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Eurometaux’s comments on the CLH proposal for Pb metal (EC number: 231-100-4; CAS n° 7439-92-1)

[bookmark: _Hlk496174995][bookmark: _Hlk496174950]Eurometaux usually refrains from reacting to substance-specific public consultations in respect to REACH or CLP. However, in the context of the proposal submitted by Denmark for a harmonised environmental classification of lead metal, Eurometaux would like to raise some concerns related to conceptual aspects and the application of the metals CLP guidance. Indeed, several elements in the proposal appear to be neither in line with the specific metals’ environmental classification guidance (CLP Annex IV), nor with practices used for other data rich metals classified in the past following the CLP guidance. These aspects are therefore highly relevant to the broader metal and inorganic sectors, hence Eurometaux’s comments supported by its members. 
The comments and suggestions reported hereunder are all of a conceptual nature covering: 
1) Generic classification concepts for metals; 
2) Guidance and practices for data rich metals; 
3) Specific classification rulings for metals, and 
4) Conclusions.


1. Generic classification concept for metals
Massives versus powders:
Both the GHS and CLP foresee specific ruling and guidance for metals and metal compounds. An important deviation to the generic ruling for organic substances is that the legal text foresees separate classification entries for massive and powder forms. This provision was introduced based on the concept that the release/surface is a physical constant for metals and therefore an intrinsic property, as is the toxicity of the soluble ion.  For the time being the number of entries was limited to two: the massive (default of 1 mm) and the powder form (relevant finest powder form on the market).
However, the possibility to use two entries was conditional to:
· Both forms being produced in a different way (i.e. that the powder is not produced by milling the massive form)
· Normal handling and use of the massive form not resulting in relevant amounts of fine particles
· The dissolution kinetics of the two forms differing to such an extent that they result in a different environmental classification category or M factor for each form.
This approach has been successfully applied in the past for metals such as nickel, zinc and, more recently, some metallic copper forms. 
Under REACH, the burden of proof is with the registrant who has to demonstrate that the data set fulfils these three criteria.
We noted from the registration file on lead metal that all three conditions are fulfilled given:
· Lead sheet and ingots are produced in a separate way to the powder forms (no milling involved)
· Lead is a very malleable material (like zinc), which means that the sheets are cut in slabs and the ingots are melted. Therefore they do not generate fine particles in relevant amounts. This is a concept that has been debated and accepted in the past for other metals 
· The dossier contains Transformation Dissolution (TD) data for both forms including clearly distinctive dissolution kinetics. While “full TD tests” (e.g. 28-day test results) (OECD 29) were not available in the Registration file; the tests that were provided already show a clear and decisive difference. 
The standard release per surface means that larger forms (e.g. massives) would release significantly less than smaller forms (e.g. powders), which was the driver for the UN and the EU to distinguish the two entries if the conditions as listed here above, are fulfilled.  The Dossier Submitter uses this reasoning (“the two forms are not different physically or chemically, apart from the particle size and the fact that the solubility of a substance increasing with decreasing particle size”), to reject the concept of the two entries. This is clearly contrary to the agreement reached at the time, which resulted in specific GHS and CLP legal texts and therefore constitutes in principle a breach of the legal provisions applicable to the metals environmental classification assessment.
Quantitative evidence for these conclusions is available in the registration dossier and complemented by a technical submission by the lead sector under this Public Consultation.
The metal sector cannot accept that the Dossier Submitter rejects the legal right of the registrant to have two entries, based upon “an assumption” that the use of the massive form generates fine particles without providing any evidence base for this and the reasoning that no full Transformation Dissolution test is available. This proposal is in our view not in line with the law and in clear contradiction with previous metal reviews as quoted above while the evidence base in the registration file is comparable.

2. Guidance and practices for data rich metals
Substances with extensive data sets have a principle benefit that they reduce some of the uncertainty created by smaller or minimal data sets. The environmental data set for lead is very extensive, providing evidence for all three trophic levels, for more than hundreds of acute and chronic ecotoxicity data points, covering a wide range of species and abiotic conditions. This abundance of evidence also has a drawback, as it has a higher chance to include outlier evidence, substances tested in non-relevant abiotic culture/test water conditions and endemic or specific, more sensitive, species. More than two decades of practice with data sets for data rich metals has therefore resulted in specific ruling/practices to ensure the quality of the assessment and a level playing field with substances with more limited data sets. These rulings include, amongst others, the focus on standard test species for CLP, statistical treatment in case of multiple data on a same species and endpoint, and normalisation for bioavailability.
Standard versus non-standard species
Both the GHS and CLP allow the use of non-standard test species. This provision was foreseen to ensure a minimal data set covering the three trophic levels used for environmental hazard classification: primary producers, invertebrates and fish. Building on the GHS, CLP as well as REACH, however, include specific species that act as representative species, and that are also those that are recommended to comply with the REACH minimal information requirements when (new) data needs to be developed.  The basic concept of the classification system aims at comparing substances on an equal and standardised basis. This approach therefore inherently requires a level-playing field to ensure data rich substances are not more severely classified only because they have more data and the database includes endemic as well as non-standard species which are sometimes more sensitive. 
While such evidence is most useful for risk assessment purposes, this clearly goes beyond the aim of hazard classification: comparing all substances in an equal way.  In previous metal cases, standard species have been used for the classification assessment of data rich metals, so as to ensure a level playing field. Non-standard data would only be relevant in case of an incomplete data set for any trophic level required by CLP. 
While standard and non-standard species can be used for Risk Assessment (derivation of the PNEC), Eurometaux insists, independently of the outcome, that the hazard classification is conducted on standard species, provided they cover all required trophic levels with multiple data sets, which is absolutely the case for lead.

Freshwater versus saltwater data sets
Due to their natural occurrence, all metal ions including lead are homeostatically controlled by organisms. Toxicity is expressed when the boundaries of the homeostatic control are reached. These control mechanisms are often different for organisms living in freshwater compared to saltwater or brackish water. The classification ruling was developed for freshwater organisms with the option to expand to saltwater or brackish organisms, in case the data set would have otherwise been insufficient. Anyway data rich substances have complete and abundant data sets for standard aquatic organisms for all three levels.
The data submitter used all data from standard and non-standard fresh and saltwater species. 
In line with the original aims of the classification system to compare substances on an equal basis and independent of the outcome, Eurometaux requests RAC to focus on freshwater data sets originated from studies conducted with standard methods and species when available. 

Data treatment
Data rich substances often have multiple data sets for a given species and endpoint, thereby considerably reducing the uncertainty. Moreover, test conditions for the same standard test will always vary somewhat (different culture medium and conditions, different genetic clones, different abiotic conditions of the test waters…) resulting in some variety or variability in the toxicity expression. It is therefore recommended in the guidance that geometric means are derived for data sets of four or more values for a given species and endpoint. It is understood that the mean will take care of the variability caused by the factors raised above, thereby making the overall assessment more robust while ensuring a level playing field with data poor substances.
This approach has been followed in all data rich metal environmental dossiers so far. Nevertheless the Dossier Submitter deviates from this approach, indicating that none of these tests are conducted under equal conditions. The approach applied by the Dossier Submitter therefore uses an additional safety factor solely based on the data richness. This is a factor that is not applied on smaller data sets. 
Eurometaux consequently urges RAC to maintain the data treatment approach as agreed and applied in all previous metal data rich cases and to not penalise data richness, ensuring a level playing field.

3. Specific classification rulings for metals
Loading for the TDp (OECD 29) screening test
The Dossier Submitter refers to a loading of 100 mg/L for the 24-hour screening test as an important criterion to decide whether the substance should be classified as the soluble ion, or differently. However, the 100 mg/L refers to the GHS Acute Category 3 level which is not implemented in the EU (neither is Acute Category 2). The EU system has only implemented the Acute 1 category at a 100 x lower dose meaning that the screening test should also be conducted at that level. The metals sector raised this anomaly several times during the drafting of the CLP and its guidance. It was always stated that this was a minor issue to be included in future updates but was never implemented. Moreover the screening test is ONLY applicable to metal compounds and not to metals. Both the GHS and the CLP systems are clear and identical on this point.  The role of the 24-hour screening test for metals is therefore limited to defining the relevant pH for the full test, as well as the filtering efficiency; in essence defining the test conditions for the full TD tests.
Eurometaux insists that the classification being decided in accordance with the assessment scheme for metals in the CLP, any reference to the role and relevance or the TD screening test for the assessment of a metal such as lead is eliminated and that this evidence is only used to define the test conditions for the full 7 or 28-day test.

Applying the metals classification scheme correctly
The transformation dissolution results at 7 and/or 28 days should be used to assess the relevance of the classification category and potential M factor, not the 24-hour test at 100 mg/L as presently used. The screening test is wrongly applied in the lead metal Annex XV dossier to justify a classification equal to the soluble ion (see above), while a distinctive assessment of the hazard classification for lead metal powder and massive is lacking. 
According to the guidance, such an assessment should normally include for the massive and powder form (separately), the following steps:
· Define the pH conditions that maximise dissolution (pH 6, 7 or 8) and optimise the filtration 
· Split the ecotoxicity data set in a data set by pH band, or even better, normalise the complete standard species data set with a BLM to the pH with maximal dissolution
· Conduct a 7-day TDp test at the pH with maximal dissolution and compare it with the selected acute data set at that pH or the normalised acute data set
· Conduct a 28-day TDp test or calculate the result from the 7-day test, and compare it with the selected chronic ecotoxicity data set at that pH or the normalised acute data set
This approach as described in the GHS, CLP and the CLP guidance has not been followed by the Dossier Submitter. It has been noted though that the TD data set in the registration file is incomplete, but the registrant has recently performed TDp tests to complete it. 
Eurometaux would request to have the metals assessment approach as included in the CLP guidance in section IV.2.2 and Annex X to the GHS correctly and fully implemented. 

Rapid Degradation
While both the GHS as well as CLP foresee explicitly that Rapid Degradation (assessed as rapid removal) can be demonstrated for metals, Member States have not progressed with the guidance needed to allow this assessment to be applied. Industry developed a model, called the Unit World Model, validated with extensive field evidence that allows the assessment of rapid removal from the water column, a condition that would, as for organics, prevent exposure resulting in the expression of toxicity. At a workshop at ECHA in 2012, the concept was felt too much risk oriented and questions and research needs were defined. Industry followed up with the submission of an elaborated research and data package in 2013. In parallel, industry, in consultation with SETAC and the regulatory community, developed an extension of the Transformation Dissolution protocol allowing to assess the rapid removal properties of metal ions. However, Member States and ECHA did not progress with the development of the guidance, whilst now the Dossier Submitter argues that due to the lack of such guidance the concept cannot be assessed nor applied. 
Eurometaux would like to remind ECHA and the Member States that this legal requirement allowing the registrant to demonstrate rapid removal is still an open question, leaving an unfair situation compared to the organic sector. Eurometaux would therefore welcome reopening this technical debate on guidance development. 
Eurometaux would more than welcome that the scientific debate on the Rapid Removal could be restarted and is committed to positively contribute to the discussion.

4. Conclusions:
The Danish classification proposal for lead metal includes significant shortcomings compared to the GHS and CLP texts and the CLP guidance. The Dossier Submitter provides a unilateral “interpretation” that is not in line with how assessments have been done for other metals such as nickel (Denmark) and specific copper forms (France) and others.  
The approach applied by the Dossier Submitter: 
· relates more to how metal compounds and not the metal form should be assessed; 
· makes unproven assumptions in respect to the uses, which are contrary to the evidence provided in the registration dossier and the additional information submitted by the registrant during the Public Consultation;
· does not consider two separate entries (massive and powder) as a relevant option, despite distinctive dissolution rates in the TDp and fulfilling the criteria for such a split;
· applies the metal classification strategy in a wrong way and does not properly reflect the previously agreed ruling for data rich substances.
Eurometaux is therefore of the opinion that these methodological and conceptual shortcomings are of such an extent that they impact the hazard classification category or M factor for the substance and they also deny a fair assessment for lead compared to other metals previously assessed. Moreover, the different assessment and application of the classification ruling compared to CLP and its guidance, as well as with previous metals’ experience, creates confusion and uncertainty that need resolution.
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