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Clinical trail of paclitaxel and carboplatin combined with dual targets in the

chemotherapy treatment of HER2 — positive metastatic breast cancer
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Abstract; Objective

chemotherapy regimens in the treatment of metastatic breast carcinoma

To observe the clinical efficacy and safety of 2

with overexpression of human epidermal growth factor receptor 2

(HER2) : one was the dual - targeted therapy with herceptin injection +
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pertuzumab injection ( herceptin + pertuzumab, HP) combined with paclitaxel injection ( albumin — bound) +
carboplatin injection, and the other was HP dual - targeted therapy combined with paclitaxel injection alone. Methods
Patients were divided into control group and treatment group based on the treatment regimen. Control group received
HP dual — targeted therapy (herceptin for injection; initial dose of 8 mg + kg™, followed by 6 mg - kg™'; pertuzumab
injection ; initial dose of 840 mg, followed by 420 mg) combined with paclitaxel injection (125 mg - m~>) for
chemotherapy. Treatment group additionally received carboplatin injection with an area under the curve (AUC) of 6 on
the basis of the treatment regimen of control group, with 21 days as one cycle, for a total of 6 cycles. The clinical
efficacy, levels of tumor markers, survival benefits of the 2 groups were compared, and safety evaluation was also
conducted. Results The control and treatment groups comprised 52 and 54 subjects, respectively. After treatment,
the objective response rates of the treatment group and the control group were 74.07% (40 cases/54 cases) and
53.85% (28 cases/52 cases) , respectively, the carbohydrate antigen 15 —3 (CA153) levels were (21.82 +£3.22)
and (23.56 +3.43) U - mL™", respectively; the carcinoembryonic antigen (CEA) were (2.22 +0.53) and (2.51 +0.63)
pg « L', respectively; the levels of vascular endothelial growth factor A ( VEGFA) were (53.51 +7.44) and
(57.43 +8.04) ng - mL™", respectively; trefoil factor 1 (TFF1) were (1.51 +0.43) and (1.74 £0.59) mg + L',
respectively; there were significant differences in the above indexes between experimental group and control group (all
P <0.05) ; the positive rates of anti — drug antibody ( ADA) were 3.85% and 1.85% , respectively and the positive
rates of neutralizing antibody (NAB) were 1.92% and 1. 85% respectively, without statistically significant differences
(all P >0.05). The median progression free survival ( PFS) of treatment group was 14.5 months, which was
significantly higher than that of control group (11.3 months) ; the median overall survival (OS) of treatment group was
30. 0 months, which was significantly higher than 25. 4 months of control group (all P <0.05). Survival advantage was
observed in treatment group (75.93% ) compared to control group (57.69% ), win statistically significant difference
(P <0.05). During treatment, 34 patients (62.96% ) in treatment group experienced alopecia, 25 (46.30% ) had
nausea and 19 (35.19% ) had vomiting; in control group, 43 patients (82.69% ) had alopecia, 11 patients
(21.15% ) had nausea, and 8 patients (15.38% ) had vomiting. Compared with control group, treatment group had
statistically significantly higher incidence of nausea and vomiting, and statistically significantly lower incidence of
alopecia (all P <0.05). Conclusion Compared with the regimen of HP dual - targeted therapy combined with
paclitaxel injection alone, the regimen of HP dual — targeted therapy combined with paclitaxel injection + carboplatin
injection can more effectively reduce the levels of tumor markers in patients with HER2 — positive metastatic breast
cancer, improve the short — term and long — term efficacy and prognosis of patients, and the two regimens have similar
serum immunogenic characteristics.
Key words : paclitaxel injection; carboplatin injection; dual — targeted therapy; breast cancer; human epidermal growth

factor receptor 2; chemotherapy regimen
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Table 1 Comparison of general information of patients between
two groups
Item Control (n =52) Treatment ( n =54)
Age(years, x £5) 53.48 +6.67  54.54 £6.53
Body mass index(kg + m~%, x £s) 22.63 £1.77  22.47 £1.91
Menopausal status(n, % )
Yes 20(38.46) 24(44.44)
No 32(61.54) 30(55.56)
Histological type(n, % )
Invasive ductal carcinoma 48(92.31) 51(94.44)
Others 4(7.69) 3(5.56)
Disease condition(n, % )
Relapse and metastasis after treatment  41(78. 85) 45(83.33)
Stage IV at initial diagnosis 11(21.15) 9(16.67)
Metastasis situation(n, % )
Lymph node metastasis 33(63.46) 30(55.56)
Lung metastasis 15(28.85) 18(33.33)
Liver metastasis 16(30.77) 14(25.93)
Bone metastasis 13(25.00) 11(20.37)
Others 6(11.54) 9(16.67)
ECOG performance status score(n, % )
0 point 10(19.23) 15(27.78)
1 point 39(75.00) 35(64.81)
2 point 3(5.77) 4(7.41)
HER2 status(n, % )
2 + and ISH + 24(46.15) 31(57.41)
3+ 28(53.85) 23(42.59)
Previous therapeutic drugs(n, % )
Monoclonal antibody 37(71.15) 41(75.93)
Taxanes 47(90. 38) 50(92.59)
Tyrosine kinase inhibitor 29(55.77) 33(61.11)

ECOG : Eastern Cooperative Oncology Group Performance Status; HER2 .
Human epidermal growth factor receptor 2 ; Control group : HP dual — targeted
therapy combined with paclitaxel injection ( albumin — bound ) ; Treatment
group; HP dual - targeted therapy combined with paclitaxel injection

(albumin — bound) + carboplatin injection.

Table 2 Comparison of tumor marker concentrations between two groups(x *s)

Control (n =52)

Treatment(n =54)

Ttem
Before treatment

After treatment

Before treatment After treatment

CAI53(U - mL™") 37.72 £4.53 23.56 3. 43" 36.47 +4.63 21.82 £3, 22 *
CEA(pg - L7") 8.46 +1.88 2.51 £0. 63" 8.34 +1.68 2.22 £0. 53
VEGFA(ng - mL~") 110.79 +14.73 57.43 £8. 04" 107.96 = 13. 59 53.51 £7. 44##+
TFF1 (mg - .”") 3.42+1.15 1.74 +0, 59 3.39 1. 11 1.51 £0, 43%#+

CA153 ; Carbohydrate antigen 15 — 3 ; CEA ; Carcinoembryonic antigen ; VEGFA ; Vascular endothelial growth factor A ; TFF1 ; Trefoil factor 1 ; Compared with the

control group at the same time, * P <0. 05,

** P <0.01; Compared with before treatment in the same group, P <0. 001.
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P <0.05) , HpfEgit L2 R g2 5 L (¥
P>0.05),

R4 2 HBHERRITHA L (n, %)

(25.00% ) JEFEIph2EME 12 411(23.08% ) 0> 1 508 Table 4  Comparison of clinical efficacy between two groups
(n,%)
R3 2 HEHEMERZEREESMERN R (n, %) Item Control (n =52) Treatment(n =54)
Table 3  Comparison of immunogenicity characteristics between CR 5(9.62) 7(12.96)
two groups(n,% ) PR 23(44.23) 33(61.11)
PD 11(21.15) 3(5.56)
Positive for ADA Positive for NAB
SD 13(25.00) 11(20.37)
Group Induced b, Induced by *
At baseline Y At baseline Y DCR 41(78.85) 51(94.44)
treatment treatment ORR 28(53.85) 40(74.07) *
Control(n =52) 1(1.92) 2(3.85) 0(0.00) 1(1.92) CR: Complete response; PR: Partial response; SD: Stable disease; PD:
Treatment(n =54) 1(1.85) 1(1.85) 1(1.85) 1(1.85)

ADA ; Antidrug antibody ; NAB : Neutralizing antibody.
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Progressive disease; DCR; Disease control rate; ORR: Objective response

rate ; Compared with the control group, * P <0. 05.
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Figure 1

A'; Progression — free survival analysis curve;B: Overall survival analysis curve.
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Survival analysis diagram of progression — free survival (PFS)and overall survival (OS)of patients in the two groups
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