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Xeloda is indicated for first-line treatment of advanced gastric cancer
in combination with a platinum-based regimen
XELODA [T HBHAIZR—2 L L LY A EDPFAT,
ETHER IS 5 —IREEICHV b,
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Advanced gastric cancer
In combination with a platinum-based compound the recommended

dose of Xeloda for the treatment of advanced gastric cancer is 1000

mg/m? administered twice daily for 14 days followed by a 7-day rest
period. The first dose of Xeloda should be given on the evening of

day 1 and the last dose should be given on the morning of day 15. If
epirubicin is added to this regimen, the recommended dose of Xeloda
is 625 mg/m’ twice daily continuously. Epirubicin at a dose of 50
mg/m? should be given as a bolus on day 1 every 3 weeks. The
platinum-based compound (cisplatin at a dose of 60 mg/m? (triple
regimen) - 80 mg/m? (double regimen) or oxaliplatin at a dose of 130
mg/m?) should be given on day 1 as a 2-hour intravenous infusion
every 3 weeks.

Premedication to maintain adequate hydration and anti-emesis
according to the cisplatin summary of product characteristics should
be started prior to cisplatin administration for patients receiving the
Xeloda plus cisplatin combination.
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Xeloda is indicated for the adjuvant treatment of patients following surgery
of stage Il (Dukes' stage C) colon cancer.

Xeloda is indicated for the treatment of metastatic colorectal cancer.

Xeloda is indicated for first-line treatment of advanced gastric cancer in
combination with a platinum-based regimen.

Xeloda in combination with docetaxel is indicated for the treatment of
patients with locally advanced or metastatic breast cancer after failure of
cytotoxic chemotherapy. Previous therapy should have included an
anthracycline. Xeloda is also indicated as monotherapy for the treatment of
patients with locally advanced or metastatic breast cancer after failure of
taxanes and an anthracycline-containing chemotherapy regimen or for whom
further anthracycline therapy is not indicated.

) ELERNRITRDEIE TR

ik - A&

Xeloda should only be prescribed by a qualified physician experienced in the
utilisation of anti-neoplastic agents. Xeloda tablets should be swallowed with
water within 30 minutes after a meal. Treatment should be discontinued if
progressive disease or intolerable toxicity is observed. Standard and reduced
dose calculations according to body surface area for starting doses of Xeloda
of 1,250mg/m? and 1,000mg/m? are provided in tables 1 and 2, respectively.

Recommended posology:

Monotherapy

Colon, colorectal and breast cancer

Given as single agent, the recommended starting dose for Xeloda in the
adjuvant treatment of colon cancer, in the treatment of metastatic colorectal
cancer or of locally advanced or metastatic breast cancer is 1,250mg/m?
administered twice daily (morning and evening; equivalent to 2,500mg/m?
total daily dose) for 14 days followed by a 7-day rest period. Adjuvant
treatment in patients with stage Illcolon cancer is recommended for a total
of 6 months.

Combination therapy

Colon, colorectal and gastric cancer

In combination treatment, the recommended starting dose of Xeloda should
be reduced to 800 — 1,000mg/m? when administered twice daily for 14 days
followed by a 7-day rest period, or to 625mg/m’ twice daily when
administered continuously. The inclusion of biological agents in a
combination regimen has no effect on the starting dose of Xeloda.
Premedication to maintain adequate hydration and anti-emesis according to
the cisplatin summary of product characteristics should be started prior to
cisplatin administration for patients receiving the Xeloda plus cisplatin
combination. Premedication with antiemetics according to the oxaliplatin
summary of product characteristics is recommended for patients receiving
the Xeloda plus oxaliplatin combination. Adjuvant treatment in patients with




stage Il colon cancer is recommended for a duration of 6 months.

Breast cancer

In combination with docetaxel, the recommended starting dose of Xeloda in
the treatment of metastatic breast cancer is 1,250mg/m? twice daily for 14 days
followed by a 7-day rest period, combined with docetaxel at 75mg/m? as a 1
hour intravenous infusion every 3 weeks. Pre-medication with an oral
corticosteroid such as dexamethasone according to the docetaxel summary of
product characteristics should be started prior to docetaxel administration for
patients receiving the Xeloda plus docetaxel combination.
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(1) #HIAHFBR (ML17032 #5R) 9

RIBEOMAT U TEENE B BE 2 xR, BEAFFN (PFS) 122\ T, BIv ¥
vy (LLF, BAD A7 I FoOffEE (BLF, XP) 235-FU & 275 F o Ok
B (UL, FP) IZX L CIHLETH D Z L2 MaET 5 Z LA BN L LI2EEMEIEALZE
FRALRNG A TREF LIS AR ARER T 5, ARBRICIZ, 316FI2 Bk Sz (XP #E : 16061 (9
HAS7THICH ), FPBE : 15661 (9 BB G)), AL - H&EIE, XPIZoWTiE, 3#HfH
1A 7 0E LT, IHBICYV AT TF80mg/m*A#iEL, 1HBO®KNH15H H DOl E T
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AF11,000mg/m*Z 1 H2[A], AR D EGHGARKEL, D 820 A 7 TH 2L L&
Nz, FPIZOWTIE, S#MZ1Y A 7L LT, 1HBICV AT T F 80mg/m*aHfiEL, 1
HH2 550 H % T5-FU 800mg/m? B ZHifac kit L, D7 L8204 7 M TH Z L L &Nz,
BHRIEORE R, 1RBRFE W E CHRE Sz TEMT B W, TEEMEEE TH D PFS
(2D, L fiE I XP #EC5.6 7 A (95%(E#HIX M (CI) [4.9,7.3 7 A1), FP #£ 5.0 A (95%Cl
(42,634 H]1), FPEHIxIT 2D XPREO Y — Rt (R{bFFRE, M. B, KPS, ‘Binf,
BN OMGE U v e 28 & L L, #ilikz g & L7z Cox tfiF— RET L) O5HE
TEEIZ0.85, MifHI95%CI EfRIFZ1.11TH Y, FHELHME~—T 0 & U THANIEE L721.25% Fa
0, HREIELHETH D Z LR EaNnT (P=0.005), £7-, BEIRFHEEE TH 524170
(0S) IZ2W T, HfiEix XP #£TL1054 H (95%CI [9.3,11.27 A1), FP B T9.3%4 H (95%ClI
[7.4,10.65 H 1), Z&8h=RIZ>\ T, XP £ T46.0% (95%CI1[37.6, 54.7%]) , FP £ T32.1% (95%CI
[24.4,40.6%]) TH-o7=,

ZEVEORER, WTINORETRIERN%LL ETH 7= Grade 3L EOFEFERIL,
ERIBUDE (XP B, FPHE, LATFIEAR, 16%, 19%), &M (7%, 8%), HHN%K (2%, 6%), T
#i (5%, 5%), KOEIM (5%, 3%) ThH, FHIHLFEN10%LL LD Grade 3L O AR FR A
B, AR ER S ERIER IR (27%, 25%), ~F 2 B U (23%, 19%), AR ERED (23%,
22%), MOYAIMEGED (8%, 11%) Tholz, £7o, WTNORET2%LL LB bi7-#%
HHIEZE>T-HERESE, Wt (2%, 19%AK5), M/MOsE (2%, 3%), 4 FERECDE
(2%, 1%:ATW), HIMERBE (0%, 2%) KOMERE (1%, 3%) Thol-, RERIEE 5
I L <3 528 H 1% £ COHIMIZ, XP FED1561, FP FEDI10BI23 BT L7z, SERIE, XP
BECITE R IR T8, LApFEIE2M], Z98K84E, A% (M%) , A LU R, AL, KOEE
HMA1ECTH Y, FPREETITHE JWEEITIN, SVEFFREBEGERE, Ml AE, ODififR4e, O
Wil%E, RUBEE (3 : DEAD ON 20-AUG-04 AT HOME SO THE CAUSE UNKNOWED] &
WEINTT-0, ] & LTEF L, ) I ThHoT-,

(2) M66302 #Ex 2>

RIGIROWELT U TERB M B e B E 4405 & RIS, ARNOFRGREMFT2 22 HAME L
IEEMS ML FS TR TH 5, Ak AT, SEMEZL1YA 271 E LT, 1,250mg/m?
Z1H2[E2EMF G % LARKRE L, D b2 A 7 TH 2L L EnTz,

HIWEDRE R, A NIRRT 53961 H 14612355853 22%h (PR) %7/~ L, 2%)%1335.9% (95%Cl

[21,53%]) (14/39f5) T -7,

ﬁéﬁmﬁ% Grade 3 uhwﬁi%% I, %&ﬂ%ﬁi (9%), ﬁa‘k? R (5%), m%*

FDeathJ k%&ién %lﬁx%méhﬂ\f;wt&) MedDRA%ZIKE D FﬁEtJ J:LT%#
L7z, ), 5, &Alf, KBEREE, 5o, KUOE#Z %) (% 2%) THY, Grade 3L L
DEFARREME X, T MU v LED G, U o EREBGED L TONGOT #in (4% 2 fi), ~
T/ e, GPTHIMN, MY VLY BN, 7 L7 F =8N, K OZeE R E - 5-
(%101 Thotlz, mkHh 28 HEE TICHRO LN TIT 4 61 (9%) THY, EREIX
RBOHEITR 3B, BENLHAITHY, WG REBERIISGE SN,

5. EENBICRLIERND LRI - HEFICOWLT
(1) BRELLELERAR. EVHRBABRFOLRMIXE L TOHRERER

REM R NF GG L O SW T, BUTFITRT,

1)  Cunningham D, Starling N, Rao S, Iveson T, Nicolson M, Coxon F, Middleton G, Daniel F, Oates
J, Norman AR. Capecitabine and oxaliplatin for advanced esophagogastric cancer. N Engl J Med.




2008 Jan 3;358(1):36-46. [REAL-2 #Br]

JRFTHELT (BIBRANHE) UM O RIEE, HREEATE K OHEET 2 X412, ECF
#t (zervevr (B), YAZ77F> (C) KI5-FU (F) Offf#E), ECX#E (e Lre
v, VAT TFURORA (X) OFHEE), EOF B (=i, XYV T7I7F
KOV5-FU OPEREES), EOXBE (A bEsy, 33U F5F 0 ROAKOHEE) O
4 B 7% Pei 3 2 55 AR ERER 23 BN & H0a 2 2000 4 6 A 225 2005 4E 5 A 12580 S 4v7-, T3
FEAMIE H 1% OS T, AFIPHHREE (ECX B + EOX #f) o 5-FU BfH#E (ECF #f + EOF ) |2
*45 0S DIELME, KOAXH U F7F PR (EOF B + EOX ) O A 77 F AfH
HE (ECFEE + ECX ) 12192 0S DIELMEE, 2X2 i THFAET 5 Z E N HI & Shiz,

TELE Y T 3T 50mg/m® B R GRS TR G, AT T F 0E 3 HAEIC 60mg/m?
% ECF BFEM N ECX BEICTH G, A %4V 7T F 1% 3 M4 130mg/m? % EOF Bt OY EOX
FEIC TG &7z, 5-FU 1% 200 mg/m?® 12 C ECF B M O EOF BEICHE B %5, A#AZ 625mg/m?
(2T 1 H2[E, ECXBEMONEOX REIE &5 ST,

FEFHEE TH D OS TR LT, EHOMPEILITERO LY TH Y, 5-FU JFHREHCXT
HAFKIGERBEDIES M (N — RE 0.86, 95% CI [0.80,0.99]) KNS 275 F L HEREIC it
THAXYV T TF UERABEOIELE (N — R 0.92, 95%CI [0.80, 1.10]) 23RS #72,

— AR oS

R W) | ol (A
5FU ffH 508 9.6
ECF 263 9.9
EOF 245 9.3
ARFIOFH 494 10.9
ECX 250 9.9
EOX 244 11.2

F7¢ Grade 3 LA EOFEFEGIL, i, f/MAOsE, P ERECE, FEEWEL R ERME,
T, O, FRERR, O RN, REME= a2 —a T —, IR, KORETH-T,
ECF #f & Fhigt L C ECX #£Cld Grade 3 LL_E D if HERJAMIE K& OV @ E B D58 BB 23 i 2>
ST, TOMh, KAIE 5-FU OLEMET 07 7 4 VTR E 2R T2 o 7=, BAEA(LEIRT
% 60 HERFRDIETFICONTIT 4 BRI CTRERZITRO Lo 72 (ECF B : 7.2%
[95%CI : 4.7,11.1%, VUL F[AKE], ECX B¥ : 5.6% [3.4,9.3%] , EOF # : 5.7% [3.4,9.5%] ,
EOX #f : 6.1% [3.8,10.0%] ),

2)  Capecitabine/cisplatin versus 5-fluorouracil/cisplatin as first-line therapy in patients with
advanced gastric cancer: a randomised phase 111 noninferiority trial. Kang YK, Kang WK, Shin
DB, Chen J, Xiong J, Wang J, Lichinitser M, Guan Z, Khasanov R, Zheng L, Philco-Salas M,
Suarez T, Santamaria J, Forster G, McCloud PI. Ann Oncol. 2009 Apr;20(4):666-73. ¥

AL, T4 ERENFICOWTHRIEM T I U 72 RISV T OIHICT
FLAL L 72 ML17032 BABR & [l —Th %,

3)  Arandomised multicentre phase II trial of capecitabine vs S-1 as first-line treatment in elderly
patients with metastatic or recurrent unresectable gastric cancer. Lee JL, Kang YK, Kang HJ, Lee
KH, Zang DY, Ryoo BY, Kim JG, Park SR, Kang WK, Shin DB, Ryu MH, Chang HM, Kim TW,
Baek JH, Min YJ. Br J Cancer. 2008 Aug 19;99(4):584-90. ¥

YIRARRE /061 T B O i & /I BRICAH & S-1 OFIMER Vo2 ARy & LTz,
A 22 5% R 27 T AEBRBR AN RN C S S 7z, 65 bl Eo g xtgi & LC, 96
INEVEZALEID £11F S, Intent-to-treat AFAT S IIAKIEE (1,250mg/m?, 1 H 2 [a], 2 JERI#
4% 1 BEEUASEK) 46 1], S-18E (40~60mg, 1 H 28], 4 BAMEG% 2 HEIRE) 45 Bl

HEEE 5 ; 95




91 I TH -7,

THEMEIE H T 5 N RIIAFIBEL N S-1BET, T2 27.2% (95%Cl [14.1, 40.4%])
ST 28.9% (95%CI [15.6,42.1%]) Th o7z, AAIRED TTP U 0S O RfEITZE 4.7
71 H (95%CI [3.1, 6.4 7 H]) K95 A (95%CI [7.8, 11.3 W H]) THV, S1HD 4.2
A (95%CI [15,69 7 H]) KU81HH (95%CI [49,11.4 B A1) LRIBETH-T-,

LEVEDRER, WD DORETRIARN 5%LL ETH -7 Grade 3 UL FOFEFLIL, &Alf,
HET)E, PORIERBUE, BENR, FRIEGHELAVER Cholz, DR E FRIEEFEDFE
B NARFIEECTEVMEN Th - 72 DISME, MR 2 RBBRIIFRE CThH D AARENRD
Hiviz, IREEEFEIIAFIRETIERRD e o7,

4)  Oral Fluoropyrimidines (Capecitabine or S-1) and Cisplatin as First Line Treatment in Elderly
Patients with Advanced Gastric Cancer: A Retrospective Study. Seol YM, Song MK, Choi Y],
Kim GH, Shin HJ, Song GA, et al. Jpn J Clin Oncol 2009;39(1)43-8 "

RIGE O - AT L BERE GO mlnE 2 xtg & LT, #&0 5-FU R3EH
THHIRFNNIL S1 B AT TF L LB OFEIE L e+ 52 L2 3R
2, VAT T ¢ TR et RN g e S e, T0mLL ED SPRE (S-1 & A7 F7F U DftH
Beh) 32 il XP B (RFIE AT ZF o OOtHES) 40 BINfRETIS & S, AHIX
1,250mg/m® % 1 A 2 [A] 2 # #5141 HREAE, S-1 134K m#EICIS U T 50~60mg 2 1 H 2
[ 2 BRI 5-1% 1 BRAE, 275 F 03 3 BMMEIC 70 mg/m? 3 % 5- S iz,

SP Rt L XP HEDORERNRIZZL NI 40.6% & 55%, TTP iz ZznEn54 7 H L 594 H,
AR I E N F 9.6 W H L 108 W H ThHo1-,

LEPEIZBI L C, MREICER D BTz Grade 3 UL EOF EH L AP ERBUE, 2, % )E,
BHCREE, EO, R, B, TR, BRETHY, DONELOTRIEBERED XP O L TR
D HAVTZ, XP BE TR RIEMERE X OV RO R BN S MERIN 2 B L7208, Z LA O Grade 3
U EOBEERZOBBRIIFRRBE TH -7,

(2) Peer-reviewed journal D#&EE. * % - 7+ ) S XFEOHERR

REAL-2 3R & ML17032 3R DG RN AEK S 4172 2006 FFELUED SRS, A X7 F U A
DL UTARAIE 5-FU AR L2 SCHk L e, ol LTars v - AT ~<7 4
v« LE 2 —IZBITHRiNELZLL FIZRT,

1)  Okines AF, Norman AR, McCloud P, Kang YK, Cunningham D. Meta-analysis of the REAL-2
and ML17032 trials: evaluating capecitabine-based combination chemotherapy and infused

5-fluorouracil-based combination chemotherapy for the treatment of advanced oesophago-gastric
cancer. Ann Oncol. 2009 Sep;20(9):1529-34. ¥

HITHEEEBRE 2RI, AFO 5-FU Ik 2L EZ R LIZ 2 SDOEIAERER

(REAL-2 3B M O ML17032 38lR) ZFHWWT, A Z 7V U ARFEEINT-, TNEFNOR
BRoOMEEL, T4, BENFRIZ OV TEZEM TN L 72/ AR B AGE IZ DWW T ROV 5 (1)
MEVEA LI EGRER, SENRERBRE DOAKR L E L TOREIRI) OEIZFEEH L TV D,

makBROFF 1,318 BT — & Z W C, 5-FU OFFAEE (664 ) & AAIDEHEE (654 ) @
OS } N PFS MLbickat &7z, £ DfER, 5-FU EHRED OS @ yufEix 285 H (95%CI [265,
305 H]) THhoH 4, RAIPFHEED OS O HAEIX 322 H (95%CI [300,343 H]) THY,
AF|D 5-FU KT 2B PE N RSz (0N — REE0.87 (95%CI [0.77,0.98], P=0.027)),
PFS I DWW T, 5-FU BEFIREEDY 182 H (95%CI [167,197 H]), AFIGHHEEN 199 H (95%Cl
(180,217 H]) To YV, AEEITBDO LN -7 (N — R 0.91 (95%CI [0.81, 1.02],
P=0.093)),




PLE &Y, #1978 i 2 B TRAIDHIRIEIE 5-FU OF RE & bl LU TR 2 i &
S¥D,

2)  Wagner AD, Unverzagt S, Grothe W, Kleber G, Grothey A, Haerting J, Fleig WE. Chemotherapy
for advanced gastric cancer. Cochrane Database Syst Rev. 2010, Issue 3. Art. No.: CD004064. ¥

AT VATRT A v LE2—TIE, #O5-FU 7 a KT v 7 L ERE5-FU & Ll
Rt 5 2 &2 HIZ, ML17032 38k D % HVCHEFT 23 340 S 4v7-, REAL-2 #BRIE, *f
GREIRY LN 10%RBRESENTWD Z LD, ITdRn Bt ShTn5s, i
DFER, HHFH B BEAIIRD LNV E OO, F1E 5-FU 12k UAKIL B4f /e A7 #R %
AL (ANF—KEE0.85 (95%CI [0.65,1.11])), ZOFfER LY, +or72BHEE & IRIGET )
M TE 2 HmBEEITH LT, 5-FU ORBRIEE L TARAIDEH S D & EfsamftiT T
W5,

(3) BEMEFE~DEEBERE L TOREIRR

1)  DeVita, Hellman, and Rosenberg’s Cancer*2*%

RERETIE, HEERICRT 2 BRIEITHEARE L L OFHREMER TS L LTz
ET, < OPRBREOBRKRBREZBAN L TWD, TDIH, KAlZHAWZERREBRE LT
REAL-2 &k e Y ML17032 i BR 2N S Il STk Y, UTDEBVRH I LTV D,

REAL-2 #BRICIZ, #HHEK) 250 Bil, &t 1,002 7236k Sa7e, ARBRT VA 213 2x2 O L
RERCTH D, 40%DIEFINHETH VD, TRl H A UIRIERE Th > 7=, 10%DJEF]IT,
BEORT LR TH -T2, KM TEFHBICETED bR -7 (ECFRE: 99 W A,
EOF #£ : 93 U H, ECX# : 9.9 W A, EOX # : 112 B H), 1 FFAEFRIIBNTH, KHIX
VW ECF #F (37.7%) &b @V EOX AF (46.8%) THEIL TWe, FHEDLIX, VAT T7F v
FIAXY Y 7T F T, 5-FUIEAANS TROETHE & fam T T o,

Kang 513 XP #£ (160 i) & FP#£ (156 ) Z ik L7- (ML17032 35%), XP HEIT FP #ELC
xtL, PFS CHLHM AR LT XPRESG6 W H, FPRES0 W AH), OSIZBWTHAEEAITHRD D
nignoi-,

2 HEER I

RHRETIL, FEOWENANELORBRE LT MLIT0R BN ENTEY, LLFoLE
DEiHEi SN TN D,

ML17032 BRIE, FP BEIEICXT L C5-FU 207 vk e I DU B-HIOARH (X) 0@ =
iz 7= XPJEIETH, PFS TRIZEOFE RN LN D HRET 2 SRR TH 5, ARBRIC K&
0, XP JEIEIL FP IRIE L FIZEOMENRO N D Z LR S, DgORERIZIHS T FP
YL & XP %O investigator choice DFEFHTEY B I272 > T\ 5,

(4) ZEXIHEBFOZEAA FS5 4 o ~DEHRR

1) NCCN 44 K54 > (k) 22

JRIFTHELT - S5O B3 2R & LT, AANX ECF &1L (HESE L1 @ Category 1),
FXV VT IZF LD, HLIFAV 2T EOPH (S L1 ¢ Category 2B) 12
THEHERRRDO—D & L THERR SN T 5,

2) ESMO WA K74 (BJH)

REAL-2 552 D5 BTN T, ECF B & Lt L EOX BEIC TAGFHIB OIER 2GR0 115 54,
MARZEREIED U A7 PMEIH S D A, HDERIRAR — R SRRl 22 B 5Nl He /e s b,




ECF 3 A0 R E 4 F0i L TV A sk Tlk EOX 3 FIBEIRIE~DEFZH#IE L T D (=t
FUATL— R 1b),

ECX 3 AIPFHEILE L BINED—2 L &N TW5b, £72, 5-FU 5T 2 AIOF FHEEIEIIAHKZ
G 2 AIPFABIEIC TRERRELE LTS (e F A7 L—FK: Ta),

S AZT Y AOFRER LV, 2 FI0FHEEE T 3 FIOHHEEIC IV TARANL 5-FU §
FEIVAGFHMRAENRLTWD LR TND (T VAT L—FK: la, #E7L—FK:A),

3) HEIEESTA R4 (AAHERS) 2
2004 HECLET O 2 ITIE, BIICx T DR LR E S LT, 7 vk U 2 v (5-FU

8 LU RTSFU A Gt ERIEREETH S, ENA OB SER R D B S T
FEDL YA ERTET D Z LT TE RV EfERAIT TWD,

6. AFMTORFRERE (BE) RUOEAREICOVT
(1) EERRICERLIEBTORFERE (FF) FI2OWT
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F R DFE B, AT 552 314, PR 2N 64d 0, 8585313 19.4% (95%CI[7.5, 37.5%])
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(21.7%) , BEAIREOA~NEZ 10 B4 10 6] (16.7%) , LDH b5 OVF /& fEERES 8
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LEXD, DAALSEEIEICHE®E LZERMIC XY, SUICETERSERE S, HEIZNR U
= - RENEYNIThbN D O THIL, Hﬁk@%?%@ﬁ HREEEE T D, AH
EATTF L OUHIEIEICOWTIE, SRR L REISEITE 2 5.
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