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Section A6.8.1 

Annex Point IIA6.8.1 

Teratogenicity Study 
Developmental toxicity in the mouse 

 

Table A6_8-1. Table for Teratogenic effects (separate data for all dosage groups)  

Maternal effects 

Modify if necessary and give historical data if available 

Parameter control data 

low dose 
medium 

dose 
high 
dose 

dose-
response 

+ / - historical  study  

Number of dams examined       

Clinical findings during application of 
test substance 

      

Mortality of dams  
state % 

      

Abortions       

Body weight gain 
day 0-x, day 0-y, day x-y, day 0-end of test,  

      

Food consumption        

Water consumption 
if test substance is applied with drinking 
water 

      

Pregnancies  
pregnancy rate or % 

      

Necropsy findings in dams dead before 
end of test 
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Section A6.8.1 

Annex Point IIA6.8.1 

Teratogenicity Study 
Developmental toxicity in the mouse 

 

Table A6_8-2. Table for Teratogenic effects (separate data for all dosage groups)  

Litter response (Caesarean section data) 

Modify if necessary and give historical data if available 

Parameter control data 

low dose 
medium 

dose 
high 
dose 

dose-
response 

+ / - historical  study  

Corpora lutea 
state total/number of dams 

      

Implantations 
state total/number of dams 

      

Resorptions  
state total/number of dams 

      

total number of fetuses       

pre-implantation loss 
state % 

      

post-implantation loss  
state % 

      

total number of litters       

fetuses / litter       

live fetuses / litter 
state ratio 

      

dead fetuses / litter 
state ratio 

      

fetus weight (mean) 
[g] 

      

placenta weight (mean)  

[g] 

      

crown-rump length (mean) 
[mm] 

      

Fetal sex ratio  
[state ratio m/f] 
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Section A6.8.1 

Annex Point IIA6.8.1 

Teratogenicity Study 
Developmental toxicity in the mouse 

 

Table A6_8-3. Table for Teratogenic effects (separate data for all dosage groups)  

Examination of the fetuses 

Modify if necessary and give historical data if available 

Parameter control data 

low dose 
medium 

dose 
high 
dose 

dose-
response 

+ / - historical  study  

External malformations*  
[%] 

      

External anomalies*  
[%] 

      

Skeletal malformations*  
[%] 

      

Skeletal anomalies*  
[%] 

      

Skeletal variants* 
[%] 

      

Visceral malformations*  
[%] 

      

Visceral anomalies*  
[%] 

      

Variants visceral* 
[%] 

      

 

CA-Table 1 

 

 

 






