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Cefic reflections on the current process suggesting to identify

Substances of Very High Concern (SVHC) based on their Equivalent Level
of Concern (ELoC) to PBT/vPvB substances

“This paper aims to share Cefics general considerationson the process and approach proposed to identify
SVHCs based on equivalent level of concern related to human and environmental effects, in order to
protect ground and drinking water.

Beside other regulatory actions, an industry commitment exists already towards the protection of drinking
water resources from chemical contamination.

SVHC identification is one route under REACH to target chemicals based on specific hazardous properties.
However, considering the direct impact on the market, regulatory consequences, etc. SVHC identification
should remain a case-by-case assessment based on well-defined criteria —which is currently not the case
for the useof Article 57faddressing ELOC for environmental purposes.

1. Processtransparencyand predictability

Inorderto ensure transparency and predictability in the REACH process, al requirements needed to fulfil
the identification assessment should be clearly identified and defined before any dossier development.

Art 57f of REACH allows the identification of SVHC, based on the Equivalent LevelofConcern (ELoC) route.
However, the way to determine this equivalence is open to interpretation.

+ human health effects vith he identificationof sen: -discussionswithMember
State Competent Authorities, the Commission and ECHA resulted in an ECHA authored paper in 2012
entitled “Identificationof substances as SVHC dus to equivalent levelof concern to CMRs (Article 77) —
sensitisors as an example”.
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Thi discussion paper elaborated on factors to consider when assessing whether a substance with those
properties could be identified a asensitser with ELoC to CMRs, was the outcome of a yearlong discussion
in the RIME meeting (Risk Management Expert meating), the CARACAL and the MSC (Member State
Competent Authority meeting).

For the environmental effects, a similar approach, including stakeholder consultation, is requested to
develop a number of key elements on the basis of which it may be determined, whether they may be
regarded as giving rise to an “equivalent levelofconcen’ to those of PET/VPB substances.

A policy paper dosn't exist yet for environmental effects. Currently, creating uncartainty in the
approach proposed.

© A paper should be developed and discussed together with stakeholders wall before any
application in Annex XV dossier proposal.
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also be scientific evidence (such as exposure, emission, normal risk assessment, etc) that those serious

effects give ise to an equivalent level of concern to CMR/PBT/vPvB listed in Article 57(a-e) of REACH”.

The hazard assessment as indicated in the guidance to prepare Annex XV dossier for ELoC to CMRs, should

consider the seriousness of the effect, the irreversibility of the effect, the nature of the effect, the
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PBT/vPvB before an SVHC proposal is submitted.

The assessment should includeeat)
- Ademonstrationofthe serious effect caused on human health and/or the environment by the

substance

-  Ascientific evidence supporting that these serious effects provide equivalent levelof concern to
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-  Anassessmentofthe reversibility/irreversibilityof the effect

-  Athorough risk management option analysis (RMOA) based on all available information.

= Defining intrinsic properties and criteria giving rise to the equivalent concern to PBT/vPvB require
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Once agreed, the set of criteria proposed for consideration to identify SVHC based on ELoC for

environmental purposes should be combined. All available data should contributeto determinethe hazardEe aaEn ray Po mes
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5. Coneusion




