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mean maximum opacity score

category

0.0-0.5

06-15

16-25

26-4.0

Fluorescein retention

mean fluorescein retention score

at 30 min after treatment

category

0.0-0.5

06-15

16-25

26-4.0

2. ASSESSMENT OF THE EX VIVO EYE IRRITANCY CLASSIFICATION
The ex vivo irritancy classification is assessed by reading the irritancy
classification that corresponds to the combination of the category obtained
for corneal swelling, corneal opacity and fluorescein retention, which are

presented in the scheme below:
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Classification Combination of the three categories

A. Not irritating 3xl
2x 1 1x1l

B. Slightly irritating 3x
2x1l, 1x1
2x 1, 1 x

2x1 1xIVt
Lx11xM1xH*

C. Moderately irritating 3x

2x M, 1x1

2x M, 1 xIV?

2x M, 1x !

2x 1,1 xIV:

Lx M, 1xH,1xIV:

D. Severely irritating 3xIv

2x1v, 1Lx

2x1IV,1xI*

2xIV,1x I

immediate corneal opacity score
3

corneal opacity score 4

severe loosening of epithelium

T Combinations of categories less likely to occur.

2 Combination can be considered a borderline case between moderately and

severely irritating.

Where considerable inter-eye variation is found, the compound should be
retested.

3. EC-CLASSIFICATION OF EYE IRRITANTS AND EXTRAPOLATION
FROM EX VIVO RESULTS TO EC-CLASSIFICATION
According to Directive 83/467/EEC, Part Il (B) of Appendix 6, Dangerous

Substances Directive, 5th Adaptation, the in vivo irritancy grades are divided

into three classes, i.e. non-irritating (NI), irritating (R36) and severely
irritating (R41). Extrapolation from the ex vivo irritancy grade to the EC-
classification will be carried out using scientific judgement, redividing the
original four categories into three. The combinations of the three categories
that are allowed for each of the three classifications are mentioned in the
scheme below.

http://ecvam-sis.jrc.it/invittox/published/indexed 80.html

11/1/04 2:22 PM

Page 9 of 13



	Appendix A Publicly Available Protocols for the ICE Test Method- 
	A1 - INVITTOX Protocol 80. The Chicken Enucleated Eye Test (CEET) – Method of Prinsen



