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CLP - all chemicals on the market (no information requirements)

Horizontal legislation:

Vertical legislation:
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REACH 

Registration & Evaluation > 1 tonnes

(information on systemic health effects + 

chemical safety report > 10 tonnes)

Authorisation & Restriction based on concern

Downstream legislation
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THE ECOSYSTEM OF CHEMICALS LEGISLATION
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Chemical Risk Assessment: five stepsEvolving chemical environment

What we know - tip of the iceberg

https://www.eea.europa.eu
/soer

https://www.eea.europa.eu/soer
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GLOBALLY HARMONISED SYSTEM FOR CLASSIFICATION & LABELLING

- systemic
- non-systemic

- acute toxicity
- carcinogenicity
- mutagenicity
- reproductive toxicity
- target organ toxicity

Hazards:
- Physical
- Health
- Environmental

- endocrine disruption
- immunotoxicity
- neurotoxicity

- endocrine disruption
- PBT, vPvB
- PMT, vPvM
- hazardous to the terrestrial environment

hazardous to 
- aquatic environment
- ozone layer
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Substances identified as endocrine disruptors at EU level*
(complete list 108 substances)

* https://edlists.org/the-ed-lists/list-i-substances-identified-as-endocrine-disruptors-by-the-eu

25 substances with ED Health effects:

11 substances harmonised classified Repr. 1b

1 substance harmonised classified STOT RE 1

1 substance harmonised classified Asp. Tox. 1

1 substance harmonised classified Aquatic acute & chronic 1, but without health class

11 substances without harmonised classification, 
9 with similar structure to other EDs on the list + 2 REACH registered substances with no self-
classification

https://edlists.org/the-ed-lists/list-i-substances-identified-as-endocrine-disruptors-by-the-eu
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ACUTE TOX.
1703

CARC.
1151

MUTA.
575

STOT RE
552

REPR.
388

STOT SE
297

ONLY ACUTE 
TOX.

985 (58%)

ONLY CARC.
387 (34%)

ONLY MUTA.
18 (3%)

ONLY STOT RE
74 (13%)

ONLY REPR.
96 (25%)

ONLY STOT SE
113 (38%)

CHEMICALS WITH EU HARMONISED CLASSIFICATIONS

FOR SYSTEMIC HEALTH HAZARDS
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INTERMEDIATE EFFECTS ADVERSE OUTCOME

ACUTE 
TOX.

CARC.

STOT RE

REPR.

STOT SE

NEUROTOX

CHRONIC
INFLAMMATION

CELL 
PROLIFERATION

ED

- Identify intermediate effects 
leading to adverse outcome
- Stop predicting adverse 

outcome
- Avoid redundancy & identify 
gaps upstream
- Keep current protection
levels

MUTA.

IMMUNOTOX
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What do we want to achieve?

➢ consider all chemicals on the market* & evaluate them according to 
concern

➢ minimise animal testing during “phase-out” period

➢ eventual aim of complete replacement

Chemicals 2.0 –
a long-term objective for chemical safety assessment
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Chemicals presumed to be 
non-hazardous

Hazardous chemicals

Chemicals of high concern

PRINCIPLE OF EQUIVALENT PROTECTION: 
MAKE THE SAME DECISIONS, NOT NECESSARILY THE SAME PREDICTIONS

Ban for some or all uses

Restrict via concentration limits
Demonstrate safe use

Innovate
Use without restriction
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➢ Assign chemicals to groups 1-3 (low, medium & high concern)

➢ Existing data for already classified chemicals (high & medium concern) are 

used to calibrate the classification scheme resulting in equivalent protection

DEVELOPING A NEW CLASSIFICATION SCHEME
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NAMS CAPTURE CHEMICALS CURRENTLY TREATED AS GREEN, 
BUT BASED ON NO OR LIMITED INFORMATION

➢ Application of the new classification scheme to chemicals in the current low concern group will 
result in some additional classifications and thus an overall higher level of protection

Chemicals presumed to be 
non-hazardous

Hazardous chemicals

Chemicals of high concern Classification & Labelling 

Classification & Labelling +
Risk assessment

Demonstrate safe profile
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~15,000

2025 2030 2035 2040 2045

~100,000
BESIDES IDENTIFYING UNKNOWN

CHEMICALS OF CONCERN, WE

HOPE TO IDENTIFY LOW CONCERN

CHEMICALS SUPPORTING

REPLACEMENT AND SUSTAINABLE

BY DESIGN
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We received 23 NAM-based solutions to inform the development  of a future classification 
system for systemic toxicity of human health. 

There will be no winning solution! 

In March we meet with all contributors to compare and contrast the different 
solutions and co-create! 

https://single-market-economy.ec.europa.eu/epaa-launches-designathon-human-systemic-toxicity_en
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Information Requirements for Systemic Health Effects

Common information 
requirements
(One Substance -
One Assesment)

Specific information 
requirements
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Information Requirements for Systemic Health Effects

Common information 
requirements

Specific information 
requirements

R
E

A
C
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Basic information 
requirements
(support safe & sustainable
by design)
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https://single-market-economy.ec.europa.eu/events/commission-roadmap-phasing-out-animal-

testing-chemical-safety-assessments-2023-12-11_en
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Thank you
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