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Xelodaisindicated for first-line treatment of advanced gastric cancer
in combination with a platinum-based regimen
XELODA 000000 OooDooDDOooooooooon
ooo0ooooboooooboooobooon
ooooad oooon

Advanced gastric cancer
In combination with a platinum-based compound the recommended
dose of Xeloda for the treatment of advanced gastric cancer is 1000

ma/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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Xelodais indicated for the adjuvant treatment of patients following surgery
of stage U (Dukes stage C) colon cancer.

Xelodaisindicated 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.
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Xeloda should only be prescribed by a qualified physician experienced in the
utilisation of anti-neoplastic agents. X eloda 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 areafor 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 [0 colon 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 biologica 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

goboogoes




stage [ 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 infuson every 3 weeks. Pre-medication with an ord
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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UobobodobboooboboodonbDdSummary of Product
Characteristics[ 1]

Gemcitabine is indicated for the treatment of patients 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.

obobOoooobOobooboboobobogusei™

Gemzar in combination with carboplatin is indicated for the
treatment of patients with advanced ovarian cancer that has relapsed
at least 6 months after completion of platinum-based therapy.
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Ub00ob0o0ooobOoboo0obobOnbdSummary of Product
Characteristics[ L]

Gemcitabine in combination with carboplatin is recommended using
gemcitabine 1,000mg/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/mlemin. Dosage reduction with each
cycle or within a cycle may be applied based upon the grade of
toxicity experienced by the patient.

obobooooboboooboobobgusei

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 granulocyte count >1,500 x 10%/L
and a platelet count >100,000 x 10%L prior to each cycle.
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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 datafrom 2 clinical trials (including a multicenter,
randomized study comparing topotecan with paclitaxel) in
patients with advanced ovarian cancer.(1,28,35,36,2252) In these
clinical trias, 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 hematol ogic tolerance.(1.28.36)
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