member States with different information requirements can lead to inconsistent information databases that are incompatible with each other. 
Solution: It would be more efficient to have one centralised EU body appointed, possibly coordinated by the ECHA. 

Alternatively, a second best solution is to apply a harmonized notification procedure throughout all EU Member States and applicable for all appointed bodies. This would also enhance transparency and practical aspects of implementation, thus reducing administrative burden and enhancing the rate of compliance.

Adaptation of the Annexes

Text: Article 53: Adaptation to technical progress and Article 54 committee procedure.
Issue: The Commission is empowered to adapt all Annexes as well as a number of Articles to technical progress through a Committee procedure, as they relate to scientific and technical matters and do not touch the fundamental rules of the Regulation. In these cases, the proposed EU GHS Regulation foresees a regulatory committee procedure involving the European Parliament and the Council. This procedure will require more time for adaptation than today. 

The bi-annual revisions of the UN GHS to be incorporated in the Regulation may take considerable time by involvement of the European Parliament and might be subject to non-GHS related considerations. This will lead to disproportionate costs for industry and will not help to improve transparency of decision making. 

Solution: DUCC strongly encourages to adapt the Articles concerning the committee procedure with scrutiny such that the procedure will only be used in exceptional cases and not apply where the proposed EU GHS regulation needs to take into account agreed revisions of the UN GHS.

The transitional period proposed for mixtures does not allow for proper communication of new C&L through the supply chain. This will pose compliance issues

Proposal text: (Title VII, Article 58, Transitional Provisions, Para. 1) 

The proposal is to have a dual voluntary system (current DSD and new GHS) for substances until 1 December 2010. From 1 December 2010 until 1 June 2015, substances will be classified with both systems, but labelled and packaged according to the EU GHS system. From 1 December 2010 until 1 June 2015, mixtures (i.e. preparations) can be classified and labelled according to both systems, but must move to EU GHS system as of 1 June 2015. 

Issue: Effective compliance will not be possible at the same time for mixtures which are end-user mixtures (e.g. retail and professional finished products) and for “intermediary mixtures” - or “pre-mixtures” - used as raw material for the finished products. The current proposal also allows such “intermediary mixtures”, or “pre-mixtures” to be classified according to the DPD until 1st June 2015. Since the same deadline would apply to both intermediary mixtures and end-user mixtures (finished products), formulators of end-user mixtures would not be able to fulfil their legal obligations in time due to lack of information. Experience (e.g. from the DPD) shows that for companies using a significant amount of “pre-mixtures” in marketed formulations, about three years are needed to ensure that the information has passed through the supply chains and to update product labels. 

Solution: For finished products sold to the end-users, some additional time or a separate transition period would be needed in order to allow for the information to be passed on through the supply chain and to ensure effective compliance.

The text could be amended as to split the transitional period in two parts, at least 2.5 years for intermediary mixtures (1 Dec 2010 – 1 June 2013) and at least 2.5 years for final mixtures (1 June 2013 – 1 December 2016).

“Placing on the market”

End-user mixtures already on the market in the distribution system to the final retailers’ shelves before the set deadline of 1 June 2015 should be allowed for another 2 years in the distribution chain. This is the normal time for many consumer products such as adhesives, glues, paints or artists’ colours leaving the manufacturing site before being finally purchased by the consumer.

Therefore, the transitional period should refer to “placing mixtures for the first time on the market”.

Users Training

Labels are the key means to inform users and in particular the consumers of the hazard of the products (mixtures). It is therefore of the highest importance that the users, workers and consumers, get an understanding of the new labelling system.

DUCC suggest that the Commission, in cooperation with the Member States and with the support of industry develops and disseminates information and training materials during the transitional period and thereafter.
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