BB Ref. Ares(2022)8486226 - 07/12/2022

De:

A:

Objet : FW: Cefic letter on CLP Regulation
Date : lundi 17 octobre 2022 12:08:04
Piéces jointes : image001.png

image002.png
Cefic Letter on CLP Regulation August 2022 H Braun.pdf
CLP-8-point-Action Plan.pdf
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Sent: Tuesday, August 30, 2022 1:15 PM
To: BRAUN Helena (CAB-TIMMERMANS) @ec.europa.eu>

Subject: Cefic letter on CLP Regulation

Dear Ms Braun,

| am writing to you regarding the ongoing revision of the Classification, Labelling
and Packaging (CLP) Regulation to share key considerations from the European
Chemical industry, ahead of the next regulatory steps.

Please find attached letter and annex, where we have detailed a few points,
including practical suggestions and solutions.

We would appreciate the opportunity to have an exchange with you at your
earliest convenience to further discuss these key aspects.

Looking forward to hearing from you,

Sincerely,

European Chemical Industry Council - Cefic aisbl
Belliard 40, 1040 Brussels
www.cefic.org
|
L] @Cefic
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Brussels, 30 August 2022

Dear Ms Braun,

| am writing to you regarding the ongoing revision of the Classification, Labelling and Packaging (CLP)
Regulation to share key considerations from the European Chemical industry, ahead of the next
regulatory steps.

Cefic supports the goals of the Chemicals Strategy for Sustainability (CSS), and we remain committed
to work with the Commission to improve CLP, addressing the areas that require upgrading and
proposing solutions that build on the current EU strong framework for regulating chemicals.

The revision of CLP may appear to be a technical matter, yet the impact of this reform is far-reaching
and will be felt not only in the chemical industry but across all sectors relying on chemicals.

A Broader Approach

What is sometimes forgotten is that the changes in classification under CLP will automatically trigger
restrictions and bans as foreseen by the generic approach to risk management (GRA) under the CSS.
Already today, decisions taken under CLP lead to automatic bans and restrictions for which the
Commission is powerless to intervene on (e.g., cosmetics, biocidal and plant protection products, etc.).

As many as 12,000 substances, out of 24,000 registered, are estimated to be affected by proposed
changes to CLP and GRA, according to the Economic Analysis of the impacts of the Chemicals Strategy
for Sustainability by Ricardo Energy&Environment. Unfortunately, we understand the Commission’s
Impact Assessment did not consider the impact of the changes on other sectoral legislation.

A request for clarification on the Delegated Act

A number of Member States and MEPs have raised concerns about the proposed delegated act on
new hazard classes. Their concern is that this is an essential element, that should be dealt with under
the ordinary legislative procedure. We are concerned that the politically sensitive matter of delegated
act could slow down progress of the revision. We would be grateful if you could clarify whether and
how this scenario could be avoided based on the conclusion of the Commission’s Legal Service.

CLP, together with REACH, form the cornerstone of the EU chemicals legislation and the upcoming
reform means changing the foundation of the most comprehensive chemical legislation in the world
with impacts going beyond the chemical industry alone. The impact will depend on the scope, timing
and phasing of upcoming changes to the two regulations, respectively and in combination. This is why
launching both REACH and CLP reform in a package at the same time is something that could be
considered indeed.

In the Annex we have detailed a few points, including practical suggestions and solutions.

We would appreciate the opportunity to have an exchange with you at your earliest convenience to
further discuss these key aspects.

| am looking forward to hearing from you.

Sincerely yours,
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Annexes to this letter:
Technical aspects for the proposal.

UN GHS first, then CLP?

Understanding the need for action, we believe that the EU needs to do much more to secure that the
proposed changes for new hazard classes will be agreed at the UN level (UN GHS). While it is possible
for the EU to propose an update to UN GHS in line with the updated CLP, there is so far no guarantee
that the EU proposal will be accepted by all parties (a previous attempt by the EU on PBT failed). A
temporary divergence could then become a long-term deviation. This is in contradiction with the ‘G’
and the ‘H’ of GHS. A stand-alone CLP proposal will disrupt global value chains and contradicts the
Strategic Approach to International Chemicals Management (SAICM) negotiations which calls for all
countries to implement the global UN GHS classification. If the Commission is serious in its
commitment to use the CSS to promote global standards, more needs to be done. Please be aware
that EU REACH already regulates all substances that would be covered by new hazard classes under
CLP (e.g. 57 substances have already been put on REACH Candidate List either for their endocrine
disrupting properties, PBT/vPvB or high persistence and mobility properties).

Assessment criteria

For substances with Endocrine Disrupting properties, we call for criteria that fully reflect the WHO
(UN World Health Organisation) definition, both for category 1 and for category 2 sub-divisions,
taking into consideration the fact that the adverse effect should be a consequence of an endocrine
mode of action, with corresponding evidence available.

As to the classification of mixtures, we ask for pragmatic concentration limits to be introduced,
consistent with the classification of adverse effects (0.1% or higher, depending on the adverse effect
which, in principle, should already be classified under CLP).

We support the PBT/vPVB criteria consistent with existing REACH requirements. However, we need a
cautious approach for PMTs/vPvM. Several technical and policy discussions over the last two years
showed the complexity of defining mobility criteria under CLP. Unlike bioaccumulation (B) assessment
which includes a robust and definitive approach with enough discriminatory power, the same does
not apply for mobility (M) assessment. Because of that, it should be allowed to use additional data
when assessing mobility.

Transition periods

The introduction of new hazard classes will require a reassessment of all existing data on all
substances, as a basis to re-classify substances (as applicable). Once substances are reclassified and
relabelled, mixtures will have to be reclassified and relabelled in turn as well. The information on
substances will be delivered to downstream users (mixture formulators) over a certain period. It is
therefore essential to introduce two successive transition periods for new hazard classes, in line
with the approach taken initially for CLP and later under the 2"¢ ATP to CLP when aquatic toxicity
criteria were introduced: at least two years for substances and, as a second step, at least three years
for mixtures.






8 POINT ACTION PLAN FOR AN EFFECTIVE .
REVISION OF THE EU CLASSIFICATION, gigcefic
LABELLING AND PACKAGING REGULATION

Together with REACH, the EU Classification, Labelling and Packaging Regulation (CLP) is a cornerstone of
the EU chemical legislation. Revising CLP means changing the foundation of one of the most comprehensive

chemical legislation in the world. This 8-point Action Plan outlines how this can be done in a targeted way
so that it effectively tackles the areas where improvement is needed in line with the objectives set in the
Chemical Strategy for Sustainability.

ACTION I: ASSESS THE IMPACT OF CLP CHANGES ON OTHER MANUFACTURING

SECTORS
WHY? Adding new hazard classes to CLP will not only affect the RESULT:
chemical industry, it will also have a “ripple effect” on many * Careful analysis will help identify whether strategic
downstream sectors using chemicals due to automatic links and essential value chains may be negatively
between CLP and sector-specific product legislation (e.g. biocides, impacted by the CLP reform.
pesticides, detergents, cosmetics, toys, medical devices, amongst
others).

In fact, as many as 12,000 substances might be affected by proposed
changes to CLP and GRA (generic approach to risk management). As
a result, many products that consumers and professionals rely on may
no longer be available on the market.

...................................................................................................................

ACTION 2: AGREE CHANGES TO CLP AT THE GLOBAL LEVEL FIRST

WHY? EU’s CLP is based on the United Nation Globally RESULT:

Harmonised System of Classification and Labelling of Chemicals (UN » Chemical safety information remains harmonised
GHS), which is a key building block for ensuring safety of chemicals all at the global level with no deviating regional
over the world. Making unilateral changes that deviate from the global standards. Multiple updates of EU CLP to realign
standard may disrupt global value chains and undermines trust with UN rules are avoided.

in the well-functioning global system.

While it is possible for the EU to propose an update to UN GHS
after updating CLP, there is no guarantee that it would be accepted
by all parties, meaning that EU CLP may need to be updated
several times to realign with the international standard.

Adding new hazard classes to CLP now does not add any value from
the public health and environment perspective either: EU REACH
already regulates all substances that would be covered by adding new
hazard classes under CLP.

...................................................................................................................

ACTION 3: ENSURE CRITERIA FOR ENDOCRINE DISRUPTING SUBSTANCES
REFLECT THE WORLD HEALTH ORGANISATION’S (WHO) DEFINITION

o WHY? The WHO definition of endocrine disruptors represents the RESULT:
global science-based foundation to identify substances with endocrine * Updated CLP Regulation is built upon evidence-
disrupting properties. It is also already used in the EU legislation based criteria consistent with the rest of the EU
governing the use of plant protection products and biocides. So it is legislation.

important to keep this definition as a basis for future policy
for both category | and category 2 sub-divisions.
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ACTION 4: ALLOW THE USE OF ADDITIONAL DATA TO CLASSIFY SUBSTANCES AS
“MOBILE” UNDER CLP

WHY? One of the potential changes to CLP is to identify and RESULT:

label substances with Mobile (M) or Very Mobile (vM) properties.  Evidence-based approach is used to inform
However, the technical and policy discussions over the past decisions concerning this “difficult-to-identify”
years have confirmed the absence of a reliable and robust hazard class.

methodology that would make it possible to decide whether a
substance can qualify as Mobile or Very Mobile. For this reason, we
need to use additional data and “weight of evidence” approach.

...................................................................................................................

ACTION 5: BETTER PROMOTE THE USE OF DIGITAL SAFETY LABELS

WHY? CLP revision is an opportunity to modernise the labelling of RESULT:

packaging. In addition to keeping essential safety information on the * Digital formats will make labels more consumer-

physical labels, making more use of digitalised labels would friendly by giving consumers an opportunity to

make it possible to provide additional information about hazards, receive even more information about the safe use

safety, and product composition in many various languages online. and in many more languages than one physical
label

* Less crowded labels make safety information
easier to read and to understand by users.

...................................................................................................................

ACTION 6: ENSURE SUFFICIENT TRANSITION PERIODS TO IMPLEMENT CHANGES

WHY? The introduction of new hazard classes will require RESULT:
reclassification and new labelling of all substances. Once substances * All manufacturers have sufficient time to
are reclassified and relabelled, mixtures of substances will have to be implement changes.

reclassified and relabelled in turn.

Formulators of mixtures first need all new classification information
on substances before they can update safety information for
mixtures. Therefore, two distinct and successive transitional
periods for substances and mixtures are needed: at least two years
for substances and three years for mixtures.

...................................................................................................................

ACTION 7: ENSURE ONLINE MARKETPLACES COMPLY WITH CLP AND ENFORCE
COMPLIANCE FOR ONLINE OPERATORS

WHY? Online marketplaces are not defined as “economic RESULT:

operators” nor “importers”. As a result, EU Member State authorities » Making online platforms responsible for the goods
cannot enforce EU chemicals safety laws for goods sold they sell will enhance consumer safety.
online, especially if online marketplaces are registered outside of the

EU.

...................................................................................................................

ACTION 8: ENSURE THE EUROPEAN CHEMICALS AGENCY HAS SUFFICIENT RE-
SOURCES AND EXPERTISE TO IMPLEMENT CHANGES

WHY? Adding new hazard classes to CLP will require the European RESULT:
Chemicals Agency (ECHA) and Member States to significantly * ECHA has the manpower and expertise to deliver
increase their resources to handle the workload and process on policy goals and implementation.

new requirements. ECHA's Committee for Risk Assessment (RAC)
will also need to develop new areas of expertise to provide advice on
new hazard classes.








