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European Union proposes to add two new hazard classes 

to EU CLP regulation for endocrine disruptors (EDCs)

WHAT ARE EDCs?

Endocrine Disrupting Chemicals (also referred to 

as hormone disruptors or EDCs) are synthetic 

chemicals that are not produced by the human 

body and that disrupt the normal functioning of 

humans and animals.

It is suspected that EDCs can cause decreased 

fertility, hormone-related cancers, behavioral 

changes, adverse effects on the immune systems, 

and metabolic disorders. Such adverse effects 

could be mediated by mimicking the body’s own 

hormones or interfere with hormone production, 

secretion, degradation or transport of hormones in 

the body.

EDCs are suspected of being capable of acting 

even at very low doses and sensitive windows of 

exposure appear to be during critical periods of 

development (for instance, fetal development and 

puberty).

The harmful impact that EDCs have on health and 

the environment has been known for more than 

20 years.

On 20 September 2022 the European 

Commission published a Draft delegated 

regulation introducing new hazard classes to the 

system established in Regulation (EC) 1272/2008, 

on the classification, labelling and packaging of 

substances and mixtures (the CLP Regulation).

THE DRAFT REGULATION WOULD 

INTRODUCE THE FOLLOWING NEW HAZARD 

CLASSES AND CATEGORIES:

▪ Endocrine disruptors for human health, 

category 1 (known or presumed) and category 

2 (suspected)

▪ Endocrine disruptors for the environment, 

category 1 (known or presumed) and 

category2 (suspected)

▪ Persistent, Bio-accumulative and Toxic (PBT) 

or very Persistent, very Bio-accumulative 

(vPvB) substances

▪ Persistent, Mobile and Toxic (PMT) or very 

Persistent, very Mobile (vPvM) substances

The regulation includes the classification criteria 

for substances and mixtures, as well as the 

relevant labelling elements, including new hazard 

statements. For PBT/vPvB substances, common 

criteria are established for persistence and 

bioaccumulation. However, given their difference 

in toxicity, they remain different categories. The 

same situation applies to PMT/vPvM 

substances.

The new classification and labelling requirements 

would apply to substances 18 months after the 

regulation’s entry into force. In the case of 

mixtures, the transitional period would be 36 

months. 
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However, the draft establishes grace periods for 

substances and mixtures labelled before the entry 

into force and placed on the market before the 

end of the transitional period. The old 

classifications may continue to apply for 42 

months for substances and 60 months for 

mixtures.

While still a draft, the introduction of new hazard 

classes and categories in the CLP Regulation is a 

key development in chemicals management 

worldwide. As many countries around the world 

seek to adopt both the GHS and REACH-like 

regulations, this development opens space for 

divergence between the global and EU 

frameworks. Additionally, it is related to the 

upcoming revision of EU Regulation 1907/2006 

(the REACH Regulation), as the Chemicals 

Strategy for Sustainability pointed to the 

categorization of endocrine disruptors, PMT and 

vPvM substances as substances of very high 

concern (SVHC) under REACH.

In addition to these developments through 

delegated regulations, further changes to 

chemicals management in Europe are expected in 

the coming months, when the European 

Commission proposes amendments to the 

REACH and CLP Regulations themselves.

Once adopted by the Commission, delegated acts 

enter into force automatically unless the European 

Parliament or the Council of the EU explicitly 

oppose them. The current draft is open for public 

comments until October 18, 2022.
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