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Xeloda is indicated for first-line treatment of advanced gastric cancer
in combination with a platinum-based regimen
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Advanced gastric cancer , ‘ ~
In ¢ ination with a platinum-based compound the recommended

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

mg/m’ administere ice dailv 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

eplrublcm 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 (cxsplatm at a dose of 60 mg/m’ (triple
reglmen) 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 recelvmg the

Xeloda plus cisplatin combination.
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Xeloda is iﬁdi"cated for the adjuvant treatment of patients following surgery
of stage I(Dukes' stage C) colon cancer.

Xeloda is ‘indicated for the treatment of metastatic colorectal cancer.

Xeloda is indicated for first-line treatment of advanced gastrlc cancer in
comblna’uon with a platinum-based regimen.

'Xeloda in combination with docctaxel 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. -
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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 OOOmg/m are provlded 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 Mcolon cancer is recommended for a total
of 6 months.

Comblnatlon 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-émesis 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
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stage Icolon cancer is recommended for a duration of 6 months.

Breast cancer :

In combination with docetaxel the recommended startmg 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 accordmg to the docetaxeél summary of
product characteristics should be started prior to docetaxel administration for
patients recelvmg the Xeloda plus docetaxel combination. |
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| AA11,000mg/m*% 1 H2E], 2BMEAREZERAREL, PR B2 A 701752 a L&
niz. FPIZOWTHE, 3BMZ1V A7 4E LT, 1RBIRVAT T F U 80mgm’ 28EL, 1|
B B2 558 B £ T5-FU 800mg/m% B ZReHiEL, 2R EB2FA I MTHI L L Shiz,

BOMORR, BREMFEE CHE S NZEEBITICBWT, EEFHEER TH 5 PFS
HZDWT, FRAEIL XP BET5.60 H (95%{EHEX M (C1) [4.9,7.3 7 A1), FP B T5.040 B (95%CI
- [42,634 A1), FPEHCHT 3 XPBEOAY— R RLEERE. . F#. KPS, &S,
EBHEECMBEL VLV RRERE U, #UKEE L Lz Cox MBI — FETFN) O&H |
FEMEI30.85, WII95%CI LIRIZ1IIITH Y, ESE~—Vr LCEANIRE L1252 TH |
D, BEICHELETHDZENTENE (P=0.005), £/, BIKFHEEE THOL2EFHM |

(0S) 122V C, FHRIEIE XP BETI0.55 B (95%CI [9.3, 1127 A1), FPEETI3 4 A (95%CI
- [7.4,10.67 B1), BREIZ W T, XP #146 0% (95%CI[37.6, 54. 7%]) FP aqémz 1% (95%CI

[24.4,40.6%]) ThHo7z, '
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H (5%, 5%), ROEIM (5%, 3%) THY, FEHE}10% LD Grade 3L, EDERBREE
REV, FPER BB (27%, 25%), ~EZ B BB (23%, 19%), #FHERED (23%,
22%), ROEMEED (8%, 11%) Thol, £, WENADEET%E LR bh i
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FHE L &K ERE28ARE TOHMIZ, XP D156, FP #HO106I235EC L, ERIL, XP
BECIXE A RREEITSO, L REEEH, ;‘sﬁ:ﬁﬁ, B BEX) , ALVUX, DFE, ROEE
HmE16THY, FPETIIEE,/FEET SR EIEEREE, NRAE, LIFRE, O
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Z1A2EREMBRERBERKEL, Dl 2 A7 MTH 2 sz,

AIMEDORERE, ﬁxﬁﬁﬁmﬂ%&wmqﬂ14%75%/‘%‘% (PR) R L, BHEIE35.9% (95%CI
[21,53%]) (14/396) Toh o7,
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YRS, THI, B, IR, K, A LR, FEE SRR, A5kE0R, B8, T (&
Death] & #H&Eh, BEBNEEINLTWHRV®, MedDRA EAZED M- & LTES
Uiz ), %%, Bh, KBEEE, 5o, ROBEZ BEX) (£2%) THY; Grade3 UL
| OERFRREEREL, SR AR GHD, U roSERERO RO GOT #i (& 2 F), ~
B uerBE, GPTHEN, R UM, 7 LT F= 8N, ROZCERnERE S |
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J, Norman AR. Capecitabine and oxaliplatin for advanced esophagogastric cancer. N Engl J Med.
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BT (SIRREE) miiﬂéri@ﬁféﬁ BREESHERUE r%%éﬂ%u_, ECF
B (=prryy (B), YR77F 2 (C) RUSFU (F) Offf#%E), ECX# (zELy
Vv, VAT ITFURUER (X) OffRE), BEOF# (e vy, 7%FYTFSF

RO5-FU OJA#HRE), EOX# (=Lt yy, 333 FPSF U RUAROHERE) ©
4 R BT 5 B IAERBR SN & 02T 2000 42 6 A 5D 2005 48 S BiCE S hiz, B
SHEEB X 0S T, AKIGFHARE (ECX & + EOX &) o 5-FU fFFEE (ECF# + EOF &) I
xt4 2 0S DL, RO XYY 77 F - HifEE (EOF 3 +EOX #) OV A7 5F R
# (ECF # +ECX®) IZxd 3 0S DIFELME, 2X2 LB CRIFT 52 L RBME S,
T EAE VUL 3 EEIC S0mym’ 2B EHICTERE, VAT I F U 3 BRI 60mgm?
% ECF BEROVECX B TR E, %% Y F5F 133 BEIC 130mg/m® % EOF BEX O EOX |
B THRE &Nz, 5-FU i 200 mg/m* 12 T ECF B K ONEOF BHIZE H B E, AFIX 625mg/m
iZT1H2H, Ecxﬁ&Uonﬁiq;ﬁ_B&@émo .

EEFFEE THB OS KL T, HHOBRERITEDOLBITHY, 5FU f#ﬂ%lﬁi TR

HEAFBERABEOIELME (NNF— FH 0.86, 95% CI [0.80,0.99]) RN RS SRR
THAXYY 7“75—/{#,51%%‘0)#%& (NPF— FE 092, 95%CI [0.80, 1. 10]) bwéhto

s S il oS
il (B) | HRdE (o A)
SFU B+ , 508 © 9.6
ECF 263 9.9
| EOF 245 93
AFIGEA 494 109
ECX = - 250 9.9
EOX 244 112

72 Grade 3 P OEEES, A, D/MORAE, FHERBE, %ﬁfiizaﬂ*ﬁzﬁ&*r
TH, AR, FREGE, Bl -IEE, REE=a—osF—, EE RURETho7k,
ECF B & b8 U C ECX B Tl Grade 3 A EOHFFERBAER OF BERBORBMEE N EH
STW, T O, FHIE SFUDREMT 0T 7 A MCKRERER T Lo, EBESLEIM
% 60 BEERDELTERICDOWVWTIX 4 HERTKEZREZEIRD O o7z (ECF B : 72% |
| [95%CI : 4.7, 11.1%, LATHE#R], ECX B : 5.6% [34 9.3%) , EOF B : 5.7% [3.4,9.5%] ,
| EOX Bt : 6.1% [3.8,10.0%]. ). ‘

2) Capecxtabme/msplatm versus 5-fluorouracil/cisplatin. as first-line therapy 'in patients with
advanced gastric cancer: a randomised phase III 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 PL. Ann Oncol. 2009 Apr;20(4):666-73. ¥
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3) A randomised multicentre phase Il 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. © ’
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EAER (LSRR S THERBRIBREIC TEE SN, 6SRULOBEENRE LT, 96 5
NEIEZLE D 17 &, Intent-to-treat FRHT R BUIIAFIRE (1,250mg/m’, 1 A 2 @, 2 @M

5% 1BRIAIE) 46 B, S-1BE (40~60mg, | A 20, 4 BRIELS% 2 BRI 45 IS |

BEES ;95




91 ﬁj(&)Ofuo

 FEFHMEEE Tbé%fﬁ4&i$ﬁJﬁ$&U S-1 8T, ThTh 27 2% (95%c1 [14 1,40.4%])
. &U 28.9% (95%CI [15.6,42.1%]) T o7z, AHKIEED TTP. K0S DEHREZERLEN 4.7,
BB (95%CI [3.1, 6.4 WAD) K95 HH (95%CI [7.8, 113 HA]) THY, S-1HHD42
AR (95%CI [1.5,69 A1) K81 UH (95%CI [4.9,11.4 B A]) LRABRETH-T,
| REWOHKR, WThOOBETRERN 5% L TH o7 Grade 3 L EOAEESIT, &, -
BHE, BERKEAOE, BRTER, FRERBERVER CTHo, ORREFREREOR
BERAFFECEVVERTh >N, FECRIT 3 RERIARETH UES, @'ﬁziﬁﬂm
bz, IBRBEEIIARIE CIIRD bR o T,

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 YJ, |.
Kim GH, Shin HJ, Song GA, et al. Jpn J Clin Oncol 2009;39(1)43-8 no

RIBEOED - AT ﬁ%%ﬁxm%ﬁfﬁ%’*ﬁw@ﬁﬁ%%&ﬂ%k LT, &0 5FU +£§l
THHERFINIL S-1 2V AT ITF VLA LSO LR ERHTAZ 2B
|, VRBRRS T 4 TRBRBERS N, T0RMED SPE (511 &V RTTF L OHA

#®5) 32 gl XP & V(ztiﬁu& VAT TF U OHREE) 40 GINETRISRE Shiz, AFENE
1,250mg/m’ & 1 B 2 B 2 BEREH% 1 @RKE, S-1IZERERICSELT 50~60mg % 1 A 2,
[5] 2 3@?31&5@% 1BRNRE, 275 F 133 BRI T0 mg/m B"gE SN,

SP ﬁié: XP BEOEDRIT TN 40.6% & 55%, TTP R Z 5.4 AR 5, 9WA,

| EEHERRETI TR ENI6 VAL 108 WA Thotz,

C BZEMIZEL T, MEICRD bz Grade 3 U LOFEESITFHRBAE, ﬁn’n B FIEE,

BHFIE, B, B, MEE, T, BETHY, ONKRECEREGEREN XP BOL TR

Do, XP HTFERERERUOTHORRENREV \{Er‘] BHBITD, LS D Grade 3
utw%‘ig%@%ﬁwiﬂﬁﬁ*céboto

(2) Peer—revxewedjournal OD%BR\ AR - TF */Z’é‘?d)#&iﬁlﬂ(&

REAL-2 308 & ML17032 RER O RAAR ST 2006 FELUROXEN D, AFTFTY R |
DW|EL LTARIL 5-FU R B LR 1 B E, BFORRL LTar T30 VRT T4
V7« VEa2—| ioﬁé‘ﬂ%irﬁm%u? b

1) Okmes AF Norman AR McCloud P Kang YK, Cunmngham D. Meta-analysis of the REAL-2
~and ML17032 trials: evaluating capecntabme-based combination chemotherapy and infused
5-fluorouracil-based combination chemotherapy for the treatment of advanced oesophago gastrlc '
cancer. Ann Oncol. 2009 Sep;20(9):1529-34. B

:Eﬁ%ﬁ:_r%%%?f%k, EH|D 5-FU Liﬁ“é#%%%&fr Lz 2 o@%mma%
| (REAL-2 BREREU'MLIT032 B % FWTC, AZTFHY VARERS Nz, TRENOR
BROBEL, T4 BENFIZOW TR CHEM L - EIMRRRBEREIC >V BROT5 (1) |
W’E%{tttﬁ:fcﬁﬁ EOYEARSOAKRIL LTORERI] OEICEHL TV,
C ERBROF 1,318 flOF—# T, S-FU GRAIEE (664 Bl) & AKIBERARE (654 ) @
OS XU PFS A ELEURET Sz, £ DOFER, 5-FU BEREED 0S O R#iX 285 H (95%CI [265,
305 H]) THLH—F, AFIGFABED OS OFRIEIL 322 B (95%CI [300, 343 A]) T Y,
FFID 5-FU K 2BEBEIRE N (NP — FH 0.87 (95%CI [0.77,0.98], P=0.027)),
PFS {ZOW T, 5-FU BERIEEDS 182 B (95%CI [167,197 B]), AFIGFAHEED 199 B (95%CI
(180,217 B]) TH Y, AREIRDbiehofz (NPF— K 0.91-(95%CI [0.81, 1.02],

P=0.093)),
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| Ewa,

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

975 VRFITF 4 v - LE2a—Ti, &OS5FU 7R RS v 7 L #E 5-FU %:tl:&
B3 2 &2 HENC, ML17032 RBOL% AV TN BSER Sz, REAL-2 2B, <t
KREECRELRES 10%BESENTNS D END, RITRENLRAIN TS, AT
DFER, MEFEHRAEZTRD N2V OO, #E 5-FU Ik LARNILBIF 2 EFHM %2
RLUE (NYF— FE0.85 (95%CI [0.65,1.111)), ZORRLY, +4o7BHEE & IREGBESER
| BT E DEBAE I LT, SFUOREREL LTZ&%IJM%}% Shp~&E LRI T
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1) DeVita, Hellman, and Rosenberg s Cancer'”

FEEE T, FEERIC B DAL EAIRE LY M#%%{imfﬁhﬂ\é L
ET, ZLoARECBERRBRERBALTVDS, 2055, AFZAW-EKRRRE LT
REAL-2 BB K 'ML17032 BRBEMBI A SN TRY, UTOLBYEHESA TS, |

REAL-2 REBRIZIZ, &FER9250 5, F 1,002 ISR I i, ARBRT VA 13 2x2 Dk
RBRThH D, 0%DEFPBETH Y, MIIEEBESHUIEEE TH o7, 10%DEFNT, |
REDRYELEEEThH-o 7o, BHBCTAFHMICEIRO b o7z (ECF & : 99 W1 A,
EOF # :93 U A, ECX B :99 VA, EOX# : 112 W A), | FAEFRIIBVTH, BHE
W ECF B (37.7%) L& bE\ EOX B (46.8%) TEUL T\, EEDIT, /7\7‘7%/
EAXYY 755, 5FU FIAAN TRERFTRE L R T B,
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Characteristics) :
Gemcitabine is indicated for the treatment of patlents with locally
advanced or metastatic epithelial ovarian carcinoma, in combination
with carboplatin, in patients with relapsed disease following a
recurrence-free. interval of at least 6 months after platinum-based,
first-line therapy.

KENCRIT 2 IR 5508 - 0% (USPD :

Gemzar in combination with carboplatm is indicated for the
| treatment of patients with advanced ovarian cancer that has relapsed
at least 6 months after completion of platmum-based therapy

B A : ‘ '
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Characteristics) :

Gemcitabine in combmatlon with carboplatin is recommended using
gemcitabine IOOOmg/m administered on Days 1 and 8 of each |
| 21-day cycle as a 30-minute intravenous infusion. After gemcitabine,
carboplatin will be given on Day 1 consistent with a target Area
under curve (AUC) of 4.0mg/mlsmin. Dosage reduction with each
cycle or within a cycle may be applied based upon the grade of
toxicity experienced by the patient.

| KBRS 2 IREEICEE S 5 Mk - F& (USPD :

Gemzar should be administered intravenously at a dose of
1,000mg/m* over 30 minutes on Days 1 and 8 of each 21- day cycle.
Carboplatin AUC 4 should be administered intravenously on Day 1
after Gemzar administration. Patients should be monitored prior to
each dose with a complete blood count, including differential counts.
Patients should have an absolute §ranulocyte count >1,500 x 10%/L
and a platelet count >100,000 x 10°/L prior to each cycle.
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B 1 RUT8 B EICAA 1,000mg/m’ BN 1 B BIZHALRT T F 2 AUCA0 ZFEIRNEES L., |
| CHBECIX 1 BRIZAARTFF L AUC 5.0 % 8ARNEZSE Uiz, ZTEFMEERE Th 2 EHE

| BiRE (TPD : BAEABIG B 2 BIREBOBLUIH b 3 RERIC L 3B £ TOHM) 1o
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T3 SRR ERIEEELEIHNRR Th o7, 2EIRHESRAE ST | KILEHE
EHATRTH#, 6 » AULEERBLTHERLEZBEE Tholz, A 1,000mg/m® %38 1 [E 2 &
e (1 kU8 HH) #ARAKREL, RO 1 BIIKELZ, IARFIZF 13 1 B BOFE
5%, BIRAUC 240 L THRABERE Lz, ERT —# 0Tl Shi-BE 38 floE
R 47.4% (95%CI [31, 64.2%)) Th o1, AiGBRH| Jﬁt{ﬂ IBDLNRd o7, 46183,

BBEL OBERH L BRI é:htéfﬁﬁ%tﬁ?ﬁ%%%&m 7’*5&%%& L. ZOWNRIZMm

B 11 o
' CEEES 122




AN/ MR 2 B, SFPERBD R OSBRI & 1 fiTh o T, BRIRREESME
ZOWT, 7 b—F 4 OFHIZ, FPEREDROM/MRED, 7 V— R 3 OFEIIFPERE
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ERUZ Y UBRBNCEH L 227, BLSEED LIEBERBEENLEBETE TOH |
253 » ALLT G » AzBA2BSIIBRERLBERE) THHUNEE, BB UIER
HEEERE S1PITho 7o, AFNTE 1 E#E 2% 3 Bk TITV. 20#% 1 BARET 3247
V:~w%1:~xabfﬁsént0&5§m\%@L%mgmfﬁﬁéht(mm)m\
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| Topotecan is used for the treatment of advanced ovarian cancer |
.in patients with disease that has recurred or progressed following

therapy with- platinum-based (i.e., cisplatin, carboplatin)
regimens.(1,34,22) The current indication for topotecan is based

| principally on data from 2 clinical trials (including a multicenter,

randomized study comparmg topotecan with paclitaxel) in
patients with advanced ovarian cancer.(1,28,35,36,2252) In these
clinical trials, topotecan was administered at an initial dosage of
1.5 mg/m? IV over 30 minutes once daily for 5 days (as
tolerated) followed by 16 treatment-free days (total of 21 days
per treatment course); dosage of topotecan. in subsequent cycles
was adjusted according to hematologic tolerance.(1.28.36)
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