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[ Abstract] Background and purpose: The optimal strategy of maintenance therapy following first-line chemotherapy for
metastatic colorectal cancer (mCRC) patients is controversial. This pilot study was to evaluate the efficacy and safety of metronomic
chemotherapy with capecitabine as maintenance therapy in metastatic colorectal cancer. Methods: This was a single-arm, single-
center trial, and patients received maintenance therapy of capecitabine 500 mg, twice per day as metronomic chemotherapy following
18-24 weeks of induction chemotherapy with XELOX, mFOLFOX6 or FOLFIRI and achieved clinical benefit. The primary end
point was progression-free survival (PFS). The secondary end points included overall survival (OS) and toxicity. Results: Between
16th Oct., 2014 and 31st Dec., 2017, 37 patients were enrolled in the study from Shanghai Jiao Tong University School of Medicine
in China. The median follow-up time was 15 months (4.0-41.4 months). The primary end point PFS (metronomic maintenance
therapy) was 5.6 months (1.7-38.5 months). The PFS (from the induction chemotherapy following maintenance therapy to the first
progression) was 11.4 months ( 6.8-44.3 months ) . The most common toxicities were neutropenia, nausea, vomiting and hand-foot
syndrome. None of the patients had 3-4 grade toxicity. Conclusion: Metronomic chemotherapy with capecitabine as maintenance
therapy can be considered an appropriate option following the induction chemotherapy in mCRC patients with acceptable toxicities.
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Fig. 1 Trial design and procedure
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Tab.1 Patient’s clinical characteristics

Characteristic Percentage/% N=20
Age/year

<70 34

>70 3
Gender

Male 26

Female 11
ECOG PS

0 28

1 7

2 2
Primary tumor type

Colon 26

Rectum 11
Left/right side

Left 31

Right 6
Metastatic site

Liver only 11

Lung only 3

Liver and lung 5

Others 18

Ist line chemotherapy

mFOLFOX6 22
XELOX 4
FOLFIRI 11

Assessed for eligibility (n=51)

Surgery or ablation after

chemotherapy (n=4) or PD (n=7)

A 4

Going maintenance (n=38)

»

Lost to follow-up (r=1)

A
Analyzed (n=37)

v

SD and still on treatment (n=9)

B2 BENARKEA
Fig. 2 Trial profile
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FESALSTE, CR 20, PR 26{, SD 9fil. Fij [n(%)]
ﬁ§2018ﬂ57ﬁ 31 H ’ dﬁ*ﬂ’ﬂﬁﬁgﬁ*%(ﬁﬁﬁ/ﬂ ':I:'ﬁi Adverse events All events (N=37) Grade 3/4 (N=37)
PRSH5.64 H (1.7-38.50H ) ([E3) . i Neutropenia 8 (21.6) 0(0)
i PSS R AT IO R PES L LA e JED 0O
(68~44341) o HOPIBH HAMPPD, Hply T neo o
BT IBCRAIPRIGE S, Higkeie O neo o
HRATF I, 3TOIRE D, A4AGIseT, serodpp  Penioorskinrecton JED 0o
FIRFIGI AT E R, A TARR s A Sk e 269 0O
B () . Nausea, vomiting 5(13.5) 0(0)
Mucositis 0(0.0) 0(0)
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Fig.3 The median PFS of metronomic maintenance therapy
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Fig.4 The median PFS of 1st line induction and maintenance

therapy
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