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General comments 

CHEM Trust welcomes the intention to add new hazard classes for PBT and vPvB 
substances to the CLP regulation. This would allow harmonisation between different 
legislations where PBT/vPvB are already considered and establishes the basis for more 
regulatory controls also in other pieces of legislation.  

Strengthening the identification and control of persistent and potentially harmful synthetic 
chemicals which have the potential to irreversibly accumulate in animals and humans is 
crucial for the protection of current and future generations of people and wildlife. 
Numerous studies and research projects have demonstrated that wildlife1 and the general 
population2 is contaminated with an increasing body burden with human-made 
substances. In contrast, the identification of PBTs under REACH has been very slow. We 
are hopeful that the implementation of these new CLP hazard classes will eventually lead 
to a reduction of the overall burden of such substances in the natural environment and in 
the general population. This is in agreement with the Commission zero pollution ambition 
for a non-toxic environment. 

1. Possibility of categorisation: use of screening criteria 

Question 1: Do you agree with the conclusion that establishing CLP hazard categories for 
suspected PBT/vPvB based on PBT/vPvB REACH Annex XIII screening criteria is not 
sound? 

 
1 CHEM Trust, June 2021. Chemical pollution is impacting UK marine and freshwater wildlife. 

https://chemtrust.org/chemical-pollution-uk-aquatic-wildlife/  
2 https://www.hbm4eu.eu/  

http://www.chemtrust.org/
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CHEM Trust supports the establishment of CLP hazard categories for PBT and vPvB 
hazard classes, in particular the inclusion of suspected categories (category 2) for 
PBT and vPvB hazard classes. 

A category 2 is supported for the following reasons: 

• Including a category 2 would allow to serve the CLP goals better by facilitating 
hazard identification of harmful PBT/vPvB properties and enabling more 
transparency and efficient communication in the supply chain. 

• It would make the proposal coherent to the current CMR classification with the 
categories for ‘known and resumed’ CMRs and ‘suspected CMRs’. 

• It would enable a better use of the available scientific data which often present a 
complex picture, may have gaps and lead to inconclusive assessments (see PBT 
expert group: https://echa.europa.eu/pbt). 

• It would create an incentive for companies to generate more data in order to prove 
that a substance suspected to be a PBT/vPvB is not. 

• It would serve the purpose of downstream legislations to address suspected 
PBT/vPvB. 

• It would promote innovation aiming at chemical substitution in order to reduce the 
accumulation of persistent and potentially harmful substances in humans and 
wildlife. 

• It would help preventing regrettable substitution of PBT/vPvB chemicals with other 
potential PBT/vPvB chemicals. 

Proposal for PBT category 2: 

In CHEM Trust view, the criteria for placing substances in the PBT category 2 merit further 
discussion. As a starting point we propose a weight of evidence determination which could 
include a combination of positive results from screening criteria with additional supporting 
information for (v)P, (v)B and T properties based on other available evidence. Some 
scientists have proposed that consideration of long-range transport potential should be 
given more weight in the assessments3. A strong emphasis should also be placed on 
findings from human biomonitoring data in the general population. 

2. Use of PBT criteria 

Question 2: Do you agree that using PBT/vPvB criteria of Annex XIII to REACH A XIII is 
sound to identify in CLP substances as PBT/vPvB? 

CHEM Trust insists that the way the criteria are being defined in CLP should not 
make it more difficult to identify a substance as PBT/vPvB than it currently is in 

 
3 Zarfl, C. and Matthies, M., 2013. PBT borderline chemicals under REACH. Environmental Sciences 

Europe, 25(1), pp.1-11. https://enveurope.springeropen.com/articles/10.1186/2190-4715-25-11  

 

http://www.chemtrust.org/
http://www.chemtrust.org/de
https://echa.europa.eu/pbt
https://enveurope.springeropen.com/articles/10.1186/2190-4715-25-11
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REACH. Therefore, the complete wording of Section 3.2 of REACH Annex XIII 
(Assessment Information) needs to be transferred to the new CLP entry, including the 
existing specification ‘Other information, such as information from field studies or 
monitoring studies, provided that its suitability and reliability can be reasonably 
demonstrated. ´ 

In terms of updating, ED categories 1 and 2 should be added to the T criterion as well as, 
Carcinogens category 2 and Mutagens category 2. Terrestrial organisms toxicity should 
also be added to the T criterion.  

3. Alternative approach to animal testing for environmental endpoints 

Question 3: Do you agree on the introduction of statements supporting the use of test 
results obtained via alternative approach to animal testing for toxicity and 
bioaccumulation?  

CHEM Trust supports the introduction of statements supporting the use of tests 
results obtained via alternative approach to animal testing for toxicity and 
bioaccumulation, as well as a statement supporting the use of read across and 
grouping in a precautionary manner: always considering the default toxicity 
equivalent to the most toxic substance in a group until proven otherwise. 

 

5. T criteria 

CHEM Trust supports the proposed inclusion of endocrine disruption (ED category 
1) as element of the T criterion.  

Furthermore, CHEM Trust strongly advocates for a more protective approach and 
recommends to also include Carcinogens category 2, Mutagens category 2 and ED 
category 2 as well as neurotoxic and immunotoxic compounds. 

 

7. Hazard communication 

Question 7 – What are the views of the experts regarding the hazard communication 
strategy proposed for PBT and vPvB? Would the experts consider applying the hazard 
communication for aquatic chronic toxicity to all PBT, vPvB whether they are chronically 
toxic to aquatic organisms or not? 

CHEM Trust is not in favour of only applying the hazard communication for aquatic 
toxicity to all PBT, vPvB.  

http://www.chemtrust.org/
http://www.chemtrust.org/de
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CHEM Trust recommends that the hazard statements should reflect the specificity 
of these new hazard classes. This includes persistence, bioaccumulation in animals 
and humans, irreversibility, and human health toxicity. e.g.: 

• Accumulate in living organisms including in humans with long lasting effects 

• Accumulate in breastmilk 

• Accumulate in humans and can be transferred from the mother to the baby 

It is expected that on the toxicity aspect it will overlap with other existing hazard 
categories. The relevant hazard statements from the toxic hazard categories should be 
applied. 

 

http://www.chemtrust.org/
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