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Stage 0:  
Structure Activity Relationships (SAR), screening tests and physico-chemical properties 
(of substances and impurities)  

Stage 2:  
Consider rational for in vivo study selection; may include: 
 -  Mutagenic endpoints identified in Stage 1 in vitro tests 
 -  Tumour target tissues in carcinogenicity studies  
 -  Potential for germ cell genotoxicity 
 - Where exposure is high, or moderate and prolonged 
 - Site of contact tissues  
 

Substance is not 
mutagenic 

 

Insufficient evidence to 
assess the mutagenicity 

of the substance 
Review available data and 

make pragmatic 
conclusions based on 

weight of evidence 
 

POSITIVE: if data is robust 
consider substance to be 

in vivo somatic cell 
mutagen and possible 

germ cell mutagen  
 

Undertake one or more of the following recommended 
assays: 

1. Micronucleus assay  
2. Transgenic mutation test 
3. Comet assay 
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