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*) All values are based on the final predictive decisions of the study calculated on the basis of the median of the

individual laboratory predictions. Since the predictions are essentially categories (i.e. positive or negative) and take
values of either 1 or 0, the final decision can be derived by using either the median or the mode.
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EpiSkin EpiSkin Moditied EpiDerm SkinEthic test
test method test method test method method
(58 chemicals') (20 reference (20 reference (20 reference
chemicals}} chemica]s3) chemica153)
Specificity (%) > 71.1 76.9 69.2 69.2
Sensitivity (%) * 84.6 85.7 85.7 100
Overall Accuracy 74.1 80 75 80
(%) *

1) The test substances from the ECVAM Skin Irritation Validation Study (SIVS) conducted from 2003 to 2007.
2) Based on the median (or mode) of the individual laboratory predictions. The values in parentheses provide the
correct predictions per total number of substances either per categorical group (for sensitivity and specificity
values) or per total number of substances tested (for accuracy value).

3) Original 20 RC from the ECVAM Performance Standards May 2007

2. ECVAM (Z L AMEREREHE|Z BT BB B L F8 i S T- IEREME D 0D J i
2.1 ZRYE DT AR
EU T UN GHS > A7 AOHMIZLD 1 MAZEOZEHEIZLY, ECVAM IZEAMEREEEED AR IZFLE S



T-Z WX RIPRIEEFERITANE DB OBHIRIC TIdelle o7z,

ZORIBEEMORE (72 b ERRANC ARSI TWDZ e BN 2 IERIIS Mo F 92 BRI (2 %F
WA D728, ZIRYE Oy MAEFS Iz, BRSNS BYE O&y ML, B AE IR IE I
X DY F R DN T — ar & EE L T, ECVAMIZES SIVS TD 58 DB 25 L2, UN GHS T
0> Episkin {E TR OV AR IE LA I SR EL TS,

HIBR: kD 6 >OWEZEIFR FEIMNOEAEI invivo 227 %2%)
1) d-propylene glycol (0)

2) allyl heptanoate (1.7)

3) terpinyl acetate (2.0)

4) tri-isobutyl phosphate (2.0)

5) alpha-terpineol (2.7)

6) butyl methacrylate (3.0)
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1) cinnamaldehyde (2.0)

2) 2-chloromethyl-3,5-dimethyl-4-methoxypyridine HCI (2.7)

3) 5% potassium hydroxide (3.0)

4) benzenethiol, 5-(1,1-dimethyl)-2 methyl (3.3)

5) 1-methyl-3-phenyl-1-piperazine (3.3)

6) 1,1,1-trichloroethane (4.0)

IHIT, WHESAZSIRWE (R 2) 13RO FLERT27,

1. &SI TS

2. J#ii7e Draize SR RIIEA =Y (FEREAMED HIRATEME) IZOWTIRERITH D

3. WEENIAMETHD

4. NYF —ar O THE A SN L FER7EREIZ DOV TREIN THD

5. HEREIET v T 7 AL (I, T A ENE) | BREEAVZ R R SRR BE FE AL (S DU TRIED 2

2 Wshi-ZWRWHE



EU GHS-EU EPISKIN
Invivo | in vivo in vivo classifi-
Nr. | Reference Chemical Score | category | category cation
1 I-bromo-4-chlorobutane 0 no no category |
2 | diethyl phthalate 0 no no category NI
3 | naphthalene acetic acid 0 no no category NI
4 | allyl phenoxy-acetate 0.3 no no category NI
5 | isopropanol 0.3 no no category NI
6 | 4-methyl-thio-benzaldehyde 1 no no category |
7 | methyl stearate 1 no no category NI
8 | heptyl butyrate 1.7 no optional cat. 3 NI
9 | hexyl salicylate 2 R38 optional cat. 3 NI
10 | cinnamaldehyde 2 R38 optional cat. 3 |
11 | 1-decanol * 2.3 R38 category 2 I
12 | cyclamen aldehyde 2.3 R38 category 2 I
13 | 1-bromohexane 2.7 R38 category 2 I
14 ] 2-chloromethyl-3,5-dimethyl-4-methoxypyridine HCI 2.7 R38 category 2 I
15 | 5% potassium hydroxide 3 R38 category 2 I
16 | di-n-propyl disulphide * 3 R38 category 2 NI
17 | benzenethiol, 5-(1,1-dimethylethyl)-2-methyl 33 R38 category 2 I
18 | 1-methyl-3-phenyl-1-piperazine 33 R38 category 2 I
19 | heptanal 4 R38 category 2 I
20 | 1,1,1- trichloroethane 4 R38 category 2 I

*) Substances which are irritant in the rabbit but for which there is reliable evidence that they are non-irritant in

humans.
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Defined Accuracy Values
Specificity (%) 70
Sensitivity (%) 80
Overall Accuracy (%) 75
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