NICEATM-ICCVAM Draft - AMCP Testing Strategy Summary Review Document 01 April 2009
Appendix G: Data Used for the Performance Analysis of the AMCP BRD
In Vivo Classification EpiOcular Data BCOP Data’
Code SHllgh "
Number | . o Vte“tl EpiOcular EPA BCOP EPA EPA EPA EPA
onten GHS EPA ETs’ Classification Score Classification Classification BCOP Score Classification Classification
(Draize) (Draize) Scores of EpiOcular (10 min) (Cat 1 >75; (Cat1>55.1; (3 min) (Cat1>75;3 | (Catl1>55.1;3
(min) ETs Scores 10 min) 10 min) min) min)
H N Not Cat 11 9.4 11T 14 11T 11T 2.85
© Classified ategory : : . .
1 N Not Cat 11T 12 11T 0.6 11T 11T 0.3
© Classified ategory : e . .
J No Not Category 11T 19.3 11T 7.7 11T 11T 2.6 - -
Classified gory : : :
K N Not Category IV | >240 v 03 1 1 0
© Classified ategory : . .
P No Not Category IV 125.8 v 1.1 11T 11T -0.3 - -
Classified oy : : :
R N Not Category IV | >240 v 02 1 1 0.6
© Classified ategory : e . .
T No Not Category IV 31.6 11T 1.8 11T 11T 0 - -
Classified gory : :
w N Not Cat v 39.6 11T 5.7 11T 11T 3.5
© Classified ategory : : : . .
AG No Category 1 Category | <0.17 1 391.9 1 1 - - -
AH No Category 1 Category | 0.4 1 255.7 1 1 - - -
Al No Category 1 Category [ <0.17 1 354.7 1 1 - - -
Al No Category 1 Category | <0.17 1 357.1 1 1 - - -
AK Yes Category 1 Category [ <0.17 1 4443 1 1 - - -
AL Yes Category 2A | Category I <0.17 1 353.6 1 1 - - -
AM Yes Category 1 Category [ <0.17 1 135.8 1 1 - - -
AN No Category 1 Category [ 1.5 1 113.5 1 1 - - -
AO Yes Category 1 Category | <0.17 1 216.2 1 1 - - -
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AP No Category 1 Category [ <0.17 1 393.3 1 1 - - - 1

AT No Category 1 Category | <1 1 85.6 1 1 49.8 - - 1

AU No Category 1 Category [ <1 1 122.2 1 1 64.5 - - 1

AV No Category 1 Category | <1 1 191.8 1 1 68.8 - - 1

AX Yes Category 1 Category [ <0.17 1 157.3 1 1 - - - -

BB Yes SCNM Category IV > 240 )\ 2 111 111 0 111 111 111
Not

BE No Classified Category III 4 I 15 I I - - - I
Not

BK No Classified Category III 9.4 I 6.7 I I 2.6 - - I
Not

BM Yes Classified Category IV 4.9 I 25.4 1I 1I 11.6 I I I
Not

BL Yes Classified Category IV 6.7 I 6 I I 7.7 I I I
Not

BN No Classified Category IV 1.8 1 13.5 I I - - - I

Abbreviations: Cat 1 = EPA Category I; GHS = Globally Harmonized System (UN 2003), EPA = Environmental Protection Agency classification system (EPA 1996), BCOP = Bovine Corneal Opacity
and Permeability, SCNM = Study Criteria Not Met, (-) indicates data was not available.

! Formulations with greater than 5% solvent are tested using a 3 minute exposure in the BCOP test method.

?ETsoscores represent the time of exposure after which viability is reduced 50%.

3BCOP data are presented using two different decision criteria: 1) in vitro irritation score (IVIS) > 75 is an EPA Category I; 2) IVIS > 55.1 is an EPA Category I (see Section 2.0 of the ICCVAM SRD

for more details on BCOP decision criteria)




