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ECHA launched a Public Consultation on the identification of 8 Substances of Very High Concern with
serious and irreversible effects on human health and the environment. The proposals will be further
discussed at the Member State Committee meeting in June 2021.
EEB submitted comments in the Public Consultation to support their SVHC identification.

1. 1,4-Dioxane [204-661-8]
PMT
Germany

The EEB supports the proposal by Germany to identify 1,4-Dioxane as SVHC due to its persistent,
mobile and toxic properties leading to an equivalent level of concern in the environment to PBT and
vPvB substances.

1,4-Dioxane should be identified as SVHC because of the combination of extreme persistency, high
mobility and carcinogenicity. The substance is widely found in the environment, including surface water,
ground water and drinking water. The environmental pollution is increasing and irreversible.
1,4-Dioxane is detected in drinking water in Germany, Spain and other countries across the globe and
citizens will be exposed to this carcinogenic substance via the consumption of drinking water. Its
persistency, mobility, widespread occurrence in the environment and presence in drinking water in
combination with carcinogenicity gives rise to identification as SVHC according to article 57(f) of REACH.
EEB welcomes the inclusion of 1,4-Dioxane in the REACH Candidate List and recommends prioritising
the substance for further regulatory risk management. 1,4-Dioxane should be identified additionally as
SVHC according to REACH Article 57(a) due to the upcoming classification as Carc 1B as agreed in the
RAC opinion of 2019.

2. Medium-chain chlorinated paraffins (MCCP) [ - ; 287-477-0]
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PBT and vPvB
ECHA

The EEB welcomes ECHA’s proposal to identify medium-chain chlorinated paraffins (MCCP) as
Substances of Very High Concern due to their PBT and vPvB properties. The dossier provides a
comprehensive motivation for SVHC identification and EEB supports the proposal to identify MCCP as
SVHC according to Articles 57(d) and 57(e) of the REACH Regulation.

MCCPs are complex mixtures of chlorinated n-alkanes with carbon chain lengths ranging mainly
between C14 - C17 and with varying degrees of chlorination, covering thousands of constituents.

Persistency:
Reliable simulation biodegradation studies demonstrated that a range of C14 congeners meet the P and
vP criteria of REACH Annex XIII. With the presence of these C14 congeners at > 0.1% (w/w) in MCCP
mixtures, it can be concluded that MCCP meets the P and vP criteria. Further evidence is provided
confirming that also longer chain MCCP congeners will have P and vP properties. MCCP have been
detected in remote areas far away from point sources, including in the Arctic and Antarctic regions. The
increasing environmental concentrations of MCCP are of concern. The monitoring data support MCCPs’
persistence in the environment and long range transport potential.

Bioaccumulation:
Reliable Bioconcentration studies have shown that a range of C14, C15 and C16 congeners meet the B
and vB criteria of Annex XIII. As MCCP contain congeners with B and vB properties at > 0.1 % (w/w),
MCCP can be concluded to have B and vB properties. In addition, MCCP have been detected in a wide
range of wildlife. MCCP were also detected in maternal blood, umbilical cord blood and breast milk,
indicating that MCCP exposure of the unborn child is possible.

Toxicity
Based on acute and chronic aquatic toxicity studies, MCCP can be concluded to contain congener groups
at > 0.1 % (w/w) and hence meeting the T criterion of Annex XIII.

Overall, ECHA reported convincingly the very persistent, very bioaccumulative and toxic properties of
MCCP, meeting the criteria laid down in REACH Annex XIII. MCCP should be included in the Candidate
List and further risk management measures need to be implemented. EEB recommends that other
substances than MCCP containing the MCCP congeners with PBT or vPvB properties at concentrations >
0.1 % (w/w) are prioritised for SVHC identification under REACH as well. Further consideration is
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needed on the inclusion of MCCP under the Stockholm convention on POPs to address MCCP at the
global scale.

3. Bisphenol B [EC 201-025-1]
Endocrine disruptor for human health and the environment
France

The EEB welcomes the proposal submitted by France to identify Bisphenol B as Substance of Very High
Concern due to its endocrine disrupting properties for human health and the environment. The dossier
provides a comprehensive motivation for SVHC identification and EEB supports the proposal to identify
Bisphenol B as SVHC according to Article 57(f) of the REACH Regulation.

The rapporteur demonstrated convincingly the adverse effects of Bisphenol B (BPB) in mammals and
fish due to its endocrine disrupting effects leading to reduced sperm count and quality in various rodent
species and leading to an altered hepato-somatic index and gonado-somatic index in male and female
zebrafish. Estrogenic activity was shown in vitro and in vivo, for example by competitive binding to the
oestrogen receptor in a range of species, including humans, rats, and medaka. Its potency is reported to
be similar or higher than BPA. In addition to estrogenic activity, evidence of other possible endocrine
modes of action is presented, including anti-androgenic effects, linked to decreased levels of
testosterone and deregulation of spermatogenesis. The observed adverse effects on the male
reproductive system are severe and irreversible and are relevant for human health and wildlife at the
population level.
Overall, the EEB agrees that Bisphenol B is a substance of very high concern for which there is sufficient
scientific evidence of its endocrine disrupting properties leading to serious adverse effects on human
health and environmental wildlife which give rise to an equivalent level of concern to those of other
substances listed in points (a) to (e) of Article 57 of REACH. The EEB recommends addition of Bisphenol
B to the Candidate List of substances of very high concern to prevent regrettable substitution.

4. Phenol, alkylation products (mainly in para position) with C12-rich branched or linear alkyl
chains from oligomerisation, covering any individual isomers and/ or combinations thereof
(PDDP)
Toxic for Reproduction
EDC for human health and the environment
Germany
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The EEB supports the proposal by Germany to identify phenol, dodecyl-, branched (PDB) and all other
group members (PDDP) as SVHCs based on their reproductive toxicity (REACH art 57(c)) and endocrine
effects on human health and the environment (REACH Article 57(f)).

The group of PDDP meets the criteria of Article 57 (c) of Regulation (EC) No 1907/2006 (REACH) owing
to the classification of PDB in the hazard class toxic for reproduction category 1B, based on the RAC
opinion adopted in 2013.

In addition PDDP should be identified as SVHC in accordance with Article 57 (f) of the REACH
regulation because of their endocrine disrupting properties for which there is scientific evidence of
probable serious effects to human health and the environment which gives rise to an equivalent level of
concern to those of other substances listed in points (a) to (e) of Article 57 of the REACH Regulation.

The Annex XV dossier provides strong evidence for a causal link between the estrogenic activity of
PDDP and adverse effects on fertility and sexual function. This supports the conclusion that PDDP are
endocrine disruptors for human health according to the WHO/IPCS definition. In vitro data suggest also
interaction with the androgen receptor and thyroid system. PDDP can be identified as endocrine
disruptors for the environment as well based on the observed effects on fecundity and fertility, leading
to a reduced number of offspring. The observed effects are relevant for terrestrial and marine
mammalian wildlife because negative effects on reproduction and development will lead to serious
effects at the population level, especially in case of wildlife species with low reproductive output. This
supports the conclusion that PDDP are endocrine disruptors for the environment according to the
WHO/IPCS definition. Due to the serious, irreversible effects at the population level in combination with
the difficulty to derive safe effect levels for EDCs acting by estrogen activity, PDDP can be considered of
equivalent level of concern to PBT and vPvB substances in the environment. In conclusion, the EEB
agrees to the identification of PDDP as SVHC according to article 57(c) and 57(f) of REACH.

5. Glutaral (Glutaraldehyde) [203-856-5]
Respiratory sensitiser (Article 57f)
Sweden

The EEB supports the proposal to identify Glutaral as a Substance of Very High Concern in accordance
with Article 57(f) of REACH due to its respiratory sensitising properties.

The substance is classified as a respiratory sensitiser (Resp. Sens. 1) and Sweden demonstrated
convincingly the scientific evidence of probable serious effects to human health giving rise to an
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equivalent level of concern to those substances listed in Article 57 (a) to (e) of the REACH regulation.
Exposure to glutaral can cause sensitisation of the respiratory tract leading to asthma and permanently
reduced lung function. It is difficult to establish a safe exposure level and asthma can be fatal. The
health effects are severe, irreversible and can be delayed in onset. The EEB agrees to the conclusion that
respiratory sensitisation induced by exposure to glutaral gives rise to identification as SVHC according to
Article 57(f) and supports inclusion of glutaral in the Candidate List of REACH.

6. 2,2-bis(bromomethyl)propane 1,3-diol (BMP)  [221-967-7]
2,2-dimethylpropan-1-ol, tribromo derivative/3-bromo-2,2-bis(bromomethyl)-1-propanol
(TBNPA) [253-057-0]
2,3-dibromo-1-propanol (2,3-DBPA) [202-480-9]
Carcinogen Cat 1B
Norway

These substances are proposed to be identified as substances meeting the criteria of Article 57 (a) of
Regulation (EC) No 1907/2006 (REACH) owing to their classification in the hazard class Carcinogenicity
Category 1B.
Based on harmonised classification in Annex VI of the CLP Regulation: BMP and 2,3-DBPA
Based on the RAC opinion adopted in 2020: TBNPA
No discussion expected, no need for comments in public consultation.

7. 2-(4-tert-butylbenzyl)propionaldehyde and its individual stereoisomers
Toxic for reproduction 1B
Sweden

These substances are proposed to be identified as substances meeting the criteria of Article 57 (c) of
Regulation (EC) No 1907/2006 (REACH) owing to the classification of
2-(4-tert-butylbenzyl)propionaldehyde in the hazard class toxic to reproduction category 1B.
Based on harmonised classification in Annex VI of CLP Regulation.
No discussion expected, no need for comments in public consultation.

8. Orthoboric acid, sodium salt [237-560-2]
Toxic for reproduction
Sweden
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The substances covered by this generic entry are proposed to be identified as substances meeting the
criteria of Article 57 (c) of Regulation (EC) No 1907/2006 (REACH) owing to their classification in the
hazard class toxic for reproduction category 1B. Based on harmonised classification in Annex VI of CLP
regulation

No discussion expected, no need for comments in public consultation.
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