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Table A6_1-4S-1. Table for skin irritation study  

Score 

(6 rabbits; exposure for 24 h under occlusive conditions) 

Examination 
time point 

Erythema 

(reddening) 

Edema 

(swelling) 

Grade sum 
  

(0 to maximum 4)# 

Intact skin 

24 h 7 5 

72 h 5 0 

Scarified skin 

24 h 11 6 

72 h 6 0 

Average* score intact skin 24h, 72h 1.0 0.4 

Average* score scarified skin 24h, 72h 1.4 0.5 

Reversibility:  not completely 
reversible 

 

completely 
reversible 

Average time for reversibility  72 h 
# Reddening (Erythema) 0 – 4                                                                                      

 0 = no reddening, 

 1 = mild, 

 2 = minimal to moderate, 

 3 = moderate to severe reddening, 

 4 = deep reddening, with partial cauterisation 

 

# Swelling (Edema) 0 – 4  

0 = no swelling, 

1 = very slight, 

2 = slight; margins well defined, 

3 = moderate; margins raised approximately 1 mm, 

4 = severe swelling; margins raised > 1 mm, swelling  
larger than the exposed area) 

  

* Remark: the original study bears no average scores. The above reported average scores were calculated 
following the recommendations of the EU and Norway authorities. In this case: for a 6-animal test a mean score 
was calculated across the two scoring times (24 and 72 hours) divided by 12 and across all 6 animals for edema 
grades and for erythema grades, separately. No information was provided at 48 hours. Two discrete assessments 
were done for intact and scarified skin. 
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