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Abstract; Objective

anlotinib hydrochloride capsules combined with standard chemotherapy

To observe the clinical efficacy and safety of

(cisplatin for injection + paclitaxel injection) in the treatment of patients
Methods

with recurrent and metastatic cervical cancer were divided into treatment

with recurrent and metastatic cervical cancer. The patients

group and control group according to the treatment methods. In control

group, paclitaxel injection (175 mg « m >, infused within 3 hours) and
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cisplatin for injection (infusion time=1 h) were intravenously infused. In treatment group, based on the treatment in
control group, anlotinib hydrochloride capsules (12 mg gd) were orally administered. Both groups were continuously
treated for 4 courses. The clinical efficacy, tumor marker levels, tumor angiogenesis — related indicators, quality of
life, short — term prognosis of the two groups were compared, and the safety was evaluated. Results The patients
(n=125) were divided into control group (n =64) and treatment group (n =61). After treatment, the disease control
rate (DCR) was 67.19% (43 cases/64 cases) in control group and 83.61% (51 cases /61 cases) in treatment
group; the objective response rate (ORR) were 23.44% (15 cases /64 cases) and 40.98% (25 cases /61 cases) ,
respectively ; the median progression — free survival (PFS) were 6. 40 and 11. 31 months, respectively; and the median
overall survival (0S) were 10.22 and 16. 13 months, respectively. All the aforementioned indicators in treatment
group were statistically significantly different from those in control group (all P <0.05). After treatment, the squamous
cell carcinoma antigen levels in control group and treatment group were (2. 80 +0.53) and (2.56 +0.47) ng - mL™",
respectively; the carcinoembryonic antigen levels were (3.09 +0.62) and (2.85 £0.45) ug + L™, respectively; the
carbohydrate antigen 19 —9 levels were (21.08 +3.04) and (19.59 +£2.72) U - mL™", respectively; the cytokeratin
19 fragment antigen 21 — 1 levels were (26.09 £3.44) and (24.63 £3.01) pg + L~
endothelial growth factor receptor levels were (461.93 £97.86) and (415.74 +101.87) pg - mL ™", respectively; the

', respectively; the vascular

platelet — derived growth factor receptor levels were (69.68 +12.15) and (64.87 =11.39) pg - mL™', respectively;
the physiological condition scores were (18.66 +4.04) and (21.49 +4.15) points, respectively; the social/family
situation scores were (17.16 £4.03) and (19.57 = 4.15) points, respectively; the functional status scores were
(14.64 £2.99) and (16.36 £3.81) points, respectively; and the emotional state scores were (16.89 £3.32) and
(18.46 +5.19) points, respectively. All the above — mentioned indicators in treatment group had statistically
significant differences from those in control group (all P <0.05). No statistical significant difference in adverse drug
reactions was observed between the two groups (P >0.05). Conclusion Anlotinib combined with the standard
chemotherapy regimen has a remarkable efficacy in treating patients with recurrent and metastatic cervical cancer.
It can reduce the levels of tumor markers in patients, inhibit tumor angiogenesis, improve their quality of life and
short — term prognosis, and is highly safe.

Key words: anlotinib hydrochloride capsule; cisplatin for injection; paclitaxel injection; recurrent and metastatic

cervical cancer; efficacy
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Table 2 Comparison of tumor marker levels between two groups(x +s)

R1 2 4URE—BGORY HEER

Table 1 Comparison of general data between two groups

Ttem

Control (n =64 ) Treatment(n =61)

Age(years,x +s)
Body mass index(kg + m ™2 % £s)
Heart rate (times + min ! % +5)
Systolic blood pressure( mmHg,x +s)
Diastolic blood pressure( mmHg,x +s)
Pathological type(n,% )
Squamous carcinoma
Adenocarcinoma
Clinical stage(n,% )
Stage I
Stage Il
Metastasis status(n,% )
Pelvic cavity
Outside the pelvic cavity
Eastern cooperative oncology group score
(n,%)
Grade 1
Grade 2
Human papillomavirus infection(n, % )
Positive
Negative
HPV genotype (for positive patients
only) (n, %)
HPV16
HPVI8
Other high —

Previous treatment(n, % )

risk types

Surgery, radiotherapy and chemotherapy

Radiotherapy and chemotherapy

43.44 +£5.76
23.04 =1.68
75.72 £7.61
124.22 +7.74
71.17 £7.21

39(60.94)
25(39.06)

24(37.50)
40(62.50)

47(73.44)
17(26.56)

43(67.19)
21(32.81)

49(76. 56)
15(23.44)

31(63.27)
8(16.33)
10(20.41)

29(45.31)
35(54.69)

35(57.
26(42.

27(44.
34(55.

50(81.
11(18.

45(73

45(73.
16(26.

27 (60

44.33 £7.43
22.83 £1.72
74.02 £7.76
125.67 £8.48
71.18 +6. 14

38)
62)

26)
74)

97)
03)

J17)
16(26.

23)

77)
23)

.00)

7(15.56)

11(24.

26(42.
35(57.

44)

62)
38)

HPV  Human papillomavirus ; Control ; Paclitaxel and cisplatin; Treatment ;

Anlotinib, cisplatin and paclitaxel.

Control (n =64)

Treatment(n =61)

frem Before treatment After treatment Before treatment After treatment
SCCA(ng » mL7') 7.12 1. 18 2.80 £0. 53" 6.94 £1.10 2.56 £0. 47> *
CEA(pg - L7") 8.32+1.54 3.09 0. 62%## 8.31+1.43 2.85 £(0. 45%##~
CA19 -9(U - mL™") 38.43 £6.05 21.08 £3. 04" 37.76 £5. 84 19.59 £, 7%= =
CYFRA21 —1(pg- L") 31.52 £4.37 26. 09 +3, 44" 30.98 £4.46 24.63 +£3. 01"

SCCA ;:Squamous cell carcinoma antigen; CEA ; Carcinoembryonic antigen; CA19 - 9. Carbohydrate antigen 19 — 9; CYFRA21 - 1. Cytokeratin 19 fragment

antigen 21 — 1 ;Compared with control group at the same time,

*P<0.05,"* P<0.01;Compared with before treatment, ™ P <0. 001.

T3 2HUBH MG N A2 (VEGER) A/ A= A2 4 32 44 (PDGFR) K P He 4% (pg - mL ™" %

Table 3 Comparison of vascular endothelial growth factor receptor ( VEGFR ) and platelet —

between two groups(pg * mL.™" ,x )

derived growth factor receplor( PDGFR) levels

Control(n =64)

Treatment(n =61)

Item
Before treatment

After treatment

Before treatment

After treatment

VEGFR
PDGFR

637.54 +121. 61
81.31 +14.74

461.93 +97. 86"
69. 68 +12. 15%

627.46 +124. 18
80. 68 +14.72

415.74 +101. 87+
64.87 +11. 39%#*

Compared with control group at the same time,

* P <0. 05 ; Compared with before treatment in the same group,** P <0. 001.
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Table 4 Comparison of scores on the functional assessment of cancer therapy — general (FACT — G) self — assessment scale between two

groups ( points,x +5)

Control (n =64)

Treatment(n =61)

Item
Before treatment

After treatment

Before treatment After treatment

Physiological condition 14.95 £3.28 18. 66 4. 04*# 15.05 £3.53 21.49 x4, 15"~
Social/family situation 14.98 +3.23 17.16 4. 03*#* 15.11 +3.74 19. 57 +4, 15%##=*
Functional status 12.33 +2.74 14. 64 2. 99 12.11 +2.78 16.36 +£3. 81"~
Emotional state 14. 88 £2.97 16. 89 +3. 32 14.33 +4.79 18.46 +5, 19###=

Compared with control group at the same time, * P <0.05, * * P <0. 01 ; Compared with before treatmen in the same group,* P <0.01,*#P <0. 001.
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0.8 :
0.6
S H
% 1
& L
0.4+
.:“.
0.2
N M M e e
0
T T T T T 1
0 5 10 15 20 40

Time/months

0S/%

i, 0S S 16. 13 A ESGIF 2 L ESF AT E
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Table 5  Comparison of clinical efficacy between two groups
(n,%)

Item Control (n =64) Treatment(n =61)

CR 0(0.00) 0(0.00)

PR 15(23.44) 25(40.98)

SD 28(43.75) 26(42.62)

PD 21(32.81) 10(16.39)

DCR 43(67.19) 51(83.61) "

ORR 15(23.44) 25(40.98) *

CR: Complete response; PR: Partial response; SD. Stable disease; PD;.
Progressive disease; DCR; Disease control rate; ORR: Objective response

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

B -.r+ Control

- Treatment

><  Control-After Exclusion
=+ Ttreatment-After Exclusion

0.8

0.6

0.4+

0.2+

Time/months

B 1 2 4EHICHE AL (PFS) K RAAF (0S) Kaplan — Meier 4277 il £k L 4K

Figure 1

Comparison of progress free survival (PFS) and overall survival (OS) Kaplan — Meier survival curves between two groups

A: Depicts the Kaplan — Meier survival curves of PFS in the two groups; B: Depicts the Kaplan — Meier survival curves of OS in the two groups.
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