
A view to substitution



❖ SVHC = Substances of Very High Concern

❖ MHC = Most Hazardous Chemicals

❖ SoC = Substances of Concern

→ Grouping of substances/mixtures based on 

their classification

→ Used for simplifications of regulatory

measures

Different groups of classification



Different groups of classification

Source: unknown



❖ SVHC = Substances of Very High Concern

– e.g. REACH-authorisation, WFD

❖ MHC = Most Hazardous Chemicals

– e.g. GRA

❖ SoC = Substances of Concern

– e.g. EDPR, PPWR, Taxonomy

Where does it matter?



“The replacement or reduction of hazardous substances in products or processes by 
less hazardous or non-hazardous substances, or by achieving an equivalent 
functionality via technological or organisational measures.”

(source: ECHA)

❖ Final objective of REACH-authorisation

❖ Can be also found e.g. in the BPR, OSH, PPP

❖ Right now focus on MHC, SVHC and SoC

❖ Assessment of alternatives (chemical or other)

❖ Substitution plan

❖ COM is working on a substitution-framework

„Substitution-principle”



Hazard = a source of danger

Risk = possibility of loss or injury
(source: Merriam Webster Dictionary)

A Hazard is something that has the potential to harm you.

Risk is the likelihood of a hazard causing harm.
(source: EFSA)

 → Risk = Hazard * Exposure

Hazard- vs. risk-based approach



Risk = Hazard * Exposure
 

 → If at least Exposure or Hazard is 0 then also Risk is 0

Examples from the chemicals legislation:

 - There is no risk, if you can exclude exposure

 → Registration-exemption for intermediates, if under strictly controlled 
  conditions (Exposure = 0)

 - The (chemical) risk of a non-classified substance is 0

 → No need for a SDS nor CLP-labelling

→ Under the risk-based approach “Risk=0” means “safe use”

Hazard- vs. risk-based approach



Hazard-based approach focuses stronger on properties:

 Risk = Hazard * Exposure

And postulates that Exposure will always be >0

 Risk = Hazard * Exposure (>0)

→ Risk can be only 0, if Hazard = 0

Now we need to agree as society, which hazards we accept

 → BP active substances: knock-out-criteria for CMR 1A/B, EDs

 → REACH-restriction: ban of CMR 1A/B substances in consumer uses

Hazard- vs. risk-based approach



❖ GRA: Generic approach to risk management

❖ Comes from the CSS

❖ Strong focus on precautionary

principle

❖ Hazard-based approach

❖ Should be applied to

– consumer uses

– some professional uses

– not industrial uses

❖ for MHCs

Generic approach to risk-management



❖ Should address current weakness and inefficiencies

❖ Speed up regulation

❖ Part of the envisaged reform of the REACH authorisation and 

restriction, once REACH is revised

❖ In principle, nothing new, but the extend is wide:

– REACH-restrictions (consumer uses, CMR)

– product legislation (e.g. toys, cosmetics)

– diverse exclusion criteria (e.g. active substances, 

additives)

Generic approach to risk-management



Essential use concept

❖ EUC: Essential use concept

❖ Comes from the CSS

❖ Published in April 2024 as Communication of the 
Commission

❖ Not legally binding

❖ It should improve protection of human health and 
environment

❖ Focus on MHCs

❖ MHC should be only allowed when:
– there use is essential for society and

– there are no alternatives available.

❖ Legislation should become more predictable and faster

https://environment.ec.europa.eu/document/download/fb27e67a-c275-4c47-b570-b3c07f0135e0_en?filename=C_2024_1995_F1_COMMUNICATION_FROM_COMMISSION_EN_V4_P1_3329609.PDF


EUC Communication

❖ 4 crucial concepts:
– MHC

– Necessary for health or safety

– Critical for the functioning of society

– No acceptable alternatives



MHC – Most Hazardous Chemicals



Necessary for health or safety



Critical for the functioning of society



No acceptable alternatives



Assessment of a use of a substance

❖ 2 steps
– Assessment of the necessity for health or safety and the criticality

for the functioning of society

– Assessment of alternatives

❖ There is no order, which assessment happens first.

❖ In principle, it should be a filter to quickly exclude all cases 
of clear essential and non-essential uses.



Assessment – healt/safety/society



Assessment – alternatives



❖ The EU has different tools that directly / indirectly promote 

substitution

❖ Substitution does not necessarily point to greener chemicals, also 

safety is an issue

❖ Hazard based approach dominates

❖ Potential of conflicts between different objectives

❖ Can support innovation towards green solutions

Putting in perspective to Green Chemistry



… for your questions and opinions!

Marko Sušnik

Wirtschaftskammer Österreich

E: marko.susnik@wko.at

Now I am looking forward…

mailto:marko.susnik@wko.at


❖ Let´s develop a new concrete product for the EU-market.

❖ Now:

– Analyse the relevance and possible consequences of a 
classification for product development in the light of Green 
Chemistry.

– For this:

» organise in two groups of 4;

» you have 25 minutes working time;

» then each group presents her results;

» continued by a joint discussion and analysis.

Exercise
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