Annex IV
Data Used for the Performance Analysis of the Alternate AMCP Testing Strategy
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In Vivo

; 3
Classification EpiOcular BCOP
Code | H9h EPA EPA EPA EPA
Solvent GHS EPA ETso EPA IVIS |Classification |Classification IVIS Classification |Classification
(Draize) (Draize) (min)? | Classification | (10min) | (Cat1>75; |(Cat1>55.1; | (3min)* | (Cat1>75; |(Cat1>55.1;3
10 min) 10 min) 3 min)* min)*
Not
H NO— | Classified I 94 I 14 1] 1 2.85 i i
Not
! NO | Classified | ' 12 Il 0.6 1] 1l 0.3 - ]
Not
’ NO | Classified gl 19.3 i 7.7 i i 2.6 - ;
K No Not AV >240 AV 0.3 1l 1] 0 - -
Classified '
P No Not AV 125.8 AV 1.1 1l 1] -0.3 - -
Classified ' : '
R No th. v >240 v 0.2 1l 1l -0.6 - -
Classified : '
Not
T NO | Classified | 'V 316 1] 18 I 1l 0 ] .
W No Not v 39.6 1] 5.7 1l 1] 35 - -
Classified ' ' :
AG No 1 | <0.17 | 391.9 | | - - -
AH No 1 | 0.4 | 255.7 | | - - -
Al No 1 | <0.17 | 354.7 | | - - -
Al No 1 | <0.17 | 357.1 | | - - -
AK Yes 1 | <0.17 | 444.3 | | - - -
AL Yes 2A | <0.17 | 353.6 | | - - -
AM Yes 1 | <0.17 | 135.8 | | - - -
AN No 1 | 15 | 1135 | | - - -
AO Yes 1 | <0.17 | 216.2 | | - - -




In Vivo . 3
Classification EpiOcular BCOP
Code | . High EPA EPA EPA EPA
Solvent GHS EPA ETs EPA IVIS |Classification |Classification IVIS Classification |Classification
(Draize) (Draize) (min)®> | Classification | (10 min) | (Cat1>75; |(Cat1>55.1; | (3min)* | (Cat1>75; |(Catl3>55.1;3
10 min) 10 min) 3 min)* min)*
AP No 1 | <0.17 | 393.3 | | - - -
AT No 1 | <1 | 85.6 | | 49.8 - -
AU No 1 | <1 | 122.2 | | 64.5 - -
AV No 1 | <1 | 191.8 | | 68.8 - -
AX Yes 1 | <0.17 | 157.3 | | - - -
BB Yes SCNM v >240 AV 2 1l 1l 0 i 1l
Not
BE No Classified 1l 4 1] 15 1l 1] - - -
Not
BK No Classified 1 9.4 1 6.7 1l 1l 2.6 - -
Not
BM Yes e AV 49 1 25.4 1 1 11.6 1l 1l
Classified
BL Yes Not v 6.7 1 6 1l 1] 1.7 i 1l
Classified ) )
Not
BN No Classified AV 1.8 | 135 11 1] - - -

Abbreviations: BCOP = bovine corneal opacity and permeability, EPA = U.S. Environmental Protection Agency, GHS = Globally Harmonized System, IVIS = in
vitro irritancy score, SCNM = study criteria not met.

! High solvents are substances with solvent or glycol ether concentrations >5% (as defined in the AMCP BRD).
2 ETsy, values represent the time needed to reduce cell viability by 50%.

® The BCOP test method data were evaluated using either the decision criteria in the AMCP BRD (VIS >75 for EPA Category I) orin the 2006 ICCVAM BRD
(IVIS >55 for EPA Category I).

* Three-minute exposure data were only considered for substances identified as high solvents.






