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Clinical study of Zhengyuan Capsules combined with paclitaxel (albumin bound)
and capecitabine in treatment of advanced triple negative breast cancer
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Abstract: Objective To explore the effect of Zhengyuan Capsules combined with paclitaxel (albumin bound) and capecitabine in
treatment of advanced triple negative breast cancer. Methods From February 2023 to February 2025, 100 patients with triple-negative
breast cancer admitted to Weifang People’s Hospital were selected and divided into control group and treatment group according to
random number table method, with 50 cases in each group. Patients in control group were given intravenous infusion of Paclitaxel for
injection (Albumin Bound), 260 mg/m? each time, once every 3 weeks. At the same time, they were orally administered Capecitabine
Tablets, 1 g/m? each time, twice daily from day 1 to day 14. Patients in treatment group were given oral Zhengyuan Capsules, 4 capsules

each time, 3 times a day on the basis of control group. 21-Day period was considered as one cycle, and both groups were treated for 3
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cycles. The clinical efficacy of two groups was observed, and the cancer fatigue scale (CFS) score, the Chinese version of the breast
cancer patient quality of life measurement scale (FACT-B) score, improvement of clinical symptoms, Karnofsky performance status
(KPS) score, and immune function (CD3*, CD4", CD8", and NK cells) were compared between two groups. Results The objective
response rate (ORR) and disease control rate (DCR) in treatment group were 16.00% and 90.00%, respectively, which were
significantly higher than those of control group (2.00% and 62.00%) (P < 0.05). After treatment, the scores of emotional fatigue,
physical fatigue, cognitive fatigue and total score in the CFS scale of the treatment group were significantly lower than those before
treatment (P < 0.05), and the scores of emotional fatigue, physical fatigue, cognitive fatigue and total score in the treatment group were
lower than those in the control group (P < 0.05). After treatment, the physiological status score, emotional status score, functional status
score, social status score, additional concern score and total score of both groups were significantly increased compared with those
before treatment (P < 0.05). After treatment, the physiological status score, emotional status score, functional status score, social status
score, additional concern score and total score of the treatment group were higher than those of the control group (P < 0.05). After
treatment, the syndrome scores of both groups significantly decreased, while the KPS score was higher than before (P < 0.05). After
treatment, the syndrome scores of the treatment group were lower than those of the control group, and the KPS score was higher than
that of the control group (P < 0.05). After treatment, the CD3*, CD4* and NK cell counts of both groups decreased compared with
those before treatment, while CD8" increased (P < 0.05). After treatment, the CD3*, CD4" and NK cell counts of the treatment group
were higher than those of the control group, and CD8" was lower than that of the control group (P < 0.05). Conclusion Zhengyuan
Capsules combined with paclitaxel (albumin-bound) and capecitabine have demonstrated multiple benefits in treatment of advanced
triple-negative breast cancer, not only significantly improves the clinical efficacy and life quality of patients, but also helps alleviate
clinical symptoms and reduce the degree of cancer-related fatigue. At the same time, it does not have a significant impact on the body’s
immune function.

Key words: Zhengyuan Capsule; Paclitaxel for injection (Albumin Bound); Capecitabine Tablets; advanced triple negative breast

cancer; degree of cancer fatigue; FACT-B score; KPS score
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Table 1 Comparison on clinical efficacy between two groups
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Mebing 50 0 8 37 5 16.00" 90.00"

EX R R "P<<0.05,
“P < 0.05 vs control group.
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SRIAEITRTILE: "P<0.05; SXIRARITEHE: 4P<0.05.

P < 0.05 vs same group before treatment; 4 P < 0.05 vs control group after treatment.
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Table 3 Comparison on FACT-B score between two groups ( xts)
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SFHBITRIE: "P<0.05; SXTRARITEHE: 4P<0.05.

*P < 0.05 vs same group before treatment; 4 P < 0.05 vs control group after treatment.
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Table 4 Comparison on clinical symptoms improvement and weakness between two groups ( x£s)
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T 50 23.28+4.20 11.85+3.12" 23.05+3.52 70.15+8.25™

HRM®TATE: "P<0.05; SxHRARITEHE: 4P<0.05.

*P < 0.05 vs same group before treatment; 4 P < 0.05 vs control group after treatment.
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Table 5 Comparison on immune function between two groups ( x£s)

A= I VZ V7 I =2t CD3"/% CD4"/% CD8"/% NK 40 H1/%

B 50 VRITHT 56.85+3.65 36.52+3.62 22.30+2.35 16.254+2.72
R 42.25+4.25" 27.82+3.45" 28.46+2.39" 10.6641.92°

BT 50 VRITHT 56.893.60 36.45+3.65 22.25+3.30 16.2042.70
BTG 48.824+4.23™ 32.75+£2.92** 25.06+2.82" 13.25+1.88"4

HRMERITRTLE: "P<0.05; SXTRRARITELE: 4P<0.05.

*P < 0.05 vs same group before treatment; 4 P < 0.05 vs control group after treatment.
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