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Clinical study of Kanglixin Capsules combined with TX regimen in treatment of
advanced triple-negative breast cancer

LIU Sha, WANG Mingkun, PAN Tao, ZHANG Shuang, YANG Ping
Department of Radiotherapy, the First Affiliated Hospital of Hainan Medical College, Haikou 570000, China

Abstract: Objective To investigate the clinical efficacy of Kanglixin Capsules combined with TX regimen in treatment of advanced
triple-negative breast cancer. Methods A total of 116 patients with advanced triple-negative breast cancer admitted to the First
Affiliated Hospital of Hainan Medical College from January 2020 to January 2024 were selected and divided into control group and
treatment group according to random number table method, with 58 cases in each group. Patients in the control group were given TX
regimen, and Docetaxel Injection 75 mg/m? were injected intraventically on the first day. And they swallowed Capecitabine Tablets
with warm water 30 min after meals, from day 1 to 14, twice daily. Patients in treatment group were po administered with Kanglixin
Capsule with warm water 30 min after meal on the basis of control group, 3 capsules/time, 3 times daily. 21 d was as 1 course, both
groups were treated for 4 consecutive cycles. The clinical efficacy of the two groups was observed, and the changes of lesion size,
DASS-21 score, FACT-B score, serum tumor markers, interleukin-6 (IL-6), CC chemokine ligand 20 (CCL20) and peripheral blood T
lymphocyte subsets before and after treatment were compared between two groups. The adverse reaction of drugs in two groups were
analyzed. Results After treatment, ORR and DCR in treatment group were 50.00% and 86.21%, respectively, which were
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significantly higher than 31.03% and 70.69% in the control group (P < 0.05). After treatment, the maximum lesion diameter and DASS-
21 score were significantly decreased in both groups (P < 0.05). After treatment, the improvement of lesion maximum diameter and
DASS-21 score in treatment group was significantly better than that in control group (P < 0.05). After treatment, FACT-B scores and
total scores in both groups were significantly higher than before treatment (P < 0.05). After treatment, the FACT-B score of treatment
group was higher than that of control group (P < 0.05). After treatment, the serum levels of carcinoembryonic antigen (CEA),
carbohydrate antigen 15-3 (CA15-3), IL-6 and CCL20 were significantly decreased in both groups, and CD4* and CD4*/CD8* were
significantly increased in treatment group (P < 0.05). After treatment, the levels of serum tumor markers, IL-6, CCL20 and peripheral
blood T lymphocyte subsets in treatment group were better than those in control group. During the treatment, the incidence of
thrombocytopenia, leukopenia, and gastrointestinal reaction in treatment group were 10.34%, 13.79% and 15.52%, respectively, which
were significantly lower than those in control group (24.14%, 31.03% ,and 34.48%) (P < 0.05). Conclusion Kanglixin Capsules
combined with TX regimen can improve the short-term efficacy of advanced triple-negative breast cancer patients, effectively reduce
tumor load, improve tumor microenvironment and anti-tumor immune effect, which can improve patients’ bad mood and quality of life.
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Table 1 Comparison on clinical efficacy between two groups
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RIT 58 0 29 21 8 50.00" 86.21"

xR L "P<<0.05,
P < 0.05 vs control group.
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*2 AR RARE DASS-21 JFNEEER ( x £s )
Table 2 Comparison on lesion maximum diameter and DASS-21 score between two groups ( X +s)

i kE i KA lem DASS-21 ¥4
A5 n/5 —— - — -
VAT I VRIT G YR TT I wIT R
Xt e 58 4.95+1.40 3.86+0.79" 52.98+6.49 47.24+7.23*
AT 58 5.0341.36 2.77+051 55.134-6.30 42.06+5.88"

HFRABITATHAL: "P<0.05; SXMAIRYTEEE: 4P<0.05.
P < 0.05 vs same group before treatment; 4P < 0.05 vs control group after treatment.
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Table 3 Comparison on FACT-B scores between the two groups ( X s)
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XtHE 58 13.23+3.58 15.65+4.18" 16.52+5.10 20.01+6.22 11.45+3.20 13.96+4.05"
1BYT 58 13.57+3.70 17.20+5.32™* 16.28+4.99 23.44+6.53 12.13+3.41 16.77 £ 44.69"*
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Xt 58 19.25+5.89 22.48+6.45" 19.03+6.09 21.81+6.74" 81.47423.63 93.15+28.41"
YRIT 58 19.66+6.12 25.05+7.04*  18.86+5.87 23.15+7.15"  79.96%21.55 102.30+32.67**

HFRMABTATHE: "P<0.05; SXBAIRIT)ELLE: 4P<0.05,
P < 0.05 vs same group before treatment; 4P < 0.05 vs control group after treatment.
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Table 4 Comparison on serum tumor markers, IL-6, CCL20, and peripheral blood T lymphocyte subsets between two
groups ( X=s)

CEA/(ng'mL™) CA15-3/(U'mL™Y) IL-6/(pg:mL™2)
Ao nifl —— : PR : P ;
MEDREEL AT R VAT I BIT G VRIT R BTG
XFHE 58 16.89+4.23 12.47+3.77" 41.20+12.03 34.36+9.49" 122.35+23.14 89.72+19.65"
VAJT 58 17.24+4.50 9.83+2.98" 39.96+11.11 25.19+7.944 119.98+21.76 80.55+15.88"*
CCL20/(ng:-mL1) CD4Y/% CD4*/CD8*
A nil PR : P : o ;
YAIT R RIT e VRIT AT BIT e YRIT I BT )E
SHHE 58 59.63+7.97 48.77+7.24" 30.29+5.10 30.51+4.58 1.1940.18 1.1640.15
1597 58 61.05+8.36 44.29+6.10"* 29.41+4.76 34.13+4.19" 1.204+0.21 1.394+0.22"

HFRAGITATHEL: "P<0.05; SXBAIRYT 5. 4P<0.05,
P < 0.05 vs same group before treatment; 4P < 0.05 vs control group after treatment.
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VAIT AL MR B . 4B, BigEN A 40 (24.14%. 31.03%. 34.48%) (P<<0.05), W3 5.
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Table 5 Comparison on adverse reaction between two groups
Hnl gl I MRERRMG] (32 R (3D B4uRIREIR] (3 FFEREM (3 F) () BIERBIM] (%)
XTHE 58 14 (24.14%) 22 (37.93%) 18 (31.03%) 10 (17.24%) 11 (18.97%) 20 (34.48%)
BYY 58 6 (10.34%) " 18 (31.03%) 8 (13.79%) * 8 (13.79%) 7 (12.07%) 9 (15.52%) *

xR L "P<<0.05,
P < 0.05 vs control group.
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