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EC Commission roadmap on ED criteria

• Identification

• Approaches to regulation

Thresholds for EDs under REACH authorisation
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4 options proposed in ED Roadmap

• Option 1: No specific ED criteria 

• Option 2: Yes/No decision based on WHO/IPCS

• Option 3: 3 Categories with different strength of the evidence

• Option 4: Potency included in hazard characterisation

?

potency
cut-off



CHEM Trust prefers option 3

• Transparent overview of the level of evidence

• All data considered (beyond EATs), trigger for more data

BUT:

• Keep in mind legal text (“may cause adverse effects”)

• Aim for “plausibility” rather than “final proof”



Option 4 is not an option

No potency cut-off because

• Arbitrary: no science-based justification

• Great variation between different species, therefore a cut-

off may overlook harmful EDs

?



Option 4 is not an option

No potency cut-off because

• Weakly potent EDs with high exposures not addressed

• Many weak EDs can act together

• Identification of CMRs not based on potency



EC Commission roadmap on ED criteria

• Identification

• Approaches to regulation

Thresholds for EDs under REACH authorisation



COM suggests 3 approaches

A No change in regulatory provisions

B Introduction of further elements of risk assessment

C Introduction of socio-economic considerations



CHEM Trust prefers approach A

• Essential elements adopted by the legislator cannot 

be changed via delegated acts

• Derogations available, for well-justified cases

• ED cut-off only implemented at re-authorisation

No regulatory changes to the existing EU laws
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Granting of authorisations based on

Adequate control route Socio-economic route

− Threshold CMRs

Art. 60.2 Art. 60.3

− Non-threshold CMRs

− PBTs/vPvBs  

? ? 

(identified under “equivalent concern”) 
EDs



COM review paper (July 2014)

• Non-threshold, unless applicant demonstrates a threshold

• thresholds of adversity may be very low or even absent during 

development 

• Limitations of test methods to identify a possible threshold

- Not all relevant sensitive endpoints covered

- Effects manifesting in old age are not included 

- Extrapolation from high doses to low doses may be problematic 



• Missed opportunity to treat EDs similar to PBTs/vPvBs

• No mention of rising trends of endocrine related diseases and 

disorders 

• Increased uncertainties in the determination of safe thresholds 

is acknowledged

• Advice to companies: take it as a strong steer to substitute

CHEM Trust view on COM review



SIN list 3.0

• Early warning system for SVHCs

• SIN list includes substances with 

ED properties

• used by companies, investors, 

authorities





http://www.subsport.eu/



Conclusions

Prerequisite for ED regulation: separate science-based 

identification from economic considerations

No place for potency cut-off in ED identification 

Put resources into substitution instead of searching for 

uncertain ’safe’ levels

Impact assessment needs to address benefits of EDC 

reductions for health and environment
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