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Abstract: [ Objective] A previous multicenter, single—arm phase II clinical study evaluated the efficacy and safety
of the PD-1 inhibitor camrelizumab in combination with the antiangiogenic drug apatinib in patients with recurrent/meta-
static cervical cancer. In the current study, we aimed to report the patient—reported outcomes (PRO) in patients with ad-
vanced cervical cancer.[ Methods] The researchers filled out quality of life questionnaire FACT—Cx with the patients face—

to—face at the baseline and every two treatment cycles. The patients provided the questionnaire until disease progression.
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For patients who continued the study, the data cutoff date for the questionnaire was Oct12, 2020.[ Results] In this study,
41 patients who received treatment finished at least one FACT-Cx questionnaire. The scores of FACT-Cx questionnaire at
baseline, the first 6 cycles, and after 6 cycles of treatment (range, 7—15cycle) were 114.53+18.23, 124.08+15.23 and
132.82+21.97, respectively. The scores of questionnaire at the first 6 cycle and after 6 cycles of treatment were significant-
ly increased when compared with those at baseline (P<<0.05). With respect to each dimension of the FACT-Cx question-
naire, physical status (such as mental state, limb pain) , emotional status (such as sadness, tension), functional status
(such as daily activities) and additional concerns (such as sexual function) , the average scores of these dimensions was
significantly higher after 6 treatment cycles than those at baseline (P<0.05). Social/family status dimensions (such as fami-
ly relationships) did not change significantly. In the first 6 cycles, the incidence of grade 3 to 4 adverse events (AEs) was
71.11%. However, the incidence of grade 3 to 4 AEs decreased significantly to 25.0% after 6 treatment cycles, with the
frequencies of hypertension and fatigue decreasing significantly. [ Conclusions] Camrelizumab combined with apatinib sig-
nificantly improves the overall quality of life of patients with recurrent/metastatic cervical cancer. The scores of FACT-Cx
questionnaire in multiple dimensions, such as physiological status, emotional status, functional status, and the additional

status were significantly increased. Moreover, the questionnaire scores still increase after 6 treatment cycles compared with

those of the first 6 cycles, indicating that the improvement of quality of life is durable.

Key words: cervical cancer; immune checkpoint inhibitors; targeted therapy; patient-reported outcome
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Table 1 Demographic characteristics and baseline FACT-Cx scale of cervical cancer patients treated with ICIs com-

bined with antiangiogenic targeted therapy

FACT-Cx Score

Characteristics n(%)
Range X s
Agelyears
<60 35(85.27) 73.00 ~ 158.00 112.75 18.92
> 60 6(14.63) 110.00 ~ 136.00 124.97 8.57
ECOG Performance Status
0 10(24.39) 87.00 ~ 158.00 113.51 20.73
1 31(75.61) 73.00 ~ 141.67 114.86 17.72
Location of Metastases
Lung 17(41.46) 73.00 ~ 141.67 114.35 19.10
Liver 9(21.95) 87.00 ~ 124.83 109.44 13.09
Distant Lymph Nodes 21(51.21) 73.00 ~ 158.00 119.13 19.40
Pelvic Lymph Nodes 13(31.70) 90.00 ~ 137.00 118.35 13.12
Bone 4(9.75) 73 ~124.83 102.33 22.21
No. of Previous Systemic Therapies
1 18(43.90) 79.00 ~ 137.00 112.63 17.85
2 17(41.46) 73.00 ~ 158.00 116.55 20.19
23 6(14.63) 99.00 ~ 136.00 114.50 15.65

2.2 FACT-CxEXREBHRETK

ATIFFE 41 5] 5835 AE S — R 25 Wi A5 Y JE
& O 114.53+18.23, 95%CI K
(108.78,120.29) . TEHT 61245 A1 ], A7 33 f4i] i
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M IE B AR 2R 07 22908, R ] Welceh J7 2253 B ik
FIW & B BB A R TR R AR S . BR
N TEREZR T 625 R Y 6 MRS B E
AR AR 3 o i D2 B IR T R R B o, 25 5 H
AGEHE L (P<0.001532).
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Table 2 One—way analysis of variance for FACT—-Cx scale scores of ICIs combined with anti—angiogenic targeted ther-

apy in each medication stage

Items FACT-Cx Score F P
Stage n(%) Range % s 9.045 0.001
Baseline 41(100) 73.00 ~ 158.00 114.53 18.23

The first 6 Cycles 33(80.48) 80.00 ~ 150.00 124.08 15.23

After 6 Cycles 20(48.78) 66.00 ~ 163.00 132.82 21.97

1
Welch’s anova was used.

®3 ICSEKEHRMEEREEAT&AAMKFACT-CxERTHNAALE
Table 3 Pairwise comparison of FACT-Cx scale scores of ICIs combined with antiangiogenic targeted therapy in each

medication stage

Pairwise Comparison Xts 95%C1 P

Baseline —The first 6 Cycles -9.54+3.54 (-18.02,-1.07) 0.023
The first 6 Cycles — After 6 Cycles -8.73+3.86 (-17.97,0.51) 0.068
Baseline — After 6 Cycles -18.28+4.31 (-28.57,-7.99) <0.001
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R4 ICEAMMEBEERERETEAGEMEFACT-Cx&EHESFH L

Table 4 Comparison of FACT-Cx scores for each dimension of ICIs combined with anti—angiogenic targeted therapy

in each medication stage (x+s)
— Ifiselfine e 6 Cales. AVier Gl . .
41(100% ) 33(80.48%) 20(48.78)

Physical status 20.53+5.54 22.05+3.79 24.04+4.69 5.296" 0.007
Social/family status 22.79+5.73 22.79+3.88 23.41+4.98 0.240 0.787
Emotional status 15.45+5.53 18.88+3.86 18.43+5.17 5.806" 0.004
Functional status 16.19+6.10 18.46+5.45 21.76+6.55 9.453 <0.001
Additional concerns 39.53+6.11 41.88+5.44 45.17+6.27 9.973 <0.001

)
Welch’s anova was used.

%5 REBFHEFACT-Cx BESAEB NS

Table 5 Pairwise comparison of the scores of each dimension of the FACT-Cx scale in different treatment stages

Dimension Pairwise Comparison Kts 95%CI P
Physical status Baseline — the First 6 Cycles ~1.52+1.01 (-3.94,0.90) 0.297"
The first 6 Cycles — After 6 Cycles ~1.98+0.86 (~4.05,0.008) 0.064"
Baseline — After 6 Cycles -3.50+1.10 (-6.15,-0.85) 0.006"
Social/family status Baseline — the First 6 Cycles 0.01+1.01 (-2.38,2.42) 1.000
The first 6 Cycles — After 6 Cycles -0.61+0.98 (-2.94,1.71) 0.806
Baseline — After 6 Cycles -0.59+1.04 (-3.06,1.87) 0.836
Emotional status Baseline — the First 6 Cycles -3.4321.01 (-5.86,-0.99) 0.003"
The first 6 Cycles — After 6 Cycles 0.44+0.93 (-1.77,2.67) 0.880"
Baseline — After 6 Cycles -2.98+1.15 (-5.73,-0.22) 0.031"
Functional status Baseline — the First 6 Cycles -2.26+1.25 (-5.24,0.71) 0.173
The first 6 Cycles — After 6 Cycles -3.29+1.21 (-6.18,-0.40) 0.021
Baseline — After 6 Cycles -5.56+1.29 (-8.63,-2.49) <0.001
Additional concerns Baseline — the First 6 Cycles -2.34+1.23 (-5.28,0.58) 0.144
The first 6 Cycles — After 6 Cycles -3.28+1.19 (-6.12,-0.44) 0.019
Baseline — After 6 Cycles -5.63x1.27 (-8.80,-2.46) <0.001

Y Games—Howell Post—hoc Test was used.

F6 ICIsE&EHMEERBEEIATARTHEERNFACT-CxEFRITH
Table6 FACT-Cx scale scores of patients with different efficacy of ICIs combined with anti—angiogenic targeted therapy

CR+PR SD+PD
Items t P
n(%) X*s n(%) X+s

Baseline HRQoL 23(56.09) 114.48+18.89 14(34.14) 113.21+£14.58 0.215 0.831
Post—treatment HRQoL 23(56.09) 137.74£18.23 10(24.39) 103.01+£21.36 4.776 <0.001
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