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Integrated testing strategy for acute toxicity under REACH

Prévention du risque chimique, France, 2007
Registration, Evaluation, 
Authorisation of ChemicalsREACH

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

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

No further testing required.

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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The substance is classified as corrosive to the skin.

The substance is gaseous.

A study on acute toxicity by the inhalation route is available.

Existing data suggest a concern of acute toxicity at non-
corrosive levels.

Perform2 acute toxicity testing by oral route.

–  Inhalation of the substance is 
unlikely;

AND
–  skin contact in production and/or 

use is likely;
AND

–  the physicochemical and 
toxicological properties suggest 
potential for a significant rate of 
absorption through the skin.

Perform2 acute toxicity testing by 
dermal route.

Exposure of humans via inhalation 
is likely taking into account the 
vapour pressure of the substance 
and / or the possibility of exposure to 
aerosols, particles or droplets of an 
inhalable size.

If not already performed, perform2 acute toxicity testing  
by inhalation.

Choose additional route(s) of exposure.


