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General comments - PBT/vPvB and PMT/vPvM  
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On 20 September 2022, the European Commission published its proposal1 for new hazard 
classes under the Classification, Labelling and Packaging (CLP) Regulation. These new hazard 
classes are part of the CLP revision and the Chemicals Strategy for Sustainability2. 

The CLP Regulation regulates the classification, labelling and packaging of chemicals and 

implements the internationally valid Globally Harmonised System (GHS) of the United Nations 

(UN) in the European Union (EU). The GHS system serves as an internationally consistent basis 

for classification, labelling and packaging. The primary objective of the CLP Regulation is to 

inform actors in the supply chain about potential adverse effects of substances and mixtures by 
classifying them and labelling them appropriately based on this classification.3 

The Commission intends to implement new hazard classes in the form of a delegated act in the 

Annexes of the CLP Regulation. According to the Article 53 of the CLP Regulation, this procedure 

is foreseen for adaptations on technical and scientific progress. The extent to which this is 
permissible for the hazard classes described here will not be part of the further commentary. 

Nevertheless, we would like to point out that some Member States have been criticising these 
proposals through the expert group Competent Authorities for REACH and CLP  (CARACAL)4. 
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https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13578-Introducing-new-hazard-classes-CLP-revision_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13578-Introducing-new-hazard-classes-CLP-revision_en
https://eur-lex.europa.eu/legal-content/DE/TXT/?uri=COM:2020:667:FIN
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:32008R1272&from=DE
https://circabc.europa.eu/ui/group/a0b483a2-4c05-4058-addf-2a4de71b9a98/library/50c7fa5c-c542-440e-bdbe-23c58ca6ba41?p=1&n=-1&sort=modified_DESC
https://circabc.europa.eu/ui/group/a0b483a2-4c05-4058-addf-2a4de71b9a98/library/50c7fa5c-c542-440e-bdbe-23c58ca6ba41?p=1&n=-1&sort=modified_DESC
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It is the declared aim of the EU Commission to use the proposed new hazard classes to identify 

far exclusively applied for Carcinogenic, Mutagenic and Reprotoxic (CMR) substances. The 

-based approach and means the 
blanket restriction of substances based on their classification without substance-specific risk 

assessment. Risk management, however, generally is neither in scope of the GHS nor of the CLP 

regulation. Hazard classification should generally not be used for risk management decisions 

without additional risk assessment (i.e. no automatism): 

 

 

Furthermore, the introduction of new hazard classes will not provide additional benefits for 

achieving the protection goals of the European chemicals policy as the objectives are already 
covered by existing chemicals legislation: 

 

 

Nevertheless, we take the opportunity to comment, because it seems to be the political will to 

introduce these hazard classes. We therefore ask the EU Commission to consider the following 
general aspects in further discussions with the expert groups: 
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https://doi.org/10.1787/9789264242432-en
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The EU Commission 
existing 

implementation of the Globally Harmonised System of Classification and Labelling of Chemicals 

(UN GHS .6 In this context, any unilateral 
introduction of e.g. new hazard classes without consulting the UN GHS is contradictory. It is of 

utmost interest for industry to maintain the harmonisation achieved and not to disregard the 

work of the UN GHS Expert Committee by unilaterally introducing new hazard classes without 

consulting the UN. 

 

 

We noticed that the European Commission has presented a draft timetable for discussion at UN 

GHS level on new hazard classes. Therefore, we urge the European Commission to comply with 
the GHS and CLP boundaries. 
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https://eur-lex.europa.eu/legal-content/DE/TXT/?uri=COM:2020:667:FIN
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The primary objective of the CLP Regulation is to inform actors in the supply chain about 
potential adverse effects of substances and mixtures. For data collection, identification, 

evaluation, and regulation of substances of very high concern (SVHC), e. g. endocrine disruptors, 

the REACH Regulation provides the right framework. Nevertheless, the European Commission 
decided to establish a legally binding hazard identification of endocrine disrupters in the CLP 

regulation and to implement new hazard classes for human health and the environment, 
although this approach is not appropriate under the CLP Regulation: 

 

 

 

 

The consequences of the introduction of a new CLP hazard scale for endocrine disruptors also 

lead to multiple hurdles, e.g. in regulation or in practice: 

 

 

 

 

 

Comments on the draft Commission Delegated Regulation and the proposed draft 
Annex 
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Comments on Annex 
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https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13578-Introducing-new-hazard-classes-CLP-revision_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13578-Introducing-new-hazard-classes-CLP-revision_en
https://www.bfr.bund.de/en/frequently_asked_questions_on_endocrine_disruptors-50804.html
https://www.efsa.europa.eu/en/topics/topic/endocrine-active-substances
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General comments on the draft Commission Delegated Regulation for the 
proposed hazard criteria - PBT/vPvB and PMT/vPvM  
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Detailed comments on the draft Commission Delegated Regulation for the 
proposed hazard criteria - PMT/vPvM  
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https://www.ecetoc.org/publication/tr-139-persistent-chemicals-and-water-resources-protection/
https://www.umweltbundesamt.de/en/PMT-substances
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Weight of evidence approach  For M criteria 
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https://doi.org/10.1021/acs.est.2c00570
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Contact: Dr. Denis Pahlke 
Referent, Dept. Science, Technical and Environmental Affairs 

Product Stewardship  

P +49 (69) 2556-1637| E pahlke@vci.de 

 

 
 

 

 

 

 

 

 

 Identification no. in the EU Transparency Register: 15423437054-40 

 The VCI is registered with registration no. R000476 in the Lobbying Register for the Representation of Special 

Interests vis-à-vis the German Bundestag and the Federal Government. 

 

The VCI represents the interests of around 1,900 companies from the chemical-

pharmaceutical industry and related sectors vis-à-vis politicians, public authorities, other 

industries, science and media. In 2021, the VCI member companies realized sales of ca. 

220 billion euros and employed more than 530,000 staff. 

http://www.vci.de/
http://www.ihre-chemie.de/
http://www.chemiehoch3.de/
https://www.linkedin.com/company/verband-der-chemischen-industrie-e-v--vci-
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