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7}. &% : OS, PFS, ORR
Efficacy Parameter i i Eribulin TPC
Overall Survival (ITT Population) (n=3508) (n=254)
Number of Events 274 148
Median (95% confidence interval [CI]) days 399 (360, 434) 324 (282, 380)
Hazard Ratio, eribulin: TPC (95% CT) 0.809 (0.660. 0.991)
(stratified Cox proportional hazards)
p-value (stratified log-rank)* 0.041
Progression-free Survival® (n=3508) (n=254)
(ITT Population)
Median (95% CT), days 113 (101, 118) 68 (63. 103)
Overall Response Rate” (n=468) (n=214)
(Response Evaluable Population)
% (95% CI) 12.2 (9.4, 15.5) 47(23.84)

a: Stratified by geographic region, HER2/neu status. and prior capecitabine therapy.
b: Based upon Independent radiographic review.

Table 3 Comparison of Overall Survival in HALAVEN and Control Arm - Study 1

Overall Survival HALAVEN Control Arm
(n=508) (n=254)
Primary survival analysis
Number of deaths 274 148
Median. months (95% CI) 13.1(11.8. 14.3) 10.6 (9.3.12.5)
Hazard Ratio (95% CT)* 0.81 (0.66, 0.99)
P value® 0.041
Updated survival analysis
Number of deaths 386 203
Median. months (95% CI) 13.2(12.1, 14.4) 10.6(9.2.12.0)

CI = confidence interval

? Based on Cox proportional hazards model stratified by geographic region. HER2 status. and prior
capecitabine therapy.

® Based on a log-rank test stratified by geographic region. HER2 status, and prior capecitabine therapy.
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