[Protocol No. AKT-001]

GCD (21-day cycle)
M-VAC (Ccr 40 ml/min)
Gemcitabine 1000 mg/m* day 1, 8 div.
Docetaxel 70mg/m®  day 1 div.
Carboplatin AUCS5 day1l div.
= docetaxel 8mg/day p.o.
= Carboplatin
Dose=AUCx[{(140-age)xBW(kg)/(72xSCr)}+25] x0.85
> 14
(-1)
Gemcitabine 1000 mg/m* day 1, 8 div.
Docetaxel 60 mg/m® day 1 div.
Carboplatin AUC4 dayl div.
(-2)
Gemcitabine 1000 mg/m* day 1, 8 div.
Docetaxel 50 mg/m* day 1 div.
Carboplatin AUC3 dayl div.




Hussain M et al. J Clin Oncol 19, 2527-2533, 2001

< 21-day cycle, phase Il study for metastatic TCC >
( ) (+1) ©0) 1) (2
Gemcitabine1000 800 mg/m?2 dayl, 8
Paclitaxel 200- 175 -135 mg/m?2 dayl
CBDCA (AUC) 5.375 - 2mg/ml/min, dayl

< > n=49, 68%, CR rate 32%, PR rate 36%
median survival 14.7 months, 59%, 2 24%

<Grade 3-4 toxicity> (73%), (42%), (24%)

Cre (4%)nausea(4%), neurotoxicity(8%), diarrea(4%)

Carles J et al. Semin Oncol 28, 19-24, 2001

< 21-day cycle, phase Il study for metastatic TCC>
Gemcitabine 1000mg/m? dayl, 8
CBDCA AUC 5 mg/ml/min, day2
< > n=41, 62%, CR rate 11%, PR rate 51%
<Grade 3-4 toxicity> (31%), (10%), (15%)

Cre (0%)nausea(6%),
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