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for the treatment of BTC in Japan. An RCT has shown
the efficacy of gemcitabine over surgery alone in patients
with pancreatic cancer in the adjuvant setting (CONKO-
001 trial).” Another RCT (ACTS-GC trial) has reported
the efficacy of S-1 in patients with gastric cancer in the
postoperative adjuvant setting.” Thus, both of these
agents are also expected to be effective in the post-
operative adjuvant setting for BTC, and RCTs of post-
operative adjuvant therapy using these agents should be
pursued vigorously. In Japan, an RCT using gemcitabine
in patients with BTC who underwent surgery in 2007
has already begun.

Study design for trials of adjuvant therapy for biliary
tract cancer (BTC)

A large RCT is necessary to confirm the efficacy of
adjuvant therapy. However, the number of patients
with BTC who undergo surgery is not large, and it is
important to conduct a well-designed and efficient trial;
that is, one with appropriate endpoints, assumptions,
stratification, and inclusion criteria.

In RCTs of adjuvant therapy as compared to surgery
alone or comparing different agents, the primary end-
point should be OS, because the cross-over would affect
the survival. On the other hand, in trials comparing
standard chemotherapy on or off a new agent, disease-
free survival may be acceptable as the primary end-
point; the reason is that the cross-over would have little
effect on survival, if the new agent had minimum activ-
ity against the disease. At the present time, because
there is no standard adjuvant therapy for BTC, the
primary endpoint in an RCT should be the OS.

In recent RCTs of adjuvant therapy, the patient
numbers have been larger, e.g., 354 patients in the
CONKO-001 study and 1059 patients in the ACTS-GC
study.”* BTC is heterogeneous, and includes bile duct
cancer, gallbladder cancer, and ampullary cancer; fur-
thermore, some clinical trials have also included intra-
hepatic cholangiocarcinoma as BTC. The tumor
responses to chemotherapy and the prognoses differ
among these diseases, and clinical trials may be needed
for each disease. However, because the number of
patients with each of these cancers is small, RCTs with
large numbers of subjects may be difficult to conduct.
Well-considered stratification is important in therapeu-
tic trials for BTC. Because a previous RCT of adjuvant
therapy for BTC suggested the efficacy of such therapy
only in patients with gallbladder cancer,* and because
the survival in patients with unresectable gallbladder
cancer who received chemotherapy was poor as com-
pared with that in patients with other cancer types,”
stratification by the presence of gallbladder cancer
versus nongallbladder cancers may be appropriate. Fur-
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thermore, significant prognostic factors in patients who
undergo surgery should also be considered for stratifica-
tion. Various retrospective analyses have identified
curability (R0 and R1), presence/absence of lymph node
melastasis, presence/absence of perineural invasion,
and International Union Against Cancer stage as sig-
nificant prognostic factors in patients with BTC. ¥
The results of multivariate analyses have revealed that,
among these factors, the curability and presence/absence
of lymph node metastasis are important factors that
must be taken into account for patient stratification.
Finally, in order to successfully complete an RCT in as
short a time as possible, perhaps the most important
issue is obviously to establish a well-organized and
active clinical trials study group for BTC.
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n h"l(?gi;nmgs P-value Author (year)
Entire group 90 Glimelius (1996)2
Chemotherapy* 47 6
BSC 43 25 <ol
Pancreatic cancer 53
Chemotherapy 29 6
BSC 24 25 o=
Biliary tract cancer 37
Chemotherapy 18 6.5 0l
BSC 19 25 '
Entire group 83 Takada (1998)%
Chemotherapy™** 42 4.96
Control 41 47 s
Pancreatic cancer 52
Chemotherapy 28 483
Control 24 493 i
GB cancer 18
Chemotherapy 10 516
Control 8 24 RN
Biliary tract cancer 13
Chemotherapy 4 4.01
Control 9 7.56 L

0S : overall survival, BSC : best supportive care
* : fluorouracil (5-FU) + leucovorin or 5FU + leucovorin + etoposide

** :5FU + doxorubicin + mitomycin C

BoME;BoNOIH L, £4RERRE (PS2)
Tl bk & 2 RN Ouk i S hikho 72",
3 7- DR A REAREAR (= 33T A (LSRR 0 B
a0, SREEARIIELEML, 20004£4 A
6 2003 48 3 A £ T 3EMICIEBREGR & i 2
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ERAE, fbaEts: & SRR LA O G, NiERd D &
& B 7 304 B ({2t 179 1, SchediRis 125 #1)
2BV T, Cox DHFINY— FEFNEMMBMARAITIE
EFHOTEH bEREOEF o T AR L 9D
W5 T & 23EH 2 HEE L7, OS s fiii, {bs##ei 7.38
# A LRt 312 7 H EEERENFCHEICT
HBoO g RS 517 (p<00001). Bvehiz{bEs
#EOL YA it KE £ 5FU-based, S-1. gemcitabine
(GEM). 5-FU + doxorubicin + mitomycin (FAM), cis-
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P=. BAMEMNED A T ARXTELRI LTS
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DEBHREIEDH LN (p<0001). Fh LI AY
$1Ti GEM 050 (95%CI : 0.350.72) & CDDP-based
051 (95%CI : 0.34-0.76) @ 2 ¥ V—F THEENED
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HHEMETHD, ZLOWRRIFHHY, {LFEMRED
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n Resrgc:ense M;%.'Sm MEdBm/nt S p-value Author (year)
oral 5FU 30 10% 4.9/6.1mo
oral 5-FU/Stz 26 7.7% 33/28mo NS Falkson (1984)7
oral 5FU/MeCCNU 31 9.7% 23/19mo
modified FAM 35 (18) 4% 65** (65)mo :
5-FU 36° (18) 0% 25**(25)mo NS Takeds 2909)
MMC/gemcitabine 25 20% 42mo 6.7mo = "
MMC/capecitabine 26 31% 54mo 93mo Kornek (2004)
5FU 29 — 5mo _ -
5FU/FA/cisplatin 29 - 8mo Dkrai 0]
ECF 27 19% —_ 9mo in
FELV ” 15% . 12mo 072 Rao (2005)
gemcitabine 40 15% 4.0mo — . =
gemcitabine/cisplatin 40 24% 80mo - Vake: (200)
ST EOLedsEs () RIRIBESOEMAR
CCRBLSOLENRENTOEFEME, () PIIEES RO LN

PFS : progression free survival, OS : overall survival, GB : gall bladder, BD : bile duct
Stz : streptozotocin, MeCCNU : Methyl-CCNU, MMC : mitomycin C, FA : folinic acid

FAM : fluorouracil + adriamycin + MMC
FELV : fluorouracil + etoposide + leucovorin
ECF : epirubicin + cisplatin + fluorouracil

MM LTWwWELTWS (r=073. P=0000). %H &
LTt GEM & CDDP #HELEH L LTHEITHN,
EZCORAMERMITOBRE—TLTWE.
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e LRT. Valle Hi2E W #EE X7 GEM B
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HEHMBFTHN, 7] 55k E KEES I ARBITD
nTWwa?,

CHhITHT7T—LAC 28 THRBEIHE (fTbh
Twa. BEOBINTHEREA5 L, GEM HHHH 5
WIdPFREMEEE LTE(RALRTWA (R 4).GEM
ORERA R4 TH B25 1000mg/m*/30 7 Lk,

JMEGRSH 1 ARE 4 Ml o—AL LTRNE
THREMESENS (TR TWAEY™, HFEHEEFVT
NOWETHLEETH), BWZEEIHRZIATY
B, —h, FARHECOWTIZENE 0%-36%, OS Hi
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cisplatin & %\ i oxaliplatin @ 7' 5 + + $#, capecit-
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Schedule n Res;zs:se PMFE?}I;“'(I]'P Median 0S Author (year)
Gemcitabine
*1000mg/m?, DI, 8, 15, qdws 25 36.0% — 6.9mo Gallardo (2001) ™
*1000mg/m?, DI, 8, 15, qdws 24 12.5% 25mo 72mo Lin (2003)%
*1000mg/m? DI, 8, 15, qdws 40 175% 2.6mo 7.6mo Okusaka (2006) 5
1200mg/m?, DI, 8,15, qSws 19 16.0% 25mo 6.5mo Raderer (1999)'%
*2200mg/m?, bi-weekly 32 21.9% 5.6mo 11.5mo Penz (2001)'"
*800mg/m?, weekly 30 30.0% 70mo 14.0mo Tsavaris (2004)'®

2

e {fjﬂ}“‘g’ m?). 15 0% 21mo 46mo Eng (2004)1
{)T%'."g;;‘“; 60-min infusion, 53 9519 8.1mo 13.1mo Park (2005)
g’f_’(};’f’s{ "‘:1'4‘5:'“’“" infusion, 19 55% 36mo 75mo von Delius (20052
Fluoropyrimidine
Capecitabine 26 19% - CC81. GB99mo  Patt (2004)2
UFT 19 5% 1.0mo 88mo Tkeda (2005)2
S 19 21% 37mo 8.3mo Ueno (2004)%!
51 40 325% 3.7mo 94mo Furuse (2008)%
Others
Docetaxel 24 20% 6.0mo 8.0mo
CPT-11 36 8% 2.7mo 6.1mo
Erlotinib 42 8% 26mo 7.5mo Philip (2006)%
Lapatinib 17 0 1.8mo 5.2mo Ramananthan (2006)%
Sorafenib 31 0 30mo 9.0mo El-Khoueiry (2007)%!

*30-min infusion. FDR : fixed dose rate infusion (10mg/min infusion)
PFS : progression-free survival, TTP : time to progression, OS : overall
CC : cholangiocarcinoma, GB @ gallbladder cancer

OS thdefli 46-154 /7 A & BiF @A ME S hTw
631‘401‘

HAETIE GEM & S-1 D [1 HE8RIZ KT %, 2006
£ 6 A GEM 4% 2007 % 8 A (2 S-1 AYERBR#BIE (KT
Efhf. &6, REOHERBELYEEIILAGEM
High 2 GEM + CDDP i Bt i 0 B F B LR YT
bhi:t ZAHThA. Gtk GEM+S-1 HFRMiEEED
PO GEERREE % TV, JHIE A OB G e B L
LT HhEND D,

3. HFIRNEE

WOGFFEWE, FFRIZFORELERIZLY,
R AP ROY R EF SR M O IR R 120 %
WhITFMMEER ENFH O Lo TEL FICH
R O 2 & WARE O R AT AR O & [l

LTEBH, HIRRAY 7 VESEROMA LB E 5
TFEMNE L EMEOMENfTbh TS, LRI
BEF (Epidermal growth factor : EGF) 8 X UZ D%
F4K (receptor : EGFR) I12{CFeM % & 7+ VR EHEH
Thh, FLOBTHRRAIBEDHON, TOHEMD
AHEANRD SN TS, JHEMIZEITS growth fac-
tor ZEFEOBFICMT HME LD v 1088
4, Nonomura 5 2B T EGFR, EGF 8k
Ufrasp2l OFBEZO>WTHERL, 37 #l EGFR 12
#1(324%), EGF 22 #1(595%), ras p21 33 £1(89.2%)
TREEVWTFh L ERHBIC~<EEEL PO L #
HLTWS®, T/ 19894, Voravud % IXIBEHE 63
@l c-myc 59 B (95%). c-ras47 Bl (75%). erbB-2
46l (73%) L ORARALEDLERELT
WA —7, Nakazawa & (388 # 221 &) (FFAAB5E

|
Papakostas (2001)%! |
Alberts (2002)%
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Response

Regimen n rite Pbélg;i:[;la‘.l;? Median 05 Author (year)
Gem/5FU 27 33% 37mo 53mo Knox (2004)3
Gem/5FU/LV 30 20% 37mo 47mo Hsu (2004)%
Foctabine e Gem/SFU/LV 2 1% 46mo 97mo  Alberts (2005)%
Gem/capecitabine 45 31% 7.0mo 14.0mo Knox (2005)*
Gem/capecitabine 45 37% 6.0mo 14.0mo Cho (2005)
Gem/cisplatin 30 3% 4.1mo 4.6mo Doval (2004)%
Gem/cisplatin 40 28% 4.7mo 84mo Thongprasert (2005)™
Gem/cisplatin 29 35% 3.0mo 11.0mo Kim ST (2006)%®
Gemcitabine +
platinum Gem/cisplatin 27 33% 5.6mo 10.0mo Park BK (2006)™
Gem/oxaliplatin 33 33% 5.7mo 154mo Andre (2004) %
Semioxalintn’ % 2 76mo - Clark (2007)%
Ceméitaliine: + Gem/docetaxel 43 9% 5.2mo 11.0mo Kuhn (2002)%'
angther agent Gem/pemetrexed 58 11% 38mo 66mo  McWilliams (2007)®
T omamw @ ax B B v oo
S-1/cisplatin 5l 30% 4.8mo 8.7mo Kim Y] (2007)%

PFS ! progression-free survival, TTP : time to progression. OS : overall

Gem : gemcitabine, 5FU : fluorouracil, LV ! leucovorin
GB : gall bladder : CC : cholangiocarcinoma

#4528 B, FFAMIEERHE 78 B9, HAFEAE 80 #I. FLENERHN 26
) (248w T EGFR tyrosine kinase (TK) receptor,
ErbB-2, c-Met @ overexpression % B & L. ErbB-2
ITAEEEAE 15.7%, TFLEIHA 115%. HY7HBEEHE 51%,
FFAIIEETAE 0%, c-Met ILFFAIIEATAR 21.4%, 1B 5.6%.
IFFLABAETH#E 0%, FLEFASEME 0% LB S/ WA EN
Abhi-tH@ELTVWAY,
INITORBUFETIZNEESIZEIT S EGFR,
ErbB-2, c-Met % EORBUITHEIZL W KELENAS
N BERIZLI-TLREZ-TWwE, 605 T
EMEARETIEMEMVEEREL v {2
SHTVEY, TOAMEEHILIL TV LY. BEL
Z7-fEMTIt, 2 £ TEGFR TK BHEH erlotinib,
ErbB-1(EGFR) &£ ErbB-2 TK @ ##] lapatinib, RAF
¥+—+, VEGFR-1. 2. 3, PDGFRP L&yt v
57 NFFF+—HHEHR sorafenib A4 & L TEREER
Bz hRASNTWS (% 3)® ™™, % 7= gemcitabine
& oxaliplatin ffF 88 O R) H 5856 % 1 - Tl HrA

##| bevacizumab O BEAIMIEDOMELH L (T HY,
ChbLREATFERERSATHREWY, §#F%
PITOBRERAEES & 6128 L v T893, gemcitabine
HHVIES] SOHMER L DR 2 F OS5 HOMEIW
ffans.

4. DA LRRE

JEE R AR L R AW (. W B A
PUBEEEZOLATWS, LaL, ThITAkRBL
WEmp MO BEREIITObhTELT, +4%x
V7 AR LTy vy, 2002 5, Takada & (28§ -
fEEMiZ BT, YR H mitomycinC (MMC) & 5-
FU ffRI#e: (MF BF) & O)BRBLEEFIC L 2 M{E B (LI
R HE L Tw2Y. BB, e, FLIASHE T
SHEEFEIZIZRZALGN o724, HEMTIEMF
HTHBIITFROUENB LN, BICEEEDEREAT
BHEIRENL, LA L, MF Sz —#IZiThhT
BoT, —REERETHD 65 BRI bR 2
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WONRIKTH L. ShE COMBLFAREDOMEE
AbL, —BECURAEETRTHEMELHEZ S L
LY AreMbSECOEATAFENLLATY
5. BE# Tt gemcitabine YK L v ohTH, F
72251 TRHEMTLBCEDHEFBLATVS. 5%,
ChbOFMR AV R RRICERL, W
BAEMOMBBE C BV ABEERETRLT A0 E
it V-

x M
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Current status of systemic chemotherapy for biliary tract cancer
Junji Furuse

Even though chemotherapy has been shown in studies to improve the quality of life and prolong the survival
as compared to supportive care in patients with biliary tract cancer, no standard chemotherapy has been estab-
lished yet for this cancer. Based on retrospective analyses and pooled analyses of phase II trials, gemcitabine
and cisplatin are expected to be effective for unresectable biliary tract cancer. Phase Il studies of gemcitabine
and S-1 were conducted in Japan, and they showed promising activity against advanced biliary tract cancer.
Both drugs are currently available in Japan. On the other hand, combination chemotherapy, e.g., gemcitabine +
cisplatin, has been under investigation in many countries including Japan. Moreover, overexpression of several
hiomarkers, such as of the epidermal growth factor receptor, has been observed in human biliary tract cancer,
and molecule-targeted agents have also been investigated in clinical trials. Further randomized clinical trials
are needed to establish a standard chemotherapy for the treatment of advanced disease and for the adjuvant

setting in patients with biliary tract cancer.
JJBA 2008; 22: 86—93

Hepatobiliary and Pancreatic Oncology, National Cancer Center Hospital East (Chiba)
Key Words: biliary tract cancer, systemic chemotherapy, unresectable disease, adjuvant therapy, clinical trial
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PR (X3 2 iEH0E, VIBRDE—D
WEERTH Y, (LEMEIR—RICTRTE
PR EBRAICITbNS, SEBREL
ZETIR, ChE THABEEOA LM
& & Lo e BREERIL v, FFARE
EMIZUICCIZ & 5 TNM 75 2 JFF fE HUR v
#Hoylk BREENELLTHDLDATVS
HLD FOKES % & A FARME L G
BRI EREORTHELRLAS. L
o T, FYMBEHECHEEERME 2 LB EAE (2
LTILEREVTORTVEONBKTD
5. —HTHABES:, FAEESEERL2

N, FPREOETIC L AHALATFHRRE
HFLiaBhadbbaltnwiirn, FA
HBEOa Y b o— L% BWIZBEHRBER N
BREAMCERE L ERBROVEDELT
Ex oMb, FETIXFFAEERICHT AL
ZHEICOVTREOBH % EHERIMAT
BHT 5.

2 | FFAIEERE DRk

P

CHETHAEERIIL LA ABERDS
BH1= & % prospective Ze#e#fid vy, LUF,
9 L A & 5% & BERBUR D pooled analysis
PoATHFHREEROGREKAT I LD D,

YIRS RENEE A (= BT B ACEREDEFFK
BT o, BEFBENADKEHH
EICTY, FYIBRGEHED I LAMEHEIE
Mish7z. 2000464 AA 5200343 X TD
SEMICIEBRIER L £ S 7241301,
LML 207810 (50.2%) I2frd T Wi
Awbh b REDL I A ViX, K&K
Fluorouracil-based, S-1, gemcitabine
(GEM), 5-FU + doxorubicin+mitomycin
(FAM), cisplatin (CDDP) -based, # D fth®
67/ N— Tt o IBEEESEDOER
AT ELE9.2%, SEFHIM(0S) 4 R iE
774 R, VSEEFE8B4%THY, HHBEE
F4BI TIHOSH REBTH A, 1 FEFE
34.3% Tho7 (K1) ¥,
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Junji FURUSE : Chemotherapy for intrahepatic cholangiocarcinoma
*HBAEELBMEAFY [T 181-8611 A=W 1 #)1| 6-20-2]
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B JEESEAREOE B GRS : 5 LA &EFFR & RN pooled analysis of clinical trials 2* 5

R &S X HEY 0L 20 Pooled aﬂalyéis'@féliﬁii:ﬁ_l triél_'a”;-'.' iy
“n Response = -Median 0S 1-year% ‘L liml Response . Median OS

Total 207 9.2% 7.7 mo 28.4% 2,810 22.6% 8.2mo

ICC 54 5.6% 8.7 mo 34.3%

ECC 37 5.4% 10.1 mo 39.6% = o S

GB 102 10.8% 6.5 mo 16.9% 500 34.4% 7.2 mo

AM 14 21.4% 9.3 mo 45.7% - - =
P=0.000 p=0.048

ICC : intrahepatic cholangiocarcinoma, ECC : extrahepatic cholangiocarcinoma,
GB: gallbladder carcinoma, AM Ampullary Vater cancer, OS : overall survival

FT5HHMT, 198545 5 20064F X TIZA
FE 72104 08 NAARER (112 16#EF, 2,810
#5ll) % # ¥ 7= pooled analysis D45 R & & L
TW5Y, FhIC L b L{LFERESEDER
A, ETHE226%, WB I bo—LE
(CR+ PR +SD) 57.3%, HEI TOMM
(TTP) & ftid1» B, OSHR{ES2HHAT
Hh, TIPHOSEMS L {AHMLTwAL
L T w3 (r=0.73,P=0000). EH & LTI
GEM & CDDP2S A2 2 A L LTHEITL A
TWa, ZOWETIE, BEMEEFA - 5
& UEESICaUERIOBRE LITD
h, EpE 2B RMEI44%, BEM202%
(P<0.0001), OSHdfiiiLfogEM727 A, JE
H59.3 74 B (P=0.048) & JBEHE X IEFEAE 121
REMEIEVS OO, FRIEIVWEWVHIHE
BEAHE XA TWA(F]D.

= 1L & @ retrospective ® A \» |d pooled
analysis Tli{bEMERTAOEFHMIZH
WT, IEEMHIERBLID LEEITHD,
FFPIREE R A B SR L ) FHRARD L)
THa. LoL, ZOREIMMFEREOEID
L AREROBAD, HEVIILERETD
LOOBEY, TLRbbAEMERERICILS

BAMNIDOWTIIHHG 2 TiE 2.

o | BEES S UFAEEHEICHEY S
| (e mE ORI

)t

20004 LARE RS S - E R LFERED
EWEEERT(E2)., 7ok 3T
F#. 75FF+%EHK, GEMEd.L.& L2k
ERENZ {fTONTWE?, EARDOEI
FiStEEIZ 31T 5 pooled analysis D#§ F % ¥ £
AT, ZEE20% UL, TTPA14 A, 0582
HRAUEDL T A &HDE(K2EHENT),
H# TI1iGEM, #FH#EETIES1+ CDDP
& A v iZGEM-based regimen T capecitabine
(Cape), CDDP& %\ oxaliplatin (OX) %
SLb0NRAH. $FIZGEM + Caped 5
110X Tix, Exh®E30% LA E, 0S1474 AL
Fom@rE s hTwWa, [HEHLERE
2. GEM, 77 F+ R ¥#l, S1% Cape®D
7 v 3 VA RER RO L LICHF
HAMEOMENHRZLEIOND,

3N ERALBI I REMAS D B ERIRFER D A5 R
%% L. FFREEHE DA TOHERBERN
RENTWDDIX, T HIZEPI/CDDP/
Cape Bf B} £ GEM/docetaxel fF O L 7 4 ~
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®2 BAOREMS AT 5L LR EOERBER (2000FIRIZRE S h, BEHI0L L OERKAR)

Response PFS/’ITP OS ~ Author - yeé.r

R, Total* ICC ECC GB

Single agent
5FU/folinic acid 30 - - = 6.7% 47mo 14.8mo Malik 2003%
Gemcitabine (2200 mg/m?) 32 22 10  219% 56mo 11.5mo Penz 20017
Gemcitabine (800 mg/m?) 30 14 14 300% 70me 14.0mo Tsavaris  2004%
Gemcitabine (1000 mg/m?) 40 0 12 22 175% 2.6 mo 76moe  Okusaka  2006%
CPT-11 36 13 23 8.0% 2.7 mo 7.0 mo Alberts 2002
Erlotinib 42 15 9 16 7.1% 2.6 mo 7.5mo Philip 2006'
S1 40 0 15 20 325% 3.7mo 9.4 mo Furuse 2008

Combination
DXR/CDDP/S5FU/IFN 38 22 19 21% 60mo 14.0mo Patt 20019
CDDP/capecitabine 42 4 9 19 214% 3.7mo 9.1mo KinTW 2003
S1/CDDP 51 25 10 16 30.0% 4.8 mo 8.7 mo Kim Y] 2008
EPl/CDDP/5FU 37 0 5 32 19% = 5.9 Morizane  2003'%
EPI/CDDP/UFT/LV 40 9 17 11 22.5% 3.7mo 7.9 mo Park KH 2005
EP1/CDDP/capecitabine 43 15 22 6 39.5% 5.2 mo 8.0 mo Park SH 2006
UFT/DXR 61 18 11 29 6.6% 1.6 mo 6.3 mo Furuse 2008
Gemcitabine/docetaxel 43 2 15 26 9.3% 52mo 11.0mo Kuhn 2002%
Gemcitabine/5FU/LV 30 6 2 5 20.0% 3.7 mo 4.7 mo Hsu 2004%
Gemcitabine/5FU/LV 42 19 5 14 11.9% 4.6 mo 9.7 mo Alberts 2005%
Gemcitabine/capecitabine 45 22 23 311% 7.0mo  14.0 mo Knox 2005
Gemcitabine/capecitabine 45 14 16 7 31.8% 6.0mo 14.0mo Cho 2005%
Gemcitabine/oxaliplatin 33 16 4 11 355% 57mo 154 mo Andre 2004
Gemcitabine/CDDP 30 0 0 30 366% 4.1 mo 4.6 mo Doval 2004
Gemcitabine/CDDP 40 35 3 1 27.5% 4.7 mo 8.4 mo Thongprasert 2005

* : Amuplla of Vater cancer & & 1, NM : not mentioned, PFS : progression-free survival,

TTP : time to progression, OS : overall survival, ICC : intrahepatic cholangiocarcinoma,

ECC : extrahepatic cholangiocarcinoma, GB : gallbladder, 5FU : fluorouracil, DXR : doxorubicin,
CDDP: cisplatin, IFN : interferon, EPI : epirubicin, LV : leucovorin.

DHATHN, TaorEFRIRL TR,

(FFN and/or 54 ) REEAE L B SR & o 82
L 2RO NEH, HRII—FELTWE
vy, GEM (800 mg/m?) @588 T2 PFS $ OS

LIEEEBTHEICRHFTH Y, GEM/cape fif
ARETRHEESETEECRFTHSL. —
7. DXR/CDDP/5FU/IFN #S-1/CDDP ,
GEM/docetaxel, GEM/SFU/LV TILf# (=
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5 2008 KRS 4 (ASCO) THE S W lLEM{LFABEDER R

Regimen Primary site “Study n ° PR PR+SD ‘PFS = 0S :’Author - Abstract #
Bevaonimah ey tract phaseIl 34 200% 320% - - Holen 4522
erlotinib
GEMOX

3 . ICC/ECC/GB phaseIl 22 57.0% 86.0% 90mo -  Gruenberger 4586
cetuximab
Sorafenib Cholangiocarcinoma phasell 46 22% 32.6% 3.0mo 4.0 mo Dealis 4590°"

PR : partial response, SD : stable disease, PFS : progression-free survival, OS : overall survival,
ICC : intrahepatic cholangiocarcinoma, ECC : extrahepatic cholangiocarcinoma, GB : gallbladder,

GEMOX : gemcitabine + oxaliplatin.
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FFABEREICHT 2
FFEnF L PREE

FEE bR, ERFBIRICEAAR
YEATAILICLY, 2H5F5CEEH
BB RSN, &b BT UEEEh R A
MHFETELLVWIERBIIES(ERETD
A. FFPURZEA R ELT L 2P TIZFA
WErayrO—NTEIEICLY, FED
MENGEOSNLTREEYDH LS. I NHFIE
{fbEmiEd, VESOBREE LTETLH
HHEETHAE. NI TOEBITORETIZ
& AHH, 5FUHIS %5 W»id5-FUIZCDDP,
doxorubin (DXR), epirubicin (EPI) % & %
A EGbuE- LT A /& B IERBRCIEDS]
HENALNS (R4 *P . Cantore 5 i,
304 & H#n9 % %P TEPI, CDDP, 5FU D 3
HIGEH & A ByE(LEREO BIHEREEZ
ToTwad, FhiZLsEERE39%,
PFSHa{E7.17 B, OSHhREI32HA LA
FasmhEoohTwad, EeEEIHP
B, ¥k, Bl B, THTDHD,

o

Grade 3D #HMEIX 116I37% (Z5E B L7278,
TR EENHLLELTVE, oMl
FIRENZ {, T EFrRARLVDOH
BikTH 2. BE, BAREHIVRIES V-
72 & B GEM BT BhiE 28 0 £ 1/ R
B, MusrAtry—%tlE L=
72 & %5 CDODP By (LSt O % TR %
¥, wEEEERABRIITODATHS. 514,
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