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R"5  UIBRARREIIEICE T B 3 a Z RIL SRR O Bl

WmesH WEF Loxy BB 2703 (%)  AETFWIRRIE(A)
Ulrich-Pur 2003 CPT-11+Raltitrexed 19 16 6.5
Raltitrexed 19 0 4.3
Jacobs 2004 Rubitecan 198 10 3.6
Physician's choice 211 0.5 3.1
Oettle 2005 5-FU+FA+Oxaliplatin 23 53
Best Supportive Care 23 ‘ 2.5
Astsaturov 2007 Bevacizumab+Docetaxel 15 0 4.1

" Bevacizumab 15 0 6

Pelzer 2008 5-FU+FA+Oxaliplatin 76 6.5
' 5-FU+FA 84 3.25
Hwang 2009 5-FU+FA+Oxaliplatin 30 4.0
5-FU+FA+CPT-11 30 4.0
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6 Retrospective analysis of advanced stage of Biliary tract cancer in Japan (n=304) Chemotherapy vs

Best supportive care

Best supportive care 125 (41) |3.12(250~4.11) | Reference -
Chemotherapy 179 (59) 7.38 (6.25~8.77) 0.55 (0.42~0.72) 0.001
5FU 30 (10) 7.23 (4.37~9.59) 0.65 (0.41~1.01) 0.058
$1 20 (7 5.95 (2.81~10.38) | 0.71 (0.42~1.20) 0.209
Gemcitabine 58 (19) 8.05 (5.49~11.50) | 0.50 (0.35~0.72) 0.0002
5FU / doxorubicin / MMC (FAM) 27 (9) 6.24 (4.93~7.66) 0.75 (0.48~1.18) 0.22
Cisplatin-based 44 (14) 851 (5.29~11.24) | 0.51 (0.34~0.76) 0.001

MST: median survival time, CL: confidence interval, 5-FU: fluorouracil, MMC: mitomycin C

.. GEM+CDDP -
Number 206 204
Tumor 71.8% 81.4% p<0.049
control rate
PFS 5.0 months 8.0 months ' p<0.001
MST 8.1 m'onths 11.7 months p<0.001

5. GEM vs. GEM + CDDP randomized phase I study (ABC-02 study)
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