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OVERVIEW 
In December 2022, the European Commission proposed a revision of the Regulation on the 
classification, labelling and packaging of substances and mixtures, one of the two cornerstones of 
the EU's framework regulating chemicals. The revision, announced in the EU chemicals strategy for 
sustainability, notably seeks to identify and classify hazardous chemicals more comprehensively; 
improve communication on chemical hazards and the notification of relevant information to poison 
centres for emergency health response; and address online sales more effectively. 

Industry has expressed particular concern about the proposed rules for classifying multi-constituent 
substances, grouping substances for harmonised classification and labelling, and label formatting. 
Non-governmental organisations, mainly supportive of the revision, stress the need to set deadlines, 
cover further hazards and nanoforms of substances, and do more to limit animal testing. 

The European Parliament and the Council reached a provisional agreement on the file on 
5 December 2023. The agreed text was endorsed by Member State representatives on 
22 December 2023 and by the ENVI committee on 11 January 2024. It now awaits formal adoption 
by the co-legislators. The vote in plenary is scheduled for the second April 2024 session. 
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Introduction 
Chemicals are the basic elements of countless materials and products. The EU is the second largest 
producer of chemicals in the world (after China), with a sales turnover of €594 billion and 15 % of 
global sales in 2021.1 Two thirds of these sales are generated in four EU Member States: Germany 
(29 %), France (17 %), Italy and the Netherlands (10 % each). More than half of EU chemicals 2 supply 
other industrial manufacturing sectors (e.g. rubber and plastics, textiles, food). The EU chemicals 
industry numbers 29 000 enterprises. It accounts for 12 %3 of EU27 manufacturing employment. 
While chemicals contribute in many ways to improving our society's standard of living, many have 
hazardous properties that can harm the environment and human health. Successive Eurobarometer 
surveys have shown this is a source of concern for most EU citizens.4  

Over time, the EU has built a comprehensive regulatory framework for chemicals management, with 
some 40 legislative instruments addressing chemicals and their impacts. Assessments show that the 
two cornerstones of this framework, the Regulation on chemicals' registration, evaluation, 
authorisation and restriction (REACH), and the Regulation on classification, labelling and packaging 
of substances and mixtures (CLP), have advanced the protection of worker and consumer health 
and of the environment, while supporting innovation, competitiveness and the functioning of the 
internal market in the EU. However, further effort is needed to ensure that they operate as intended. 
The chemicals strategy for sustainability, adopted in October 2020 under the European Green Deal, 
envisaged targeted revisions of both pieces of legislation in order to reinforce them. 

The European Commission tabled a CLP revision package on 19 December 2022. It includes a 
legislative proposal to amend the CLP Regulation and a proposal for a delegated act 
complementing it by introducing new hazard classes and corresponding classification criteria on 
endocrine disruptors; persistent, bioaccumulative and toxic (PBT), very persistent, very 
bioaccumulative (vPvB), persistent, mobile, toxic (PMT), and very persistent, very mobile (vPvM) 
chemicals.5 After scrutiny by the European Parliament and the Council, the delegated regulation 
was published in the EU Official Journal, and entered into force on 20 April 2023. The proposal 
amending the CLP Regulation is subject to the ordinary legislative procedure, which is ongoing. 

Existing situation 
Along with the horizontal REACH and CLP regulations, directly regulating chemical substances and 
mixtures, the EU framework on chemicals includes legislation regulating products in which 
chemicals are used (such as toys, detergents, cosmetics, medical devices, food contact materials and 
pesticides) and the conditions under which chemicals are manufactured, treated or used (e.g. 
occupational health and safety). In addition, several pieces of environmental protection legislation 
such as the Water Framework Directive, the Waste Framework Directive and the Industrial Emissions 
Directive contain provisions relating to chemical risk assessment and management.  

The CLP Regulation (or simply 'CLP') lays down uniform requirements for the classification, labelling 
and packaging of chemical substances and mixtures, with the aim of ensuring a high level of 
protection of human health and the environment as well as the free movement of substances, 
mixtures and articles. It implements in the EU the United Nations (UN) Globally Harmonized System 
of Classification and Labelling of Chemicals (GHS). Applying to all industrial sectors,6 the CLP 
requires companies (manufacturers, importers or downstream users) to (self) classify their 
substances and mixtures, and package and label them accordingly before placing them on the 
market.  

Classification under CLP is hazard-based, i.e. based on the (hazardous) intrinsic properties of a 
substance or mixture (e.g. its capacity to interfere with normal biological processes in living 
organisms, its capacity to burn, explode, corrode, etc.), not on the likelihood of exposure and risk 
considerations. To derive a hazard classification, available hazard information needs to be gathered, 
evaluated (to check its adequacy, reliability and scientific validity), and compared with the criteria 

https://environment.ec.europa.eu/topics/chemicals_en
https://echa.europa.eu/report-on-the-operation-of-reach-and-clp-2021
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32006R1907
https://chemicalsinourlife.echa.europa.eu/understand-the-labels
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32008R1272
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=COM%3A2020%3A667%3AFIN
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022PC0748
https://environment.ec.europa.eu/publications/clp-delegated-act_en
https://echa.europa.eu/new-hazard-classes-2023
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32023R0707&from=EN
https://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A32000L0060
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32008L0098
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32010L0075
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32010L0075
https://unece.org/about-ghs
https://unece.org/about-ghs
https://www.kemi.se/download/18.32f4eb311753c0a67fe1cf6/1604653630900/Guidance-Hazard-and-risk-assessment-an-introduction.pdf
https://echa.europa.eu/regulations/clp/classification
https://echa.europa.eu/testing-clp
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for classification for each hazard class or differentiation within the hazard class (i.e. distinction 
depending on the route of exposure or the nature of the effects) laid down in Annex I to the CLP. If 
the evaluation of the hazard information (e.g. toxicological data) shows that the substance or 
mixture meets the classification criteria, the hazards of a substance or mixture are identified by 
assigning a certain hazard class (type of hazard) and category (severity of hazard). Mixtures can be 
classified on the basis of data on the mixture itself, data on similar tested mixtures, or data on the 
individual components in the mixture. The hazard classes in the CLP cover physical, health, 
environmental and additional hazards (Table 1). The CLP classification is the basis for many EU 
legislative provisions on the risk management of chemicals (see Box 1).  

Table 1 – CLP hazard classes 

 
Sources: CLP Regulation; ECHA. New hazard classes are in grey. 

Once the substance or mixture is classified on the basis of its hazards, the hazards need to be 
communicated to the users through appropriate labelling, to alert them about the presence of a 
hazard and the need to manage the associated risks. Information required includes: supplier 
identity; name of the substance or mixture and/or identification number; nominal quantity of the 
product in the package; hazard pictograms; signal words to indicate hazard severity ('Warning' or 
'Danger'); risk phrases (such as 'Fire or projection hazard', 'Fatal if swallowed'); safety advice (for 
instance 'Protect from moisture', 'Keep out of reach of children'). Manufacturers and importers are 
required to submit classification and labelling information for the substances they are placing on 
the market to the European Chemicals Agency (ECHA), made publicly available in its classification 
and labelling inventory. Companies (downstream users and importers) must also notify hazardous 
mixtures to authorities for use by national poison centres using a harmonised format. By 2025, all 
mixtures placed on the EU market and classified for health or physical hazards will have to bear a 

https://echa.europa.eu/support/mixture-classification/evaluate-information-against-classification-criteria
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:02008R1272-20230420
https://echa.europa.eu/support/mixture-classification/hazard-class-table
https://eur-lex.europa.eu/EN/legal-content/summary/classification-packaging-and-labelling-of-chemical-substances-and-mixtures.html
https://chemicalsinourlife.echa.europa.eu/pictograms-infographic
https://echa.europa.eu/information-on-chemicals/cl-inventory-database
https://echa.europa.eu/information-on-chemicals/cl-inventory-database
https://poisoncentres.echa.europa.eu/about-us
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unique formula identifier (UFI, a 16-character code) printed on the label. The UFI, creating a link 
between the actual mixture on the market and the information that poison centres can retrieve 
about its composition, is designed to speed up emergency health responses in poisoning cases.  

The CLP Regulation sets requirements for the appropriate packaging of classified substances and 
mixtures. Packaging must prevent the contents from escaping; be made of materials that are 
resistant when in contact with the contents; be strong and solid; and have sealable fastenings. The 
packaging of a chemical supplied to the public must not attract or arouse the curiosity of children 
or mislead consumers. Child-resistant fastenings and tactile warnings are required in some cases. 

While the CLP Regulation places emphasis on self-classification by industry of the substances or 
mixtures they supply, it also includes provisions for harmonised classification and labelling (CLH) of 
substances at EU level, to be applied directly by the suppliers. Harmonised classification and 
labelling normally aims to cover properties of the highest concern (carcinogenicity, mutagenicity, 
reproductive toxicity (CMR) and respiratory sensitisation) but the CLP also allows harmonisation for 
other properties if there is a need for such action at EU level. CLH proposals may be submitted by 
Member State competent authorities or by industry to the ECHA. (In contrast to other substances, 
active substances regulated under the biocidal products regulation or under the plant protection 
products regulation are normally subject to harmonised classification and labelling for all hazardous 
properties – i.e. all hazard classes – and CLH proposals may be prepared by national authorities only). 
Decisions on CLH are taken by the European Commission through comitology (delegated acts), 
following an opinion by the ECHA's Committee for Risk Assessment. Harmonised classifications are 
listed in Annex VI to the CLP. Only Member State competent authorities may propose a revision of 

Box 1 – Classification, risk assessment, risk management 

Hazard refers to the intrinsic properties of a chemical (its capacity to cause harm). Risk considers hazard in 
conjunction with exposure (i.e. how and in what concentration a human or another organism come into 
contact with the chemical), likelihood of harm. Identifying the intrinsic hazardous properties of substances 
to derive a hazard classification is the first step in assessing chemical risks. The following steps, performed 
outside the CLP, include dose (concentration) – response (effect) assessment; exposure assessment – 
exposure scenarios (based on models and measurements of the chemical's occurrence); risk 
characterisation; and risk estimation.  

Risk management measures are decided in light of the hazards and/or risks identified. There are two basic 
approaches to risk management in EU chemicals legislation: one is based on specific risk assessment, the 
other on generic risk considerations. They are often used in combination. The generic approach to risk 
management is embedded in legislation in the form of an automatic trigger of pre-determined risk 
management measures (e.g. packaging requirements, restrictions, bans, etc.) based on the hazardous 
properties of the chemical and generic considerations of their exposure (e.g. widespread uses, uses in 
products destined to children, difficult to control exposure). For instance, under the cosmetic products 
regulation, any substance classified as CMR categories 1A/B and 2 is banned from use in cosmetics (subject 
to strict derogations), as there is direct, widespread exposure of humans through the application of a 
cosmetic product (on skin, or teeth). A similar approach applies for substances in toys. Under REACH 
(Article 57 a-c), CMR substances in category 1A or 1B are to be considered as substances of very high 
concern, subject to authorisation (included in Annex XIV to REACH). In the specific risk assessment 
approach, risk management measures are applied based on the outcomes of the assessment, which 
considers use and evaluates both the hazards and the potential specific exposure scenarios for humans 
and the environment to the substance/mixture at the same time. Annex 4 of the fitness check of chemicals 
legislation excluding REACH provides an overview of EU laws drawing on CLP hazard identification and 
assessment, with approaches applied to risk management. 

Under the chemicals strategy for sustainability, the Commission committed to extending the generic 
approach to risk management to ensure that consumer products (notably food contact materials, toys, 
childcare articles, cosmetics, detergents, furniture and textiles) do not contain CMR, endocrine disrupting 
or persistent and bioaccumulative chemicals. It would also look into applying this approach to chemicals 
affecting the immune, neurological or respiratory systems and chemicals toxic to a specific organ. 

https://poisoncentres.echa.europa.eu/documents/1789887/1803644/ufi_what_it_means_en.pdf/576a9a82-c352-b5b3-df73-e763da37e559
https://poisoncentres.echa.europa.eu/why-the-ufi-matters-for-everybody
https://poisoncentres.echa.europa.eu/why-the-ufi-matters-for-everybody
https://echa.europa.eu/regulations/clp/labelling
https://echa.europa.eu/regulations/clp/labelling/specific-labelling-and-packaging-situations
https://echa.europa.eu/regulations/clp/harmonised-classification-and-labelling
https://echa.europa.eu/documents/10162/23036412/clp_en.pdf/58b5dc6d-ac2a-4910-9702-e9e1f5051cc5
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32012R0528
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32009R1107
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32009R1107
https://echa.europa.eu/documents/10162/2324906/clp_introductory_en.pdf/b65a97b4-8ef7-4599-b122-7575f6956027
https://echa.europa.eu/documents/10162/2324906/clp_introductory_en.pdf/b65a97b4-8ef7-4599-b122-7575f6956027
https://echa.europa.eu/information-on-chemicals/annex-vi-to-clp
https://www.kemi.se/en/international-cooperation/support-for-development-of-national-chemicals-control/web-guide---reducing-the-risks-from-chemicals/hazard-and-risk-assessment-of-chemicals
https://eur-lex.europa.eu/resource.html?uri=cellar:68e67ec6-8048-11ed-9887-01aa75ed71a1.0001.01/DOC_1&format=PDF
https://www.oecd.org/chemicalsafety/risk-management/government-risk-management-approaches-used-for-chemicals-management.pdf
https://eur-lex.europa.eu/resource.html?uri=cellar:68e67ec6-8048-11ed-9887-01aa75ed71a1.0001.01/DOC_2&format=PDF
https://eur-lex.europa.eu/resource.html?uri=cellar:68e67ec6-8048-11ed-9887-01aa75ed71a1.0001.01/DOC_2&format=PDF
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=COM%3A2020%3A667%3AFIN
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32009R1223
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32009R1223
https://commission.europa.eu/system/files/2020-04/swd_2019_0199_en.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=COM%3A2020%3A667%3AFIN
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an existing harmonised entry. Mixtures, not subject to CLH, must always be self-classified, except for 
pesticides and biocides where Member State competent authorities decide on the classification as 
part of the national authorisation scheme. 

Preparation of the proposal 
The CLP Regulation, together with other pieces of EU chemicals legislation (excluding REACH), was 
evaluated in 2019. This chemicals fitness check identified a number of weaknesses in three main 
areas. First, hazardous chemicals are not comprehensively identified and classified. The CLP does 
not currently oblige manufacturers to identify endocrine disrupting (ED); persistent, 
bioaccumulative and toxic (PBT) and very persistent, very bioaccumulative (vPvB); and persistent, 
mobile and toxic and very persistent, very mobile (PMT/vPvM) properties, although scientists have 
expressed particular concerns regarding these critical hazards. Substances with ED, PBT/vPvB 
properties are only identified through REACH on an ad hoc basis and through the plant protection 
products and biocide regulations. Substances with PMT/vPvM properties are only identified via 
REACH. Identification criteria in EU legislation are not harmonised. At the same time, the quality of 
information on classified substances is poor, with a high number of incorrect or obsolete 
classifications of substances as well as diverging classifications for the same substance in the ECHA's 
classification and labelling inventory. Second, communication on chemical hazards is suboptimal, 
owing in part to the complexity of the labelling rules. Third, the chemicals fitness check identified 
high levels of non-compliance, especially regarding imported chemicals and online sales. There are 
also gaps concerning notifications that companies must submit to poison centres for emergency 
health responses, particularly in the case of intra-EU cross-border trade and/or re-branding/re-
labelling. Details on the fitness check findings can be found in the EPRS implementation appraisal. 

Based on the evaluation of legislation and stakeholder input, the impact assessment (IA) 
accompanying the Commission proposal assessed 22 potential measures. Of those, 17 were 
retained as preferred measures. They were bundled into three independent policy options, 
corresponding to each of the three identified problem areas. The EPRS initial appraisal of the 
Commission IA notes that the IA explains the policy options and their impacts in detail in extensive 
annexes. However, the comparison of the options could have been clearer, as the IA does not score 
the options but instead describes them qualitatively and does not use comparable expressions. The 
appraisal finds that the preferred option package is sufficiently justified. 

Stakeholder feedback was collected through the inception impact assessment (4 May-1 June 2021, 
182 replies), as well as through an open public consultation on the revision of the CLP (9 August to 
15 November 2021, 625 responses); a targeted stakeholder survey; and ad hoc meetings of the 
CARACAL (competent authorities for REACH and CLP) expert group. To complement those, 
interviews, another open public consultation on simplification and digitalisation of labels on 
chemicals and two online surveys on policy options for digitalisation and for information from 
professionals and industry users were conducted. 

The changes the proposal would bring 
Identification and classification of hazardous chemicals 
The new hazard classes introduced by the Commission delegated regulation (ED, PBT, vPvB, PMT 
and vPvM properties) would be prioritised for harmonised classification and labelling, along with 
CMR and respiratory sensitisation. The Commission would be required to adopt delegated acts to 
include, in the list of harmonised entries in CLP Annex VI, the substances with ED, PBT or vPvB 
properties that at the date of entry into force of the delegated regulation (20 April 2023) have been 
on the candidate list of substances of very high concern for authorisation under REACH; and those 
that have not been approved or have been approved with derogations under the Plant Protection 
Products Regulation or Biocidal Products Regulation, owing to either of those properties. As the 
substances referred to above have already been assessed by the European Food Safety Authority 

https://commission.europa.eu/system/files/2020-04/swd_2019_0199_en.pdf
https://eur-lex.europa.eu/resource.html?uri=cellar:68e67ec6-8048-11ed-9887-01aa75ed71a1.0001.01/DOC_1&format=PDF
https://www.europarl.europa.eu/thinktank/fr/document/EPRS_BRI(2023)740223
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=SWD%3A2022%3A0435%3AFIN
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=SWD:2022:0436:FIN:EN:PDF
https://www.europarl.europa.eu/thinktank/en/document/EPRS_BRI(2023)740257
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12975-Revision-of-EU-legislation-on-hazard-classification-labelling-and-packaging-of-chemicals/feedback_en?p_id=24338728
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12975-Revision-of-EU-legislation-on-hazard-classification-labelling-and-packaging-of-chemicals/public-consultation_en
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32023R0707&from=EN
https://echa.europa.eu/candidate-list-table
https://echa.europa.eu/substances-of-very-high-concern-identification-explained
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(EFSA) or the ECHA, as well as the Commission, which has decided upon them, the delegated act 
could be adopted without prior consultation of the ECHA. 

The European Commission would be able to mandate the ECHA or the EFSA to develop a 
harmonised classification and labelling proposal (whereas currently, initiators of CLH proposals are 
national competent authorities and industry). The proposed regulation would open the possibility 
to initiate harmonised classification and labelling proposals for several substances at once (by 
replacing the reference to 'substance' with 'substances' in the relevant article). 

For more transparency and predictability, competent authorities and companies would have to 
notify the ECHA of their intention to submit a CLH proposal. The Commission would need to do 
the same for its requests to prepare CLH dossiers. The ECHA would be obliged to publish, within 
1 week of receipt of the notification, information on such an intention or request and to update it at 
each stage of the CLH procedure. Along the same lines, a competent authority that receives from a 
company a proposal for revision of a CLH entry would be required to communicate its decision to 
accept or refuse the proposal to the ECHA, which should share that information with the other 
competent authorities. 

To address the issue of diverging notified self-classifications in the ECHA's classification and labelling 
inventory, an obligation would be introduced to provide the ECHA with the reasons for divergence 
from other classification entries for the same substance. To remedy discrepancies between more 
recent and obsolete classifications, notifications should be updated within six months of a decision 
to change the classification and labelling of a substance being taken. A requirement is added to 
make the notifier's identity publicly available, subject to duly motivated confidentiality requests.  

The proposal also seeks to clarify how to evaluate and classify 'multi-constituent substances'. 
Where data on individual constituents are available, such substances should be evaluated and 
classified following the same classification rules as mixtures, unless Annex I to the CLP makes a 
specific provision. CMR and ED properties, as well as biodegradation, persistence, mobility and 
bioaccumulation properties within the 'hazardous to the aquatic environment', PBT, VPvB, PMT and 
vPvM hazard classes should be assessed on the basis of relevant available information for each of 
the individual constituents in the substance. Relevant available information on the multi-
constituent substance itself should be taken into account where demonstrating such properties or 
supporting the conclusions based on the relevant available information on the constituents. 
However, relevant available information on the substance showing the absence of certain 
properties or less severe properties should not over-ride information available on the constituents. 

Hazard communication 
The proposed regulation would lay down minimum label formatting rules (such as minimum font 
size, line spacing, and compulsory white background) to increase the readability of labels. It would 
also allow for broader use of fold-out labels.  

The proposal would introduce rules on voluntary digital labelling. Only label elements that are not 
instrumental for the protection of health and safety and the environment and are not obligatory 
under the UN GHS could be provided in a digital format only. The digital label would have to fulfil a 
number of requirements, such as being searchable and accessible to all users in the EU free of 
charge, available in less than two clicks and not tracking any user data. It should remain available for 
a period of 10 years. 

The proposed text would provide for certain labelling exemptions for chemicals supplied without 
packaging, such as fuel at filling stations, chemicals contained in very small packaging (with 
contents below 10ml), and ammunition, under specific conditions. 

A six-month deadline would be imposed on suppliers to update labels after a change in the 
classification and labelling of their substance or mixture in cases where the new hazard class is 
additional to an existing hazard class or represents a more severe hazard class or category, or where 
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new supplemental labelling elements7 are required. In any other case, the deadline would remain 
at 18 months. 

The text would set rules and conditions for selling hazardous substances or mixtures in refillable 
containers to consumers and professional users ('refill sales'). Those would include, for example, 
firmly affixing a visible label on the refill station, ensuring use of clean and suitable packaging, 
ensuring the supplier's availability for immediate assistance at the moment of refill and appropriate 
training of the supplier's staff, keeping the refill station's operating buttons out of children's reach. 
Refill station sales would be prohibited for substances or mixtures with certain hazardous 
properties (acute toxicity, specific target organ toxicity, CMR, respiratory sensitisation, skin 
corrosion/irritation, aspiration hazard, flammability, ED, PBT, vPvB, PMT and vPvM).  

Addressing non-compliance, legal ambiguities and gaps 
To improve compliance with and enforcement of the CLP, the proposal would explicitly require that 
there is a supplier – established in the EU – who can ensure that the substance or the mixture fulfils 
the regulation's requirements when it is being placed on the market (including where this occurs 
via distance sales).  

More hazard information would be required in advertisements of hazardous substances and 
mixtures classified as hazardous or containing a classified substance. In addition to the hazard class, 
advertisements should contain the hazard pictogram, the signal word and the hazard statements. 
In distance sales offers, all applicable label elements should be clearly indicated. 

The obligations to submit information relevant for providing an adequate emergency health 
response to poison centres would also apply to certain distributors, i.e. re-labellers, re-branders 
and distributors supplying in another Member State than the one in which the mixture was notified, 
unless those distributors can demonstrate that poison centres already received the same 
information from importers or downstream users. This provision seeks to avoid information loss. 

Advisory committees 
In its opinion, adopted on 27 April 2023, the European Economic and Social Committee (EESC) warns 
that it may be virtually impossible to implement the new proposals regarding online sales 
originating outside the EU unless it is accepted by the UN GHS. The EESC insists on the crucial 
importance of the ECHA having sufficient resources, expertise and staff to implement the revised 
regulation. It regrets the lack of provisions to alert consumers where the chemical ingredients in a 
branded product are changed but the brand name remains the same. It asks the Commission to 
evaluate carefully the impact of the proposed changes to the CLP on essential value chains involving 
chemicals so that they are not negatively affected. The EESC points to a lack of clarity as to how the 
proposed change in the rules concerning advertising is going to be enforced. It calls for particular 
attention to be given to the well-being of workers in the chemical industry, who should receive 
intensive training in order to have a full understanding of the chemicals they are in contact with in 
the course of their work. 

National parliaments 
No reasoned opinion on the grounds of subsidiarity was issued within the deadline. The 
contribution sent by the German Bundesrat as part of the political dialogue criticises the fact that 
the introduction of the new hazard classes, which has far-reaching consequences, occurs by 
delegated act. It stresses that the concept of 'multi-constituent substances' as proposed is not 
consistent with the definition of 'substance' under REACH and the CLP, which already includes 
impurities and additives and thus possibly several components. It suggests defining 'refill station'. 

https://www.eesc.europa.eu/en/our-work/opinions-information-reports/opinions/revision-classification-labelling-and-packaging-chemicals-regulation
https://ipexl.europarl.europa.eu/IPEXL-WEB/document/COM-2022-0748
https://ipexl.europarl.europa.eu/IPEXL-WEB/document/COM-2022-748/debra
https://echa.europa.eu/support/substance-identification/what-is-a-substance
https://echa.europa.eu/documents/10162/23036412/nutshell_guidance_substance_en.pdf/cca556cd-4f68-4b38-a29b-58cb6da31a93
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Stakeholder views8 
The deadline for feedback on the proposal was 30 March 2023; 170 contributions were posted. The 
European Chemical Industry Council CEFIC expresses concerns about harmonised classification and 
labelling for groups of substances. Noting that under the Commission proposal, groups of similar 
substances would result in 'similar classification', the CEFIC stresses that structurally similar 
substances can have different behaviours, effects and (eco)toxicological properties. It therefore 
insists on the need for the ECHA to develop guidance that clarifies the scientific basis from which a 
harmonised classification for a group of substances can be derived, and to perform a conformity 
check (as is the case for a REACH restriction dossier). For the CEFIC, the introduction of a new 
definition of multi-constituent substances for clarifying classification rules is both confusing and 
unnecessary, as it is at odds with how such substances have been identified under REACH.  

For Cosmetics Europe, the proposal would restrict the method of classification of multi-component 
substances such as CMR or ED to a theoretical calculation approach and no longer allow the use of 
actual experimental test data to conclude with non-classification. Even if a multi-component 
substance had been tested in an adequate test system and found not to have CMR properties, it 
would still have to be classified as CMR if a classified constituent was present above a certain 
threshold. Hundreds of ingredients, mainly of natural origin, could thus be banned from use in 
cosmetics as CMR substances, although actual test data would show that they do not have CMR 
properties. The European Federation of Essential Oils calls for an adapted and proportionate 
approach to the classification of essential oils, which, by nature and definition, are complex (more 
than a hundred intrinsic constituents). In their view, it must be permissible to classify an essential oil 
as a whole, the classification based on the constituents should only happen when there are no data 
on the essential oil itself. The European Federation of Pharmaceutical Industries and Associations 
warns that the new provisions on multi-constituent substances seem both to treat them as mixtures 
and to diverge from the mixture assessment principles by specifying that data on the multi-
constituent substance itself shall not override information available for the constituent. This is at 
odds with the assessment principles in the UN GHS, where test data for the complete mixture takes 
precedence over data on individual constituents. The pharmaceutical industry is opposed to directly 
transposing decisions from other regulations (REACH candidate list, assessment conclusions under 
the plant protection products and biocides regulations) into harmonised classifications, as it may 
lead to over-classification. 

On refill sales, Eurocommerce, representing the retail and wholesale sector, points to a lack of 
requirements on what happens after the consumer has refilled the container. Consumers could 
show up with various containers (unmarked) that they might want to use and bring home. 
Clarifications or additions would be needed as regards the possibility for the seller to deny 
consumers from bringing their own containers, the responsibility of consumers, and a potential 
obligation to put a label on the re-filled container for certain categories of products. It considers a 
five-year period of availability of the digital label to be more appropriate, and asks for clarification 
of the difference between advertisements and distance sales offers. Like other industry associations, 
Eurocommerce sees the minimum font size and spacing requirements on labels as problematic.  

The European Environmental Bureau (EEB), supporting the use of group approaches for harmonised 
classification and labelling, calls for the introduction of an explicit and strong provision to promote 
and prioritise it. The EEB proposes to set a deadline for the harmonised classification and labelling 
of already identified endocrine disrupting and persistent chemicals by delegated act by the end of 
2025. In its view, PMT/vPvM chemicals already identified under REACH should also be prioritised for 
CLH. The EEB calls for inclusion of the necessary legal provisions to address the differences in 
biological sex and age and their implications for variation in potential effects that must be 
considered in the hazard assessment; and for a specific requirement for the classification and 
labelling of nanoforms of substances, already existing in the biocidal products and cosmetics 
regulations. The Health and Environment Alliance (HEAL) welcomes the practical approaches 

https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12975-Revision-of-EU-legislation-on-hazard-classification-labelling-and-packaging-of-chemicals_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12975-Revision-of-EU-legislation-on-hazard-classification-labelling-and-packaging-of-chemicals/F3391776_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12975-Revision-of-EU-legislation-on-hazard-classification-labelling-and-packaging-of-chemicals/F3392047_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12975-Revision-of-EU-legislation-on-hazard-classification-labelling-and-packaging-of-chemicals/F3392037_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12975-Revision-of-EU-legislation-on-hazard-classification-labelling-and-packaging-of-chemicals/F3392022_en
https://echa.europa.eu/support/mixture-classification/evaluate-information-against-classification-criteria
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12975-Revision-of-EU-legislation-on-hazard-classification-labelling-and-packaging-of-chemicals/F3391726_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12975-Revision-of-EU-legislation-on-hazard-classification-labelling-and-packaging-of-chemicals/F3391992_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12975-Revision-of-EU-legislation-on-hazard-classification-labelling-and-packaging-of-chemicals/F3391746_en
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proposed for the assessment of more than one constituent substances and mixtures. It believes that 
requesting of data on individual constituents, when available, is an improvement when it comes to 
assessing critical properties such as endocrine disruption. With the chemicals strategy's 
commitment to assessing the need to add specific hazard criteria for immunotoxicity and 
neurotoxicity, HEAL is surprised not to find any initiatives in this regard in the proposal, and 
recommends adding a target date by which such health endpoints will be included in the CLP. 
ChemSec, acknowledging the need for adequate rules on refill sales, on-line sales and digital 
labelling, insists that consumers must continue to have easy access to the full hazard label and any 
other relevant information regarding health and the environment. This information must be on the 
physical product and be clear and understandable. It stresses that concern for animal welfare must 
not lead to a lack of information. Eurogroup for Animals calls for the CLP to include concrete steps 
for the development and uptake of non-animal methods; for preventing both new animal tests and 
increases in existing tests under the CLP; and for it to truly consider animal tests as the exception 
and last resort. 

Legislative process 
European Parliament 
In Parliament, the Committee on the Environment, Public Health and Food Safety, responsible for 
the file, adopted its report on 11 September 2023 (rapporteur: Maria Spyraki, EPP, Greece).  

The report clarifies that the examination and evaluation of substances containing more than one 
constituent (term preferred to 'multi-constituent substances', deleted from text) should be based 
on the available information on those known constituents above the applicable concentration limit 
as well as on the substance itself. It introduces a derogation for 'substances of renewable botanical 
origin' (covering essential oils),9 together with a review clause requiring the Commission to present, 
within four years of the regulation's entry into force, a report on the identification and examination 
of such substances, possibly with a legislative proposal. This review should include an assessment 
of the social and economic impact on small and micro-enterprises. 

The report sets a one-year deadline for the Commission to adopt delegated acts for the 
harmonised classification and labelling of chemicals with ED, PBT, vPvB, and PMT/vPvM properties 
(last item added) already on the REACH candidate list (i.e. 1 January 2026 for those featuring on the 
list on 1 January 2025). As a rule, to increase the efficiency of the CLH process, the Commission 
would be required to adopt the delegated acts for updating Annex VI within 12 months of the 
publication of the opinion of the ECHA's Committee for Risk Assessment. The report considers that 
CLH proposals should prioritise groups of substances rather than individual substances whenever a 
competent authority or the Commission deems it scientifically justified and possible. Grouping of 
substances for CLH must be based on clear scientific criteria, including structural similarity and 
similar evidence-based hazard profiles. The ECHA and the EFSA would be able to take the initiative 
to provide scientific advice to the Commission and Member States on substances or groups of 
substances where a harmonised classification could be necessary for health and environment 
protection.  

Furthermore, the report requires the Commission to look into the introduction of hazard criteria for 
immunotoxicity and neurotoxicity by December 2025 and, where appropriate, adopt delegated 
acts; and to foster the rapid introduction of those hazard classes at the UN GHS. The Commission is 
also asked to promote and evaluate at least every three years the development of alternative test 
methods for the classification of substances and mixtures, including new approach methods (NAMs) 
and in particular non-animal test methods, and to update Annex I to reflect such technical progress, 
if relevant. Annex I should be updated no later than 12 months after non-animal data are taken up 
into harmonised criteria for classification and labelling at UN level.  

https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12975-Revision-of-EU-legislation-on-hazard-classification-labelling-and-packaging-of-chemicals/F3391990_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12975-Revision-of-EU-legislation-on-hazard-classification-labelling-and-packaging-of-chemicals/F3391983_en
https://www.europarl.europa.eu/doceo/document/A-9-2023-0271_EN.html
https://www.europarl.europa.eu/news/en/press-room/20230911IPR04946/chemicals-clearer-classification-and-labelling-to-improve-info-to-consumers
https://echa.europa.eu/support/substance-identification/what-is-a-substance
https://echa.europa.eu/support/substance-identification/what-is-a-substance
https://echa.europa.eu/support/substance-identification/sector-specific-support-for-substance-identification/essential-oils
https://echa.europa.eu/about-us/who-we-are/committee-for-risk-assessment
https://echa.europa.eu/animal-testing-under-reach
https://echa.europa.eu/animal-testing-under-reach
https://echa.europa.eu/documents/10162/21184118/2023_06_01_nam_workshop_background_note_en.pdf/18873078-7ef6-80d3-b929-3b5a782949c9?t=1684306840053
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Under the report, any advertisement for sale of substances or mixtures to the public would have to 
bear an additional indication to 'always read and follow product label information'. Child-resistant 
fastenings and tactile warnings would be required for additional hazard classes. The prohibition of 
refill station sales would be extended to substances or mixtures causing serious eye damage 
(category 1)/eye irritation (category 2) or skin sensitisation (category 1, sub-categories 1A and 1B). 
The report requests that self-adhesive labels be provided free-of-charge to consumers at the refill 
station, to be affixed on the container.  

A provision is added to stress the need to secure adequate resources for the ECHA to perform its 
work. The report insists that an appropriate and stable funding be ensured under the forthcoming 
ECHA founding regulation, in order for the agency to be able to provide adequate expertise, 
support, and thorough scientific evaluations. The report introduces two new articles on the right to 
request action from competent authorities and the Commission, and on access to justice. 

On 4 October 2023, the European Parliament adopted the report in plenary, with additional 
amendments (519 votes in favour, 99 against, 8 abstentions). One of those amendments aims to 
specify that substances containing more than one constituent of renewable botanical origin that 
are not chemically or genetically modified are excluded from the rules on examination and 
evaluation of substances with more than one constituent in Article 5(3). The Commission would be 
required to present a report on the evaluation and classification of such substances within six years 
of the regulation's entry into force (instead of four years, as the ENVI report proposed). Another 
amendment adopted in plenary would prohibit the use of environmental claims for substances and 
mixtures classified as hazardous due to their CMR, ED, PBT, vPvB, PMT or vPvM properties. The file 
was referred back to the ENVI committee for trilogue negotiations with the Council. 

Council 
The Council reached a general approach on the file on 30 June 2023. It proposes to delete the new 
provisions on multi-constituent substances altogether and insert a review clause requiring the 
Commission to present, within four years of the entry into force of the revised CLP Regulation, a 
report on the classification of those substances, possibly accompanied by a legislative proposal. The 
Council amends the provisions regarding the inclusion in the list of harmonised entries in Annex VI 
of substances identified as ED, PBT or vPvB under other EU regulations (REACH, Plant Protection 
Products Regulation, Biocidal Products Regulation). To avoid duplication of ongoing work, 
delegated acts should be adopted within an adequate deadline for substances undergoing 
assessments under those regulations (for instance, substances expected to be added to the REACH 
candidate list or substances for which applications for approval or renewal of approval have been 
submitted under the Plant Protection Products Regulation). 

Concerning labelling, the Council proposes to adjust the minimum font sizes and other 
requirements on text legibility (e.g. requesting 'appropriate' line spacing rather than a specific 
distance between two lines). It adds specific requirements on the form and design of the front page 
of fold-out labels, and seeks to clarify the concept and rules for digital labelling (including by 
redefining the empowerment given to the Commission for adapting label elements by means of 
delegated acts). The Council position defines the terms 'refill' and 'refill station'. It also makes 
conditions for refill sales less specific: several requirements proposed by the Commission would 
be deleted, and replaced by a general obligation to apply risk mitigation measures, in order to avoid 
as far as possible the exposure of humans (especially children) and the environment. Refill station 
sales would be prohibited also for substances or mixtures causing serious eye damage (category 1) 
or skin sensitisation (any category). The Council specifies that for the filling of fuel in portable 
receptacles (jerrycans), a label must be provided at the pump, to be attached to the receptacle.  

Trilogue agreement 
On 5 December 2023, Parliament and the Council reached a provisional agreement on the file. They 
agreed to exempt from the rules in Article 5(3), as amended, substances containing more than 

https://www.europarl.europa.eu/legislative-train/theme-a-european-green-deal/file-basic-regulation-for-the-european-chemicals-agency
https://www.europarl.europa.eu/legislative-train/theme-a-european-green-deal/file-basic-regulation-for-the-european-chemicals-agency
https://www.europarl.europa.eu/doceo/document/TA-9-2023-0340_EN.html
https://data.consilium.europa.eu/doc/document/ST-11332-2023-INIT/en/pdf
https://www.consilium.europa.eu/en/press/press-releases/2023/06/30/council-adopts-position-on-the-regulation-for-classification-labelling-and-packaging-of-chemical-substances/?utm_source=dsms-auto&utm_medium=email&utm_campaign=Council+adopts+position+on+the+regulation+for+classification%2c+labelling+and+packaging+of+chemical+substances
https://www.consilium.europa.eu/en/press/press-releases/2023/12/05/safer-chemicals-council-and-parliament-strike-deal-on-the-regulation-for-classification-labelling-and-packaging-of-chemical-substances/
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one constituent which are extracted from plants or plant parts and which are not chemically 
modified according to Article 3(40) of the REACH regulation. In this context, the term 'plants' refers 
to living or dead organisms from the kingdoms plantae and fungi. It includes algae, lichens and 
yeasts. Within five years of the regulation's entry into force, the Commission is required to present a 
scientific report regarding the examination of the information on substances containing more than 
one constituent extracted from plants, possibly accompanied by a legislative proposal. 

The deal sets a 1.5-year deadline for the inclusion of substances identified as ED, PBT or vPvB under 
other EU regulations in the list of harmonised entries in Annex VI (i.e. substances that, six months 
after the regulation's entry into force, feature on the REACH candidate list owing to either of these 
properties, or have been found to have such properties as part of their assessment under the Plant 
Protection Products Regulation or Biocidal Products Regulation and the application for their 
approval or renewal of approval has been subject to a decision). In line with Parliament's position, 
the agreement mandates the Commission, as a rule, to adopt delegated acts for updating Annex VI, 
preferably before the end of the calendar year following the publication of the opinion of the ECHA's 
Committee for Risk Assessment, where it finds that harmonised classification and labelling of the 
substance concerned is appropriate. Whenever considered scientifically justified and possible by a 
competent authority or the Commission, proposals for harmonised classification and labelling 
should aim to prioritise groups of substances rather than individual substances. Such grouping 
must be based on clear scientific reasoning, taking into account how the available information 
1) supports the grouping of substances, and 2) allows the property(ies) of the substance(s) to be 
reliably predicted from other substances in the group. The ECHA and the EFSA will be able to take 
the initiative to advise the Commission and competent authorities that a harmonised classification 
and labelling of a substance or a group of substances would be appropriate.  

The co-legislators agreed on minimum label formatting rules to increase the readability of labels, 
while adding requirements for fold-out labels, specifying in particular the elements that must 
appear on the front pages. Under the agreement, advertisements for sale of substances or mixtures 
to the public will have to bear an additional indication to 'always read and follow product label 
information'. Advertisements for substances and mixtures classified as hazardous should not 
contain statements that are not required on the label or packaging of that substance or mixture 
under the regulation. As a recital clarifies, claims such as 'non-toxic', 'non-harmful', 'non-polluting', 
'ecological', or other statements indicating that the substance or mixture is not hazardous, or any 
other statements that are inconsistent with its classification, are therefore not allowed. Refill station 
sales will also be prohibited for substances or mixtures causing serious eye damage (category 1) or 
skin sensitisation (any category). Fulfilment of the regulation's requirements on hazard 
communication through labelling and on packaging must be ensured for every refilled package. 

A provision is added on the need for the ECHA to be provided with adequate resources to support 
its work. As regards the right to request action and access to justice demanded by Parliament, the 
agreement includes an obligation for the authorities responsible for enforcement to follow up on 
complaints or reports related to non-compliance with the regulation, and verify that the corrective 
action has been taken, in line with the Market Surveillance Regulation. 

The Commission is tasked with evaluating regularly the development of alternative approaches for 
the classification of substances and mixtures, in particular non-animal test methods, and updating 
Annex I to reflect such technical progress, if relevant. Annex I should be updated preferably no later 
than 18 months after non-animal data are taken up into harmonised criteria for classification and 
labelling at UN level. Within five years of the regulation's entry into force, the Commission should 
present an evaluation report to assess the need to extend requirements on child-resistant 
fastenings and tactile warnings to additional hazard classes. If justified by the report's outcomes, 
it will amend Annex II by delegated act. The co-legislators agreed that the assessment of the need 
for new criteria for immunotoxic and neurotoxic substances is to be promoted at UN level. 

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32019R1020
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The agreement was endorsed by the Council's Permanent Representatives Committee on 
22 December 2023 and by Parliament's ENVI committee on 11 January 2024 (with 70 votes in favour, 
one vote against and nine abstentions). It now needs to be formally adopted by the co-legislators. 
The vote in plenary is expected to take place during the second April 2024 session. 
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ENDNOTES
 

1  CEFIC, The European chemical industry. Facts and figures 2023 (version from March 2023). More recent data can be 
found on the website of CEFIC. 

2  Data from 2017, EU-27 plus the United Kingdom (source: CEFIC, Facts and figures, p. 17). 
3  Considering chemicals including pharmaceuticals and rubber and plastics. 
4  According to a 2020 Eurobarometer survey, 84 % of Europeans worry about the impact of chemicals found in everyday 

products on their health, and 90 % about their impact on the environment. Similar results were recorded in 2017. 
5  ED substances, which may interfere with the hormone system, are a concern for public and wildlife health. PBT/vPvB 

substances do not easily break down in the environment and tend to accumulate in living organisms across the food 
web. PMT/vPvM substances can enter the water cycle, spread over long distances, and many are only partly removed 
by wastewater treatment. 

6  The CLP however does not cover radioactive substances and mixtures, cosmetics, medicines and certain medical 
devices, food and the transport of dangerous goods. 

7  Such information can be divided into two categories, obligatory or non-obligatory information. Obligatory 
information include elements directly required by the CLP and elements resulting from other EU acts (see ECHA  
guidance). 

8 This section aims to provide a flavour of the debate and is not intended to be an exhaustive account of all different 
views on the proposal. Additional information can be found in publications listed under 'European Parliament 
supporting analysis'. 

9  More specifically, the derogation concerns 'substances containing more than one constituent of renewable botanical  
origin that are not chemically or genetically modified and are not covered by the Plant Protection Products Regulation 
or the Biocidal Products Regulation'. Under the report, substances of renewable botanical origin are understood as 
substances obtained from living plant algae and fungi organisms, renewable on a human time scale (non-fossi l  
sources). 
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