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Substance name: magnesium metaborate
CAS number: 13703-82-7

EC number: 237-235-5

Dossier submitter: Sweden

TOXICITY TO REPRODUCTION

Date Country Organisation Type of Organisation Comment
number
05.05.2023 | Belgium European Borates Industry or trade 1
Association association

Comment received

The European Borates Association (EBA) accepts that there is a reproductive effect of
certain boron compounds in laboratory animals under test conditions and that read across
between boric acid and the substance is applicable. However, the EBA questions the
relevancy of these data to consider the substance as meeting the classification and labelling
criteria of Category 1B as is proposed in this CLH Report. The EBA is of the view that a
Repr. Category 2 H361d classification is more justified than a Category 1B H 360 FD.
Secondly, the CLP Regulation provides that weight of evidence should be used to determine
the category of classification, and this evaluation is missing from the CLH Report. Finally,
we agree with the proposal from the Dossier Submitter to assign the note 11 (additivity
note) to the substance.

See the attachment for more detailed comments

ECHA note — An attachment was submitted with the comment above. Refer to public
attachment EBA comments on 10 CLH boron compounds.pdf

Date Country Organisation Type of Organisation Comment
number

20.04.2023 | Germany MemberState 2

Comment received

Fertility

The proposed classification of magnesium metaborate as Repr. 1B, H360F, with a GCL due
to medium potency is supported.

For magnesium borate itself, two studies are available (a combined RDT and a dose range
finding study). The studies showed similar effects on male reproductive organs to boric acid
in the absence of general toxicity. In addition, prolonged gestation lengths were observed.
However, the full study report is not available to the DS. The findings do not contradict the
available read-across studies.

1(2)




Available read-across studies for this endpoint include studies with boric acid and disodium
tetraborate decahydrate (borax), both already classified as Repr. 1B, H360FD. These
studies in different species indicate that boron severely impairs sexual function and fertility
predominantly through an effect on the testes (e.g. testes atrophy, reduced sperm count,
viability and motility).

In addition, more recent studies confirm these effects. The available human data, which do
not show adverse effects, do not contradict the animal data, because the daily exposure to
boron was far below the NOAEL/LOAEL in animal studies.

Development

The studies with magnesium metaborate itself as well as with boric acid and borates justify
a classification of magnesium metaborate as Repr. 1B, H360D, with a GCL due to medium
potency.

The classification is based on two substance-specific studies (a combined RDT and a dose
range finding study) as well as read-across to boric acid and borax.

The studies with magnesium metaborate showed adverse effects on development (e.g.
decreased postnatal survival and several malformations/variations at high dose group).
However, for the assessment of the occurrence of malformations, it is unclear if this finding
is present in different animals, or if the same animals have multiple malformations. Since
the study report was not fully available, this fact cannot be assessed conclusively.

The read-across substances induced developmental abnormalities (malformations) in
different species and are already classified as Repr. 1b; H360D.

Therefore, criteria for classification of magnesium metaborate as Repr. 1B; H360FD, are
considered fulfilled.

The GCL of 0.3 % is based on read-across from boric acid (lowest ED10/LOAEL) and
adjusted for boron equivalents.

In addition, there is agreement with no classification for adverse effects on or via lactation.
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