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Cerame-Unie Comments on CLH Report of 2 November 2018

Proposal for Harmonised Classification and Labelling of Boric acid; Diboron trioxide;Tetraboron disodium
heptaoxide, hydrate; Disodium tetraborate, anhydrous; Orthoboric acid sodium salt; Disodium tetraborate
decahydrate; Disodium tetraborate pentahydrate (hereafter refer to ‘boron substances’)

The European Ceramics industry association (Cerame-Unie) is pleased to have the opportunity to
provide comments to this process since we believe that these type of evaluations must be based on
the best available scientific data to allow the right conditions to design and adapt fit-for-purpose
legislations.

On 10 December 2018 a public consultation on a CLH proposal to replace the specific concentration
limits (SCLs) of 7 borates substances by a lower generic concentration limit (GCL) was launched. The
existing Specific Concentrations Limits (SCLs) for boron substances are health-based driven and the SCL
values are set according to the boron content of the substances. The proposal includes removing the
SCLs and applying the generic concentration limit (GCL) of 0.3% w/w by substance. Since SCLs, NOAELs
and LOAELs are based on boron, the GCL should be applied as a boron-based concentration limit with
appropriate conversions of each borate based on boron on a molecular weight basis.

In addition, throughout different scientific opinions and EU Directives limit values have been
referenced and set on boron, and not on borate substances.

Furthermore, a low potency category — i.e. a GCL of 3% (w/w) — for boron substances is warranted
based on the consistent and repeated absence of health effects in humans highly exposed to boron
and the inconsistencies in the ECHA methodology where applied to boron substances.

Therefore we believe that the GCL should be applied as a boron-based concentration limit and not
based on the borate substances as justified by the toxicology and toxicokinetics of boron-substances.

Lastly, the European Borates Association (EBA) has provided a consolidated response on behalf of the
European borate Manufacturers and Importers and on behalf of the REACH consortium for borates. As
a consequence, we fully support the comments submitted to this consultation by the EBA.
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