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Table A-1 Phase I Agonist Plates Tested at XDS
: ECs, Was Plate Used | Reason Why
Plate I.D. Date Induction (L) ﬁ)r ]l)at‘a PlateUW?ls Not
nalysis se
XICT1BPA 01-Nov-07 3.7 2.8x10° Yes
XICT2BPA 01-Nov-07 4.9 1.9x 10° Yes
XICT3BPA 02-Nov-07 41 2.0x10° Yes
XICT4BPA 02-Nov-07 5.3 5.8 x 10°° Yes
XICT5BPA 02-Nov-07 53 2.7x10° Yes
XICT6BPA 02-Nov-07 5.8 2.4x10° Yes
XICT7BPA 02-Nov-07 3.9 1.7x10° Yes
XICT8BPA 02-Nov-07 4.1 2.1x10° Yes
XICT9BPA 08-Aug-07 4.7 2.2x10° Yes
XICT10BPA | 08-Aug-07 4.9 3.1x10° Yes

! Induction for historical database plates is measured by dividing the averaged highest E2 reference standard RLU value by the
averaged DMSO control RLU value.

Figure A-1
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Table A-2 Phase I Agonist Plates Tested at ECVAM

Reason
Plate L.D. Date Induction’ (ul;/(;;‘i) Wa?;)z‘jll)t:t.gsed v&‘z:;z;e
ysis Used
Ag09112007-001 | 09-Nov-07 7.7 2.1x10° Yes
Ag09112007-002 | 09-Nov-07 9.3 2.7x10°® Yes
Ag13112007-001 | 13-Nov-07 8.1 2.8x10° Yes
Ag13112007-002 | 13-Nov-07 10.1 23x10° Yes
Ag16112007-001 | 16-Nov-07 8.8 2.1x10°® Yes
Ag16112007-002 | 16-Nov-07 7.3 1.9x10° Yes
Ag19112007-001 | 19-Nov-07 7.3 2.7x10° Yes
Ag19112007-002 | 19-Nov-07 6.7 25x10°® Yes
Ag22112007-001 | 22-Nov-07 7.8 3.7x10° Yes
Ag22112007-002 | 22-Nov-07 7.4 41x10° Yes
Ag25112007-001 | 25-Nov-07 8.4 35x10° Yes
Ag25112007-002 | 25-Nov-07 9.0 36x10° Yes
Ag28112007-001 | 28-Nov-07 8.1 33x10° Yes
Ag28112007-002 | 28-Nov-07 6.9 32x10° Yes
Ag01122007-001 | 01-Dec-07 8.7 34x10° Yes
Ag01122007-002 | 01-Dec-07 8.8 31x10° Yes
Ag04122007-001 | 04-Dec-07 7.9 35x10° Yes
Ag04122007-002 | 04-Dec-07 6.9 35x10° Yes

[iN

Induction for historical database plates is measured by dividing the averaged highest E2 reference standard RLU value by the
averaged DMSO control RLU value.
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Figure A-2 Highest Non-Adjusted E2 and DMSO Values from Plates Tested at ECVAM
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Table A-3 Phase I Agonist Plates Tested at Hiyoshi
Was Plate Reason Why
Plate L.D. Date Induction' | ECs (ug/mL) | Used for Data Plate Was
Analysis Not Used
HirefsubAgl 28-May-07 52 27x10° Yes
HirefsubAg2 30-May-07 4.8 38x10° Yes
HirefsubAg3 | 04-Jun-07 16 49%10° No Failed
Induction
HirefsubAg4 | 06-Jun-07 27 55x10° No Failed
Induction
HirefsubAg5 | 11-Jun-07 35 28x10° Yes
HirefsubAg6 13-Jun-07 3.9 27x10° Yes
HirefsubAg7 18-Jun-07 38 36x10° Yes
HirefsubAg8 | 20-Jun-07 5.0 22x10° Yes
HirefsubAg9 25-Jun-07 4.0 41x10° Yes
HirefsubAg10 | 27-Jun-07 3.8 1.8x10° Yes
HirefsubAgll | 02-Jul-07 4.5 28x10° Yes
HirefsubAg12 06-Jul-07 6.3 42x10°® Yes

averaged DMSO control RLU value.
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Figure A-3 Highest Non-Adjusted E2 and DMSO Values from Plates Tested at Hiyoshi
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Experiments on 6/04/07 and 6/06/07 did not meet acceptance critera.
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Table A-4 Phase I Antagonist Plates Tested at XDS
Doy . Was Plate Reason Why

LD. Date Reduction” | ICsy (ng/mL) Us;dni;i;s?sata PlateU\;\;z:is Not

XICTAntlxls | 21-Dec-07 |  19.62 4.65x 10* Yes

XICTANt2.xls 21-Dec-07 15.98 5.18 x 10™ Yes

XICTAN3xls | 22-Dec-07 No cone

XICTAnNt4 xls 11-Jan-08 14.01 4.07 x 10™ Yes

XICTAnNt5.xls 11-Jan-08 15.230 4.43x10™ Yes

XICTAnNt6.xls 11-Jan-08 13.08 3.89x10* Yes

XICTANt7 xls 12-Jan-08 14.33 2.87 x10* Yes

XICTANt8.xls 12-Jan-08 14.61 4.07 x 10™ Yes

XICTANt9.xls 17-Jan-08 15.46 3.67x10* Yes

XICTANt10.xIs | 17-Jan-08 12.07 3.33x10* Yes

XICTAntll.xls | 18-Jan-08 15.20 429 x 10™ Yes

XICTAnt12.xls | 18-Jan-08 12.67 2.91x10* Yes

XICTANt13.xls | 21-Jan-08 11.85 5.71x10* Yes

XICTANt14.xls | 21-Jan-08 9.43 4.86 x 10 Yes

XICTAnt15.xls | 21-Jan-08 15.13 5.65 x 10 Yes

! Reduction for historical database plates is measured by dividing the averaged highest Ral/E2 reference standard RLU value by

the lowest averaged Ral/E2 reference standard RLU value.
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Figure A-4 Highest and Lowest Non-Adjusted Ral/E2 and DMSO Values from Plates Tested at
XDS'
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! The y-axis in this figure is set to the same scale as that used for the ECVAM and Hiyoshi data.

Figure A-5 Highest and Lowest Non-Adjusted Ral/E2 and DMSO Values from Plates Tested at
XDS'
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! The y-axis in this figure has been reduced to improve visualization of DMSO and Lowest Ral/E2 data.

M-101



ICCVAM BG1Luc ER TA Evaluation Report

Table A-5 Phase I Antagonist Plates Tested at ECVAM

Was Plate Reason Why
Plate 1.D. Date Reduction' | ICsy (ng/mL) | Used for Data | Plate Was Not
Analysis Used
Ag09112007-001 | 09-Nov-07 7.5 6.1x10" Yes
Ag09112007-002 | 09-Nov-07 8.9 44x10* Yes
Ag13112007-001 | 13-Nov-07 7.9 40x10™* Yes
AQg13112007-002 | 13-Nov-07 8.3 44x10™* Yes
Ag16112007-001 | 16-Nov-07 6.7 57x10* Yes
Ag16112007-002 | 16-Nov-07 8.1 42x10™* Yes
AQg19112007-001 | 19-Nov-07 7.4 55x10 Yes
Ag19112007-002 | 19-Nov-07 6.7 48x10* Yes
Ag22112007-001 | 22-Nov-07 8.1 43x10™* Yes
AQ22112007-002 | 22-Nov-07 7.8 42x10* Yes
Ag25112007-001 | 25-Nov-07 8.7 40x10* Yes
Ag25112007-002 | 25-Nov-07 9.2 38x10™ Yes
AQg28112007-001 | 28-Nov-07 8.3 35x10* Yes
Ag28112007-002 | 28-Nov-07 8.9 38x10* Yes
Ag01122007-001 | 01-Dec-07 7.7 36x10™ Yes
Ag01122007-002 | 01-Dec-07 7.8 3.1x10" Yes
Ag04122007-001 | 04-Dec-07 7.6 39x10* Yes
Ag04122007-002 | 04-Dec-07 75 40x10™* Yes

! Reduction for historical database plates is measured by dividing the averaged highest Ral/E2 reference standard RLU value by
the lowest averaged Ral/E2 reference standard RLU value.
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Figure A-6 Highest and Lowest Non-Adjusted Ral/E2 Values from Plates
Tested at ECVAM
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Table A-6 Phase I Antagonist Plates Tested at Hiyoshi

Experiment IC Was Plate Reason Why
pI D Date Reduction’ (e I:IOL) Used for Data Plate Was Not
o e Analysis Used
HirefsubAntl | 28-May-07 10.7 5.1x10* Yes
HirefsubAnt2 | 28-May-07 6.6 5.9x10™* Yes
HirefsubAnt3 04-Jun-07 8.0 7.4x10* Yes
HlrefsubAnt4 06-Jun-07 4.3 6.2 x 10 Yes
HirefsubAnt5 11-Jun-07 6.0 7.9x10* Yes
HlrefsubAnt6 13-Jun-07 10.0 5.4x10* Yes
HirefsubAnt7 | 18-Jun-07 5.9 5.9x10* Yes
HlrefsubAnt8 20-Jun-07 11.4 55x10* Yes
HlrefsubAnt9 25-Jun-07 7.0 7.7x10* Yes
HlrefsubAnt10 | 27-Jun-07 6.6 7.7 x10* Yes
HlrefsubAntll | 02-Jul-07 7.0 7.1x10* Yes
HlrefsubAnt12 | 06-Jul-07 11.0 3.7x10* Yes

! Reduction for historical database plates is measured by dividing the averaged highest Ral/E2 reference standard RLU value by
the lowest averaged Ral/E2 reference standard RLU value.
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Figure A-7 Highest and Lowest Non-Adjusted Ral/E2 Values from Plates
Tested at Hiyoshi
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