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Poison Centre Notifications (PCN): How are
Swiss enterprises affected?

Article 45 and Annex VIII of the EU CLP Regulation set out extensive reporting
requirements for chemical mixtures that are classified as posing health or
physical hazards.

The obligation to submit PCN notifications, also known as harmonised product
notifications, lies in all cases with operators in the EU. However, Swiss
enterprises are also affected. We explain how and why.

Chemical mixtures marketed in the EU are subject
to the information requirements set out in Article
45 of the CLP Regulation. This article stipulates that
information on chemical products that s
necessary for emergency health response must be
communicated to designated poison centres. The
requirements of this EU-wide harmonised
PCN are harmonised product notifications in a reporting obligation are set out in Annex VIl of the
digital format (symbolic image) CLP Regulation, and a unified digital format for the
transmission of data is provided centrally by the European Chemicals Agency (ECHA).

Swiss companies that are familiar with the reporting requirements in the Swiss Product Register
for Chemicals (RPC) will initially find this EU regulation familiar. However, there are some
significant differences.

How may Swiss companies be affected by PCN?

Generally, importers and downstream users in the EU are responsible for submitting PCNs. A
chemical supplier based in Switzerland does not have this obligation, and a legal entity with a
Swiss address is not even able to submit PCNs to ECHA, as ECHA's IT systems prevent data
transfer in this case.

However, the responsible company or person in the EU may need the cooperation of the Swiss
supplier. This is because the composition information in the safety data sheet (SDS) or in
technical documents such as TDS is often insufficient to correctly fulfill the reporting obligation.
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The requirements of Annex VIII stipulate that not only the components of a mixture that are
classified as hazardous must be reported, but also any component that is not classified as
hazardous if presentin a concentration of 1 % or higher. In principle, therefore, almost complete
information about the formulation or composition of PCNs is required. And this data is often
not found in the SDS.

According to the CLP Regulation, the PCN notification requirement must be fulfilled before an
imported mixture can be supplied to customersin the EU. When the CLP Regulation was revised
by Regulation (EU) 2024/2865, Article 4(11) introduced a new passage that expresses this even
more clearly than before.

The current ECHA guidance on PCN also states that it is the responsibility of the EU-based
importer to obtain the necessary information. The ECHA advises importing companies to make
a special effort to obtain the necessary data. In many cases, Swiss chemical suppliers will
therefore have to develop a cooperative attitude towards the PCN-based data requirements of
their customers in the EU in order not to compromise existing business relationships.

The shared responsibility of companies based in Switzerland is even more striking when these
companies have subsidiaries in the EU that act as importers or distributors. In such a scenario,
the direct PCN notification obligation lies with the subsidiaries in the EU. However, in the event
of non-compliance, the parent company in Switzerland could also be indirectly affected, either
through reputational damage or through negative financial effects resulting from fines or
reduced sales figures, for example if the competent authorities in an EU country were to impose
a sales ban.

What should Swiss enterprises bear in mind?

While the Swiss RPC notification must be made for every chemical product classified as
hazardous (i.e., for substances and preparations), the PCN in the EU is somewhat more
selective: only preparations (mixtures) are affected, and only if they are classified as hazardous
to health and/or physical hazards. This can be identified by GHS hazard codes in the form H3xx
and H2xx, respectively.

The digital submission format is also completely different. A data record created for the RPC
notification cannot simply be transmitted to the ECHA as a PCN. Some ERP systems or special
software applications make it possible to transmit PCN data records at the touch of a button to
ECHA, from where they are distributed to the poison centres of the selected EU countries.
Depending on the system, this may work quickly and easily. However, the question arises as to
whether it is actually the best solution to transfer sensitive product data from your own
database without further consideration. After all, a PCN requires the transmission of almost
complete information about the composition of a chemical product, i.e., data that is protected
as intellectual property or confidential business information.
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Not every ingredient has to be specified exactly

Annex VIl of the CLP Regulation, which specifies the technical requirements for PCNs, contains
several clauses that allow a certain amount of flexibility with regard to the data to be submitted.
It may be advantageous for companies which are subject to the notification requirements to
make use of this flexibility.

For example, depending on the ingredient, a “fuzziness” in the reported concentration is
permitted. For certain components, it is permissible that they are not identified exactly but can
be represented by a generic identifier. In addition, several mixtures that are sufficiently similar
can be combined into a group notification. It may therefore be useful to develop a PCN concept
that significantly reduces the overall effort required for PCN notifications, while at the same time
not disclosing the composition of the mixtures in more detail than is required by Annex VIII.

Optimized reporting concepts bring multiple benefits

In summary, it can be said that an intelligent PCN concept supports compliance for your
customers and users in the EU. If the regulatory leeway is fully utilized, this can help to increase
the efficiency of the PCN process while protecting formulation information at the same time.

About us

[+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 product

notifications according to the Swiss ChemO (RPC notifications) as well as according to Annex VI
to the CLP Regulation (Poison Centre Notifications, PCN).

With our C* ChemComplianceCheck, we offer a preventive assessment of operational chemical

safety. In line with the motto “act instead of react,” weak points are identified before orders from
enforcement bodies or damage occur.

+KAG
Feldeggstrasse 6, 8152 Glattbrugg, Switzerland

info@i-k.ch | +4144 36422 33

www.i-k.ch | www.chemfit.ch
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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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