
Integrated testing strategy for skin irritation/corrosion under REACH

The substance1 is manufactured or imported in quantities ≥ 1 tonne per year

The substance is manufactured or imported in quantities ≥ 10 tonnes per year

The substance is spontaneously flammable in air at room temperature;
OR

the substance is classified as very toxic in contact with skin;
OR

an acute toxicity study by the dermal route does not indicate skin irritation up to the limit dose level  
(2000 mg/kg body weight);

OR
available information indicates that the criteria are met for classification as corrosive to the skin.

Available information indicates that the criteria are met for classification as irritating to eyes.

Perform2 in vitro study for skin corrosion.

The substance is classified as corrosive to the skin or as a skin irritant;
OR

the substance is a strong acid (pH < 2) or base (pH > 11.5).

In case of negative result, perform2 in vitro study for skin 
irritation.

Perform2 in vivo study for skin irritation.
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No further testing required.

No further testing required.

1. The substances concerned are:
a. non-phase-in substances manufactured or imported in quantities of 1 to 10 tonnes;
b. phase-in substances manufactured or imported in quantities of 1 to 10 tonnes and meeting the criteria in annexe III;
c. phase-in substances not meeting the criteria in annexe III and manufactured or imported in quantities of 10 tonnes or more.

2. A registrant may adapt the standard testing regime in accordance with the general rules set out in annexe XI section 1 (Testing does not appear scientifically necessary) and 2 (Testing is technically not possible). 
Under dossier evaluation the Agency may assess these adaptations to the standard testing regime.
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