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[ Abstract] Background and purpose: Capecitabine, which is widely used in the first-line treatment of
advanced breast cancer, was known little in the maintenance treatment of advanced breast cancer. The present study
aimed to explore the efficacy and safety of capecitabine in the maintenance treatment of advanced breast cancer.
Methods: A total of 62 advanced breast cancer patients confirmed by histopathology and/or cytology, who had
been evaluated as CR/PR/SD after first-line treatment, were divided into two groups. Thirty-one of them received
capecitabine orally as maintenance treatment, while the others were followed up without any treatment. The clinical
response was evaluated every two cycles. Results: The median time to progression (TTP) of the capecitabine group
was 12 (2-24) months, which was significantly higher than the control group. In the subgroup analysis, similar results
were detected in the premenopausal group, hormone receptor positive group, HER-2 positive group, metastasis group,
no capecitabine used history group. Among the capecitabine group, the overall response rate (CR+PR) was 19.4%,
and the disease control rate (CR+PR+SD) was 74.2%. The most common adverse effects were hand-foot syndrome,
hematologic toxicity and gastrointestinal reaction, all of which could be tolerated. The overall score of the capecitabine
group evaluated by the Chinese vesion of the FACT-B was significantly higher than the control group. Conclusion:
Capecitabine can effectively and tolerably prolong survival time and improve the quality of life of patients in the
maintenance treatment of advanced breast cancer.
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Tab.1 Comparison of the TTP between the patients of the two groups

— P value
Capecitabine group Control group

Total 12(2-24) 7(1-18) 0.038
Menopausal status

Postmenopausal 7(2-24) 6.5(1-18) 0.228

Premenopausal 16(8-24) 6(1-16) 0.015
Hormone receptor status

ER and PR negative 11(2-24) 6.5(1-18) 0.425

ER or PR positive 10(4-11) 4.5(1-11) 0.037
HER-2 status

Positive 12(6-24) 6.5(1-16) 0.024

Negative 7.5(2-18) 5.5(1-18) 0.342
Organ metastasis

Yes 10(4-24) 7(1-13) 0.036

No 12(2-18) 5.5(1-18) 0.384
Metastasis site

Lung 12(3-24) 6(2-13) 0.012

Liver 11(6-24) 7(1-11) 0.072

Others 9(5-12) 4(1-10) 0.124
Prior chemotherapy

Capecitabine included 9(2-24) 7(1-18) 0.674

Non-capecitabine included 12(4-24) 6(1-16) 0.023
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Tab.2 The relationship between recent efficacy and affecting factors of the 31 patients

[n(%)]
Factor Total Effective rate Control rate
Menopausal status
Postmenopausal 6 3(50.0) 5(83.3)
Premenopausal 25 3(12.0) 18(72.0)
Hormone receptor status
ER and PR negative 8 1(12.5) 4(50.0)
ER or PR positive 23 5(21.7) 19(82.6)
HER-2 status
Positive 10 4(40.0) 8(80.0)
Negative 21 2(9.5) 15(71.4)
Organ metastasis
Yes 20 3(15.0) 15(75.0)
No 11 3(27.3) 8(72.7)
Metastasis site
Lung 11 2(18.2) 9(81.8)
Liver 5 1(20.0) 3(60.0)
Others 4 0(0) 3(75.0)
Prior chemotherapy
Capecitabine included 18 2(11.1) 13(72.2)
Non-capecitabine included 13 4(30.8) 10(76.9)
x 3 FIEMIRBHERFETIEHIARER R KRB (%)(WHORR )
Tab.3 Adverse effects in the capecitabine-group (WHO criteria)
[n(%)]
Item 0 I Il I v Total
Blood adverse effects
Leukopenia 19(61.3) 6(19.4) 3(9.7) 2(6.5) 1(3.2) 18(38.7)
Neutropenia 18(58.1) 6(19.4) 4(12.9) 2(6.5) 1(3.2) 13(41.9)
Thrombocytopenia 21(67.7) 5(16.1) 2(6.5) 2(6.5) 1(3.2) 10(32.3)
Anaemia 21(67.7) 5(16.1) 4(12.9) 1(3.2) 0(0) 10(32.3)
Hand foot syndrome 17(54.8) 9(29.0) 4(12.9) 0(0) 1(3.2) 14(45.2)
Diarrhoea 21(67.7) 5(16.1) 4(12.9) 1(3.2) 0(0) 10(32.3)
Stomatitis 22(71.0) 5(16.1) 3(9.7) 1(3.2) 0(0) 9(29.0)
Non-blood adverse effects
Nausea/vomiting 20(64.5) 5(16.1) 3(9.7) 3(9.7) 0(0) 11(35.5)
Transaminase 22(71.0) 8(25.8) 1(3.2) 0(0) 0(0) 9(29.0)
Increased creatinine 28(90.3) 3(9.7) 0(0) 0(0) 0(0) 3(9.7)
Neuropathy 28(90.3) 3(9.7) 0(0) 0(0) 0(0) 3(9.7)
F 4 FEMERTHSWREAEFREITEN(FACT-BHIHR)
Tab. 4 Evaluation of the two groups by the Chinese vesion of the FACT-B
Capecitabine group Control group
t P value
Mean Std. Mean Std.
Physical status 21.6 4.72 19.6 5.32 1.55 0.121
Social/family status 214 3.64 18.3 4.23 2.98 0.003
Emotional status 16.6 3.52 13.4 5.62 2.61 0.009
Functional status 15.7 4.24 12.8 6.46 2.05 0.040
Additional concerns 24.1 4.46 22.8 6.32 0.93 0.351
Opverall score 99.4 18.46 87.4 21.63 2.30 0.022
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