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Clinical trial of nirapali combined with bevacizumab in the treatment of ovarian

cancer patients
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Abstract: Objective To observe the clinical efficacy of nilapalil

toluene sulfonate capsules, bevacizumab injection, and their combination

EEEN ﬁfi(1992—) o, BB, EEMN therapy for ovarian cancer, and to assess their impact on serum
FIARHI R IZYT I AR

J‘Efﬁ'ﬂf%‘.LETW,IEIEJTD,ETiLEFW
MP. 13783550438 cancer patients were divided into three groups according to a cohort

biomarkers and ovarian blood flow parameters. Methods  Ovarian

E - mail; xieya838@ 126. com methods: Control A group, control B group, and combined group.
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Control A group received nilapalil toluene sulfonate capsules, 300 mg once daily for 21 days per cycle. Control B group
received bevacizumab injection 7.5 mg « kg ™', administered every 3 days for 21 days per cycle. The combined group
received both nilapalil toluene sulfonate capsules and bevacizumab injection following the same regimen as the control
groups. All groups underwent 4 cycles of treatment. Clinical efficacy, serum tumor biomarkers, ovarian blood flow

A total of 31

patients in control A group, 28 patients in control B group, and 41 patients in the combined group were included. After

parameters, adverse drug reactions, and patient survival were compared across the three groups. Results

treatment, the total effective rates for control A group, control B group, and the combined group were 70.97% (22 cases/
31 cases), 71.43% (20 cases /28 cases) and 92.68% (38 cases /41 cases), respectively. The combined group
showed a significantly higher effective rate compared to both control A group and control B group (all P <0.05). After
treatment, the serum levels of carcinoembryonic antigen (CEA) in control A group, control B group, and the combined
group were (15.26 £2.33), (14.89 +2.34) and (9.74 +1.21) pg + L', respectively; and the pulsatility index
(PI) were 1.35 +£0.24, 1.39 +0.21 and 1.82 + 0.32, respectively. The combined group showed significant
differences in these parameters compared to both control A group and control B group (all P <0.05). Adverse drug
reactions in control A group mainly included gastrointestinal reactions, hair loss, and proteinuria; control B group had
gastrointestinal reactions, hair loss, and muscle pain; and the combined group experienced gastrointestinal reactions,
hair loss, proteinuria, and muscle pain. The overall adverse drug reaction rates in control A group, control B group,
and the combined group were 25. 81% (8 cases /31 cases), 25.00% (7 cases /28 cases) and 26.38% (11 cases /
41 cases) , respectively, with no significant difference between the groups (all P >0.05). After 12 months of follow —
up, the survival rates for control A group, control B group, and the combined group were 70.97% (22 cases /
31 cases), 67.86% (19 cases /28 cases) and 90.24% (37 cases /41 cases) , respectively. The survival rate of the
combined group was significantly higher than that of control A group and control B group (all P <0.05). Conclusion
The combination of nilapalil toluene sulfonate capsules and bevacizumab injection in the treatment of ovarian cancer
effectively reduces serum biomarker levels, improves ovarian blood flow parameters, has a low incidence of adverse
drug reactions, high safety, and significantly improves patient survival.
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Table 1 Comparison of general data among the three groups

Control A
(n=31)

Control B
(n=28)

Combined
(n=41)

Ttem

Age(year, x £5) 42.58 +7.14 43.01 £6.98 42.96 +7.02
Disease course(month, x +s) 7.02+1.33 6.97 +1.37 7.08 £1.24

Body weight(kg, x ) 54.23 +5.71 54.47 +5.24 53.89 +5.92

Tumor diameter (cm, x+s) 4.18+0.74 4.23+0.71 4.25+0.64
Pathological type (n, %)
Serous 20(64.52) 19(67.86) 26(63.41)
Mucous 9(29.03) 8(28.57) 13(31.71)
Endometrial 2(6.45) 1(3.57) 2(4.88)
FIGO stage (n, %)
| 19(61.29) 17(60.71) 26(63.41)
v 12(38.71) 11(39.29) 16(39.02)
Differentiation degree (n, % )
High differentiation 20(64.52) 19(67.86) 27(65.85)
Middle - low differentiation  11(35.48) 9(32.14) 14(34.15)

FIGO: Federation of Gynecology and Obstetrics; Control A group:

300 mg - time ', once a day treated with toluenesulfonate nilaparil

capsules orally; Control B group: Bevacizumab injection was dissolved at
7.5 mg - kg™" in 500 mL of 0. 9% sodium chloride solution for 90 min,
once every 3 days; Combined group: Treated with nilapril and bevacizum-
ab, and the treatment method was consistent with that of the other two

groups.
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Table 2 Comparison of serum tumor markers among the three groups (x +s)

Control A(n=31)

Control B(n =28)

Combined(n =41)

frem Before treatment After treatment Before treatment After treatment Before treatment After treatment

CEA(pg-L7") 30.15 +£5.33 15.26 £2.33 ¢ 30.68 +5.01 14.89 £2.34 " 30.97 £5.24 9.74 1,21 ***
CAI25(U - mL™") 114.52 £8.74 47.63 £5.21°* 113.26 +£9. 36 46.97 £6.32 " 114.03 +8.96 25.36 £4.2] *#*
CAI99(U - mL™')  42.36 £6.21 27.63 5. 12" 43.01 £6.03 26.97 £5.86 " 42.68 +6. 14 18.24 +4, 39 *#*
HE4 (pmol -+ L™')  135.62 +8.75 50.21 +6.37 " 134.76 +9. 54 49.62 £6.97 135.06 +9. 01 26.37 £4.39 ***

Compared with before treatment in the same group,

* P <0.05; Compared with control A group at the same time, *P <0. 05; Compared with control B group

at the same time, P <0.05; CEA; Carcinoembryonic antigen; CA125: Carbohydrate antigen 125; CA199 ; Carbohydrate antigen 199 ; HE4 : Human epidid-

ymis protein 4.
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Table 3 Comparison of ovarian blood flow parameters among the three groups(x +s)

Control A(n=31)

Control B(n =28)

Combined(n =41)

frem Before treatment After treatment Before treatment After treatment Before treatment After treatment

PI 0.72 0. 09 1.35£0.24 " 0.74 £0.08 1.39£0.21" 0.73 £0. 06 1.82 +(. 32 *#*
RI 0.39 +0.05 0.71 £0.12* 0.41 0. 04 0.72 £0.11* 0.40 +0. 06 0.89 +0. 14 *#*
PSV(em - s7!) 24.63 £4.36 18.24 £1.52* 24.96 +4.21 17.69 £1.59 * 23.97 +4.59 14.36 +1.03 *#*

Compared with before treatment in the same group,

* P <0.05; Compared with control A group at the same time, *P <0. 05; Compared with control B group

at the same time, * P <0.05; PI; Pulsatility index; RI: Resistance index; PSV: Peak systolic velocity.
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Table 4 Comparison of clinical efficacy among the three groups

(n’ %)

Control A Control B Combined
Item

(n=31) (n=28) (n=41)
CR 0(0) 0(0) 0(0)
PR 10(32.26) 9(32.14) 25(60.98)
SD 12(38.71) 11(39.29) 13(31.71)
PD 9(29.03) 8(28.57) 3(7.32)
Total effective rate  22(70.97) 20(71.43) 38(92. 68)“<

Compared with control A group, *P < 0.05; Compared with control B
group, P <0.05; CR: Complete remission; PR: Partial remission; SD:

Stable disease; PD: Progressive disease.
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