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Substances of Very High Concern (SVHC):
What are the rules in Switzerland?

Switzerland is not a member of the European Union (EU). Consequently, key

elements of EU chemicals legislation, such as the REACH Regulation and the
CLP Regulation, do not apply in Switzerland. Nevertheless, Swiss chemicals
legislation frequently refers to provisions within the EU legal framework. We take
a look at the legal basis and provide guidance on what Swiss manufacturers and
distributors should keep in mind.

Part Il: The so-called SVHCs.

In the EU’s comprehensive REACH Regulation, the
term “substances of very high concern” appears a
mere two times. This seems rather sparse given the
significantimpact this concept has had in practice.
“SVHC,” in turn, is the abbreviation for the
corresponding English term “substances of very
high concern.”

The term is introduced at the beginning of Title VII
of the REACH Regulation, which is devoted to the
authorization of substances; specifically in

Substances of Very High Concern (SVHC) are to be  Article 55. It thus seems clear that the ultimate goal
phased out (symbolic picture) of REACH is to phase out this type of substance

from the market by replacing them with suitable
alternative substances or technologies.

The definition of an SVHC is indirectly provided in Article 57, which specifies the properties that
qualify a substance for potential prohibition. In the strictest sense, these are CMR! properties of
Category 1A or 1B, as well as substances with PBT/vPvB? properties. In addition, substances with
other properties that probably have effects “which give rise to an equivalent level of concern”
are also classified as SVHCs. In practice, substances with endocrine-disrupting effects and those
that can cause sensitization through inhalation have been identified as SVHCs to date.

! CMR is an abbreviation for carcinogenic, mutagenic, and/or toxic to reproduction.
2 PBT stands for “persistent, bioaccumulative, and toxic”; vPvB stands for “very persistent, very bioaccumulative.”
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Annex XIV of the REACH Regulation: Substances Subject to Authorization

From a legal standpoint, the goal of stringent regulation of SVHCs is achieved once these
substances are listed in Annex XIV. Substances listed there are subject to authorization. Put
simply, this means a general ban on their placing on the market (supply to third parties or
making available to third parties, including imports) and their use, although exceptions are
possible in certain cases.

The process from the identification of an SVHC to the final decision to include it in Annex XIV is
generally lengthy and complicated. We will not provide a full explanation here.

However, oneimportant intermediate step should be mentioned: the inclusion of SYHCs on the
so-called “Candidate List.”

The Candidate List of SVHCs: A Step Towards a Ban

As Article 59 of the REACH Regulation sets out in detail, the ECHA is tasked with establishing a
list of substances that are candidates for inclusion in Annex XIV.

The substances on the candidate list thus form, so to speak, a pool from which further
investigations towards a potential substance ban are initiated. In addition, the status of an SVHC
candidate for authorization is subject to certain obligations, such as the reporting of articles
into the SCIP database and the provision of information to consumers.

Significance for Switzerland

As a result of the harmonization efforts, candidate substances can be incorporated into Swiss
chemicals legislation through “autonomous implementation.” This is done by adding them to
Annex 3 of the Chemicals Ordinance (ChemO, SR 813.11). The list in Annex 3 is continuously
updated to reflect developments in the EU.

A substance’s status as a candidate for a potential ban in Switzerland does not, therefore, result
directly from the Candidate List published by ECHA, but rather from Annex 3 of the Swiss
ChemO.

For objects® containing a listed SVHC in a concentration exceeding 0.1 percent, there is an
obligation to provide information when supplying them commercially. The legal basis for this is

Article 71 ChemO. For professional or commercial customers, this information must be
provided unsolicited; for private customers, it must be provided upon request within 45 days.
The information mustinclude, on the one hand, the name of the substance in question and, on
the other hand, “all information necessary for the safe use of the article, to the extent that such
information is available to the supplier”

* According to Annex 1 of the ChemO, the term “object” in the ChemO corresponds to the term “article” in the
EU’s REACH Regulation.
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https://www.fedlex.admin.ch/eli/cc/2015/366/en#art_71
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With regard to the practical implementation of these requirements, a relevant fact sheet from
the FOPH refers to the ECHA's “Guidance on requirements for substances in articles.” To
determine the scope of the information to be provided, a supplier must take the following
aspects into account:

e the downstream life cycle stages the product goes through until final disposal
(transport, storage, uses);

e what potential exposure pathways exist in each life cycle stage;

e what risks the substance of very high concern poses to human health and the
environment;

e what types of exposure controls or personal protective measures are likely to be
appropriate in each life cycle stage so that the handling of the product can be
considered safe.

The law does not specify the format in which this information must be provided to users.
However, the ECHA guidance recommends choosing a format that makes the information easily
accessible to the recipient or consumer.

About us

I+K AG has been advising Swiss SMEs and large companies on technical chemical and
environmental safety issues for over 30 years. With our IT solutions, we develop efficient and
functional tools for hazardous substance management and trade compliance. Our SaaS
application SAFIN is an intelligent web-based solution for hazardous substance classifications

as well as for the creation of safety data sheets, chemical labels, and operating instructions,
which is continuously adapted to current chemical legislation and regulatory developments.

With our services, we advise and support our clients in all matters relating to safety data sheets,
labelling of chemicals, product notifications according to the Swiss ChemO (RPC notifications)
as well as according to Annex VIl to the CLP Regulation (Poison Centre Notifications, PCN).

Our C* ChemComplianceCheck is a preventive assessment of operational chemical safety. In
line with the motto “act instead of react,” weak points are identified before official orders are
issued or damage occurs.

+KAG
Feldeggstrasse 6, 8152 Glattbrugg, Switzerland
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Disclaimer

The above information has been compiled to the best of our knowledge, but errors cannot be completely ruled
out. For this reason, I+K AG accepts no liability for the correctness, accuracy, timeliness, reliability, and
completeness of the information.

Liability claims against I+K AG for material or immaterial damage arising from access to or use or non-use of the
above information are excluded.
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