[Protocol No. AKR-002]

G (28-day cycle)

IFN IL-2
Gemcitabine  1000mg/m* days1, 8, 15 div.
|FN-a 300 2 /week I.m.
IL-2 70 2 /week S.C.
> 3 3,6m CT

Neri B et al. J Urol 168, 956-958, 2002.

< 28-day cycle, phase Il study for metastatic RCC>

Gemcitabine 1000mg/m? dayl, 8,15, 28 div.

IFN-a 3x1068 U 3 times/week i.m.

IL-2 4.5%105 U 5days/week 1,2 s.c.
< > n=15, 28%, NC rate 47%,

median survival 20 mos, median time to progression 14 mos.
<Grade 3-4 toxicity> (7%), (flu-like symptom, fatigue)

Ryan CW et al. Cancer 94, 2602-2609, 2002.

< 28-day cycle, phase Il study for metastatic RCC>

Gemcitabine 600mg/m?2 day1, 8,15 div.

IFN-a 10x106 U 2times/week i.m.

IL-2 11x106 U 4days/week s.c.

5-FU 200mg/ m2 /day dayl-21continuous i.v.
< > n=41, 14.6%, CR 2.4%, PR 12.2%, NC rate 56%,

median survival 20.6 mos, median time to progression 6.6 mos.
<Grade 3-4 toxicity> 28%, 13%, 8%, (28%),
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