
   14 February 2022 

 

CHEM Trust follow-up on DMEL workshop 31 January 2022 

 

CHEM Trust welcomes the opportunity to send written comments as a follow-up to the Wood/Ramboll 
workshop 31 January 2022. 

We have some general comments to the overall concept of implementing DMELs for non-threshold 
substances into REACH and harmonising reference values and some inputs to the raised policy questions. 

 

DMELs for non-threshold substances in REACH 

CHEM Trust understands the motivation to improve the use of semi-quantitative assessments to know 
better what the remaining risks from non-threshold substances are, and to ensure companies act according 
to their responsibility to avoid and minimise harmful effects. However, overall, we are concerned about 
extending the concept of DMELs to non-threshold substances in REACH.  

We are aware that DMELs have so far been used for some non-threshold hazards, but this is controversial 
and has been under debate for many years. REACH foresees the eventual replacement of all substances of 
very high concern and all procedures should support reaching this goal.  

Now, we have a new situation which emphasises the need for an increased level of protection even more: 
with the CSS, there is a clear commitment to a zero-pollution vision to achieve a toxic-free environment. 
Therefore, we do not support a mandatory extension of the DMEL concept to other hazards and to be used 
in general, because the idea of substituting hazardous substances in the first place should not be 
undermined. And this is even more relevant when it comes to hazardous non-threshold substances. 

The complexity of assessing data for deriving DMELs for non-threshold substances is high because the 
current level of evidence is generally insufficient for hazards other than mutagens. The threshold 
mechanisms e.g. for respiratory sensitizers is not known. Regarding endocrine disrupters (EDs), there is a 
scientific consensus that some modes of action are without thresholds, and due to the occurrence of low 
dose effects, NMDRs, and the intercommunication between different hormonal systems, many 
endocrinologists regard EDs as non-threshold substances by default. The lack of data on endocrine 
disrupting effects and the lack of test methods to adequately predict all known endocrine disrupting effects 
make DMEL derivation very uncertain, and almost impossible, in particular for substances in the 1-10 t 
tonnage level.  We noted that the concern about the lack of knowledge related to DMEL setting was shared 
by many workshop participants. 

The DMEL concept for non-threshold substances may be of value for authorities in cases where the risk of a 
specific pollution or other exposure scenario must be determined, e.g. when deciding on further obligations 



for companies, regulatory measures or considering appropriate remedial options. However, even in these 
cases, the lack of knowledge should be carefully considered, and additional assessments factors must be 
used to cover the uncertainty in such cases. 

 

Harmonisation of reference values 

Overall, when implementing the OSOA principle for EU assessments, the introduction of harmonised 
human and environmental toxicological reference values (DNELs, DMELs, PNECs) may seem to be a logical 
and resource-efficient way forward ensuring consistency in regulation and providing reference values to be 
used by downstream regulation. 

However, CHEM Trust is sceptical about the way the harmonisation of reference values would work in 
practice. We are very concerned that these lists of ‘fixed’ harmonised reference values may get quickly 
outdated and lead to a situation where the latest scientific advances are not taken into account in new 
assessments.  

Experience has shown that when a substance ends up on a formal list, it often takes many, many years 
before the data is updated, if ever, because many other substances are also awaiting assessment. Updating 
often occurs only for substances that are under public or scientific debate, and even in these cases it often 
seems very difficult to change the existing value once it has been set, even when new scientific findings 
emerge; bisphenol A is an example of this. 

CHEM Trust recognises that it would be beneficial to know the reference value that has been used for a 
particular assessment, e.g. with respect to classification under the CLP. Therefore, CHEM Trust is very much 
in favour of more transparency around reference values; e.g. the RAC should be obliged to make 
transparent the reference values that have been decisive for the final classification of the substance. and 
this could also be required as standard information for all EU assessments. 

 

 


