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WE: BY WHEXLHRARPDUERTERFNRBETEAEMAET AR BMHCY BREZFNATIR FIMEAER
ZeM, Ak EBR2021F9IA—2024F5S AERPAMEZARERMIZH23FIEE, HHRBF AR EHTELES
86 (CLC4H) , @M REFREE167HI(CHCA), FERARREEIRSE (60 mg) NIRRT I (400 mg) KEH ABKEFIEH
WHIET 128,24 EMRIG 128, FBEHETERE RAFSERSZENE(SVRI2)EMLeM, OHEET4B 08
T2 2 12 AR I BEIIRE . Mm% M . FFEEE (LSM) 9 {b. TTE XA 8 tb 5 X F A4 458 1 Mann-
Whitney U3 ; 2 28 8] tb 4 R F3 Friedman 46 38 , 28 A 7 7 EL 22 5% A Bonferroni 3o T EUARIWARLL BB Y EE . B
Logistic Bl AT SVRIIREME =, &R 253 6118 M HCV BRE F B F 19 F R (49.38+8.65) %, 55 151451/ (59.7%) , 33.99%
(n=86) & I FFRE{L ,25.69% (n=65) & FH B IMIE , 10.67% (n=27) & FF HIV,8.70% (n=22) & F ¥R %, 3.95% (n=10) & 7 FF
Ba%E, 1.98% (n=5) & H1BM L BT £ ,7.91% (n=20) AZEEE. EREDM. 18 2.77%(n=7) .2 8 12.65% (n=32) .3 &
66.01% (n=167) .6 & 16.60% (n=42) . B F B R 1.98% (n=5) . BEBAESVRI2E 4 92.09%,CLC 20 SVR12 K 1 93.02%,
CHC 28 SVR12 % 4 91.02%., % B & Logistic 7 14 R B 7~ , £ (OR=1.086, 95%CI 1.007 ~ 1.170, P=0.032) . HCC (OR=
9.178,95%CI;1.722 ~ 48.912,P=0.009) £ SVR Mhr ¥R =, SEZALL, 5877 12 EE CLC 4 ALT(y’=107.103) (AST(y’=
90.602) \LSM (x*=42.235) , CHC 48 TBil (x*=15.113) ( ALT(x*=202.237) . AST (}*=161.193) \LSM (*=37.606) /K L) T & , 2= F 15
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Abstract: Objective To investigate the therapeutic efficacy, influencing factors, and safety of a treatment regimen based on
coblopasvir hydrochloride capsules/sofosbuvir tablets in patients with chronic hepatitis C virus (HCV) infection in a real-world

setting. Methods A total of 253 patients who attended The Third People’s Hospital of Kunming from September 1, 2021 to May
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31, 2024 were enrolled, among whom there were 86 patients with compensated liver cirrhosis (CLC group) and 167 patients with
chronic hepatitis C (CHC group). The patients were treated with coblopasvir hydrochloride capsules (60 mg)/sofosbuvir tablets
(400 mg) with or without ribavirin tablets for 12 weeks, and they were followed up for 12 weeks after drug withdrawal. The primary
outcome measures were the rate of sustained virologic response at week 12 after treatment (SVR12) and safety, and the secondary
outcome measures were the changes in liver function, renal function, blood routine, and liver stiffness measurements (LSM) after
4 weeks of treatment, after 12 weeks of treatment, and at 12 weeks after drug withdrawal. The independent-samples ¢ test and the
Mann-Whitney U test were used for comparison of continuous data between two groups, and the Friedman test was used for
comparison between multiple groups, while the Bonferroni method was used for paired comparison within each group; the chi-
square test was used for comparison of categorical data between two groups. The Logistic analysis was used to investigate related
influencing factors. Results The 253 patients with chronic HCV infection had a mean age of 49.38+8.65 years, and there were
151 male patients (59.7%). Of all patients, 33.99% (86/253) had liver cirrhosis, 25.69% (65/253) had hypertension, 10.67%
(27/253) had HIV infection, 8.70% (22/253) had diabetes, 3.95% (10/253) had liver cancer, 1.98% (5/253) had chronic
hepatitis B, and 7.91% (20/253) were treatment-experienced patients. As for genotype distribution, 2.77% (7/253) had genotype
1, 12.65% (32/253) had genotype 2, 66.01% (167/253) had genotype 3, 16.60% (42/253) had genotype 6, and 1.98% (5/253)
had unknown genotype. The patients had an overall SVR12 rate of 92.09%, with an SVR12 rate of 93.02% in the CLC group and
91.02% in the CHC group. The multivariate logistic regression analysis showed that age (odds ratio [OR]=1.086, 95% confidence
interval [CI]: 1.007—1.170, P=0.032) and HCC (OR=9.178, 95%CI: 1.722—48.912, P=0.009) were independent influencing
factors for sustained virologic response. Compared with baseline data, the CLC group had significant reductions in alanine
aminotransferase (ALT) (}*=107.103, P<0.05), aspartate aminotransferase (AST) (¥*=90.602, P<0.05), and LSM (x*=42.235, P<
0.05) after 12 weeks of treatment, while the CHC group had significant reductions in total bilirubin (¥*=15.113, P<0.05), ALT
(X2=202.237, P<0.05), AST (/\/22161.193, P<0.05) , and LSM (/\/2237.606, P<0.05). The incidence rate of serious adverse
events was 1.58%, and none of the patients withdrew from drug therapy; the patients with such events were relieved after active
symptomatic treatment. The incidence rate of all adverse events was 23.72%, among which fatigue (17.39%) and nausea (2.37%)
were the most common adverse events, and these events often disappeared within 2 weeks or were gradually relieved after
symptomatic treatment. Conclusion Coblopasvir hydrochloride capsules/sofosbuvir tablets with or without ribavirin tablets has

good efficacy and safety in the treatment of chronic HCV infection.
Key words: Hepatitis C, Chronic; Coblopasvir Hydrochloride ; Sofosbuvir; Ribavirin; Treatment Outcome
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R1 253GIBERLHAN
Table 1 Baseline data of 253 patients

miH 41t (n=253) CHC 41 (n=167) CLC 4 (n=86) ESNARIE) P
W (f5i]) 151/102 91/76 60/26 Y'=5.506 0.019
AEI (%) 49.38+8.65 47.87+8.75 52.31+7.68 1=-3.987 <0.001
e I (5 2, 61 188/65 131/36 57/29 Y'=4.400 0.036
WEIRIE (52, 1)) 231/22 158/9 73/13 Y'=6.765 0.009
HIV YL (52, 1) 226/27 148/19 78/8 X'=0.256 0.613
HBV B (K&, i) 248/5 166/1 82/4 Y'=2.948 0.086
HCC(H /2, i) 243/10 165/1 7719 X=14556  <0.001
TRIT S (WIRIZR B 233/20 155/12 78/8 Y'=0.349 0.554
FIELF AR CRERB/BEG 4) 112/141 84/83 28/58 Y'=7.242 0.007
FERI 1727316/ 4%, 151)) 7132/167/42/5 5/21/105/34/2 2/11/62/8/3 X=12.393 0.300
HCV RNA (log,, IU/mL) 5.97(5.11 ~ 6.56) 6.08(5.18 ~ 6.65) 5.79(4.95 ~ 6.26) 7=-2.038 0.042
TBil(mol/L) 14.90(11.15~20.20)  13.50(10.00 ~ 17.60)  18.10(13.10 ~26.65)  Z=-5.188 <0.001
ALT(U/L) 56(35 ~ 100) 51(32~93) 72(42 ~ 114) Z=-2.678 0.007
AST(U/L) 51(33~87) 40(28 ~71) 68(48 ~ 100) 7=-5.289 <0.001
PLT(x10%/L) 175(117 ~ 225) 191(139 ~ 235) 123(78 ~ 184) 7=-6.229 <0.001
Hb(g/L) 151423 153+19 148+29 1=1.387 0.168
WBC(x10%/L) 5.24(4.29 ~ 6.43) 5.46(4.41 ~ 6.55) 5.03(3.62 ~6.17) 7=-2.542 0.011
Cr(pmol/L) 59(49 ~71) 60(50 ~71) 58(48 ~75) 7Z=-0.652 0.514
PRI (pumol/L) 339+92 341491 335494 1=0.482 0.631
LSM(kPa) 11.70(7.85 ~ 17.99) 9.80(6.70 ~ 14.40)  15.95(11.27~27.82)  Z=—-6.404  <0.001
100.00 10000 10000 ¢ o) 100.00 10000, 10000 100.00 97.82 100.00
|20 B2 g0 ] . [
B0 571 o 8235
75.00 75.00
E 50.00 E 50.00
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Figure 1 Overall and group SVR12 rates Figure 3 SVRI12 rate of each genotype in CHC group
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Figure 2 SVRI12 rate of each genotype in CLC group
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*2 BEZEMEEZE Logistic @357

Table 2 Single factor and multifactor Logistic analysis

5iA R Z T EASExin

OR(95%CI) P1H OR(95%CI) P1E
B/ 0.782(0.301 ~ 2.033) 0.614
RIS (%) 1.101(1.035 ~ 1.171) 0.002 1.086(1.007 ~ 1.170) 0.032
Ak (5 /52 ) 1.050(0.403 ~ 2.736) 0.921
HCC(HB/HE) 15.200(3.959 ~ 58.351) <0.001 9.178(1.722 ~ 48.912) 0.009
YT (WIRIZE) 3.391(1.014 ~ 11.343) 0.048
FIEHMCREEE /S 1.523(0.587 ~ 3.957) 0.387
R () 3.456(1.121 ~ 10.651) 0.031
BE ORI (512 ) 4.235(1.373 ~ 13.060) 0.012
MR (/52 2.058(0.802 ~ 5.286) 0.134
HIV /&Y (FHE) 1.537(0.420 ~ 5.628) 0.516
WBC(x10°/1.) 0.978(0.771 ~ 1.242) 0.858
PLT(x10%/L) 0.994(0.987 ~ 1.001) 0.087
Hb(g/L) 0.992(0.973 ~1.011) 0.420
TBil(mol/L) 0.971(0.915 ~ 1.031) 0.337
ALT(U/L) 1.002(0.995 ~ 1.008) 0.647
GGT(U/L) 1.000(0.998 ~ 1.003) 0.824
Cr( wmol/L) 1.006(0.993 ~ 1.020) 0.346
HCV RNA (log,, IU/mL) 1.408(0.908 ~ 2.184) 0.127
LSM(kPa) 1.010(0.972 ~ 1.050) 0.610
AFP(ng/mL) 1.000(0.999 ~ 1.001) 0.855

#=3 206)KEEFSVRI2 BEHIFE
Table 3 20 cases without SVR12 patient characteristics obtained

i el A () FLPRHY LW R BAIRIT W HE s
1 H 54 3b CHC g IRk H
2 £’8 57 6n CHC 1 T ¥
3 3 46 6n CHC w ¥ H
4 w 50 3b CHC o FIEL 54K H
5 ks 60 6n CHC i T e
6 7 49 6n CHC 7 JG G
7 u 65 3a CLC.HCC En FIEL 3 A Tc
8 i 59 6n CHC N ¥ H
9 g4 55 3b CLC.HCC 2 IR EY N H
10 E’S 49 3b CHC HIV J#&3 w5 Jc &l
11 L 43 3b CHC \HIV &Y D & H
12 Lt 68 3a CHC w ) L5 A NGE
13 5 49 3b CHC \HIV & i FITEL 3 4K A
14 i 63 3b CLC.HCC & AL H
15 & 47 6n CHC yis Fill=E=vN H
16 T 54 3b CHC 7 FIE T HR H
17 e 65 3b CHC = A ARk H
18 kg 58 3b CLC = FITEL 3 A A
19 E’s 53 3b CLC.HCC ED FIEL 3 A H
20 4 59 3b CLC.HCC N A AR H
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F4 WHBEEBTIIRENEIRLE
Table 4 Comparison of biochemical indicators before and after treatment in the two groups
miH %L B2k 1RIT 48 BIT 128 5251208 X1H Pl
TBil( mol/L)
CHCZl 167 13.50(10.00 ~ 17.60) 15.70(11.60 ~ 19.90)" 13.10(10.20 ~ 17.69)” 15.31(14.82 ~ 16.03)* 20.879  <0.001
CLC# 86  18.10(13.10~26.65) 18.54(14.53~25.78) 17.80(13.94~23.12) 1539(14.44 ~ 1634)" 15705 0.001
ALT(U/L)
CHCZ 167 51.00(32.00 ~93.00) 19.00(14.00 ~ 26.00)" 18.00(14.00 ~ 23.00)" 31.81(30.83 ~ 32.60)"”*  263.638  <0.001
CLCHH 86  71.50(41.75 ~ 113.50) 24.00(18.00 ~ 34.00)" 24.00(19.00 ~ 34.11)" 32.02(29.45 ~ 33.64)"¥% 123074  <0.001
AST(U/L)
CHCZ 167 40.00(28.00 ~71.00) 24.00(20.00 ~29.00)" 23.00(20.00 ~ 27.00)" 37.22(35.76 ~37.90)*® 240098  <0.001
CLC#H 86  68.00(48.00 ~ 100.25) 30.00(24.74 ~ 40.25)" 30.00(25.00 ~ 39.75)" 37.13(35.54 ~ 38.15)"%¥ 108391  <0.001
T D S LEL, P<0.0552) 5iRYT 4 8 HL#L, P<0.05;3) 5IRYT 12 8 lLEL, P<0.05.
x5 WHBEEFTAETELSM b
Table 5 Comparison of liver LSM before and after treatment in the two groups
251 151%% Jkek 1RIT 48 VRIT 12 1525128 X1H PE
CLCZH 167  14.65(11.95~2035)  12.67(12.08 ~13.12)" 1297(11.68 ~ 14.07)? 12.64(10.76 ~ 13.76)" 42235  <0.001
CHC#Z 86 13.68(6.90 ~ 14.76)  12.37(11.99 ~ 12.72)” 11.90(10.53 ~ 12.98)  11.06(9.83 ~ 12.45)  37.606  <0.001

T 1) SHELR g, P<0.0552) 5152 12 JE o , P<0.05.

27 WohikAehEm ey T SRR, CHC AR
7 4 8 GAIF 12 JA R PLT K BA S 75, 452 2 12 st
W i BEAIK (P {545 <0.05) 5 5iRYT 4 A L, CHC 43R YT
12 J&] 45224 12 Jil iy PLT 7K P24 W] 5 R A% (P {E41<0.05) o
IR 1AL, CLC ZHIB Y7 12 JE I PLT K 7B 5 T 5 (P<
0.05) ; 5697 12 JA Lb# , CLC 2H45: 25 12 JE i) Cr W S
ik (P<0.05)(#£6).

2.8 ZAMWAw g KESBE PN I i R
ZAE RAF N RN, A B AN B I R
JERE 0. AN BN R % A 00 23.72%(60/253) ,
P AN BN 451 (1.58% ) , 2 Bk 7™ B 35 i 1 %% i

U™ 295 . 78 CHC ZH M CLC 4% i B A B
I & HE 4 5 0.60% (1/167) il 3.49% (3/86) (=
1.472,P=0.225) . FERAETEIRIT 8 AL, BIARIF2,
TR A A L5 2% i

AR B 22 WA R W= 2 77 (17.39%) , 7E CLC
41 R CHC 41 1 % 15 5% 53 51 Ry 16.28% 1 22.16% (=
1.218, P=0.270) ; HK J& %0 (2.37%) , 7£ CLC 41 F1 CHC
2H 1 % A2 2R 43 Bl 4.65% (4/86) FI 1.20% (2/167) (y=
1.623,P=0.203) . A R N Hp 2L B[] 46 8, 7% 2 8]
PN T AR ke RE b B S AT O 2% A . HROR RO
W7,

*6 WHBERTAIEBINEEFNE NIEIRLE
Table 6 Changes in renal function and blood routine before and after treatment in the two groups
T H E Hek BT 4 BT 12 15245 12 ) Xfa PfE
PLT(x10%/L)
CHCAH 167 191.00 20745 206.00 164.07 56.674 <0.001
(139.00~23500)  (161.85~258.00)"  (163.00 ~245.00)"" (162.38 ~ 166.33)"??
CLC# 86 123.00 139.95 144.50 162.64 10.924 0.012
(78.00 ~ 184.00) (102.00 ~ 190.86) (106.79 ~ 190.75)" (141.00 ~ 165.56)
WBC(x10°/L)
CHCH 167 5.46(4.41 ~ 6.55) 5.69(4.99 ~ 6.47) 5.63(4.84 ~ 6.44) 5.60(531~592) 5538 0.136
CLCH 86 5.03(3.62~6.17) 5.54(4.24 ~ 6.85) 541(4.16 ~6.92) 5.55(523~597)  7.498 0.058
Cr(pmol/L)
CHC#] 167 60.00(50.00 ~ 71.00)  59.50(52.35 ~70.00)  62.00(53.00 ~ 69.40)  60.59(59.66 ~ 61.36) 1.897 0.594
CLCH 86 58.00(46.75 ~75.25)  57.93(49.75 ~69.25)  63.00(52.46 ~76.71) 60.78(58.99 ~ 61.81)” 12.988 0.005

1) 5EER AL, P<0.05;2) 51897 4 HLAL, P<0.05;3) 51697 12 A K, P<0.05.
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Table 7 Adverse events during medication and follow-up period

R e Sk (n=253) CHC 4 (n=167) CLC#1(n=86)
e[ 41 %) ] 0(0.00) 0(0.00) 0(0.00)

Z 11 %) ] 44(17.39) 37(22.16) 14(16.28)
L [1(%) ] 6(2.37) 2(1.20) 4(4.65)

LA H1(%) ] 4(1.58) 3(1.80) 1(1.16)

K[ (%) ] 3(1.19) 1(0.60) 2(2.33)

Bz I e [ (%) ] 1(0.40) 1(0.60) 0(0.00)

M PEA 451 (%) ] 1(0.40) 0(0.00) 1(1.16)

LI 1(%) ] 1(0.40) 0(0.00) 1(1.16)

s X AR RAWIE .
3 itig

AHWFTE TN AR LLHCV HE K 3 81 167 41 (66.01%)
G, A B 6 71 42 5] (6n 2 31 5] .62 1 4 5] 6k HY
3151 . 6e 4 1 4] .6v BRI 1 4] .6xa T8Y 1 f51] 6xe T5U 1 451 ) , HE[A 2 5l
3241, FE DK 1 7 BRI A3 5 61, 45 b X R 2R
JERAE MR SR | R E D R Sk L
B R 1 R SRR S Y DAA 259, W3R
A h AR IR R B PUREIRT T G,

TEABEFEH HCV JE[F 3 R SVR12 %8 91.02%,
SRR AE RARRL Y ARSI, 5 A R A
Fo, B 3 B HOV G, JUHE 3b WA A, X DAA
IO 2% R I AR, B R S HeC T L R
WF5E H, FE D 3b 7 SVR 12 R ik (CHC 2H 86.44% ,
CLC 41 88.89%) , & 2 Ik T [A] 2% BF 5% it 18 1Y 93% ~
979%"%), AyBTEEEE 3 B HCV Y NSSA X T 25 4 e 5845 ]
BESZMAST RS A PSS R AR AT TR 25K e . 282 T BA
B AE N — AW 78 i J NSSA X F 77 i 24 40 56 28 78 1)
K, LA UE X — B i, Beah, FE K 3b BUE & 1 L il i
1o, XoF L AT I S P R s R L T AR T o B L,
H 4 6 AR SVRI2 AL Ny 85.71%, Hivh, CLC 41K
100.00% , CHC 4147 82.35% , 1fii 6 Aff 5 # fof FH 2R A 5 4
WAl 5 B R B B SRR YT S 6 AL, SVRI2 R
100% ™18 S3 M HABFSE %) 52 45 LASE IR 6a 28 15 25, T A<
WFFELASER 6n YRy 32 4 fa) i) FLECHE R T R B, AR
JHF 4% 55 5 L TR 6 U408 TR 9T R Wy S5 1R 5 A Ak A
KU TABRGE YT S W D 6n IR Al A T
b, FLA T S A AR — 2D R . SEP 6 AU H i 0
AT 32 T L (7R K 6a ~ 6xh) , 2 — DT 5 L
ZREME AL R LR 6 B Al 6 U R & 4R HCC Y
XU 15, LA IR AL 5 5 5 o e g HeeH 820 KA
e, LR 6 1 B SVRI12 AR AR , R T A 5 HL £k i 24

AW IRIT R B 20 4], T RE S 3Lk A I
(JFFREAL (HIV YY) LU i A G . DFoE e, A A A
JEFJUE S0 PR i 78 1T REFA AR DAA 259 998 3 1, i HIV 3
S T Ao A SO I SR R R R 1 2 A,
20 ) 2836 H A T PR UOATT R WUR A A 4 B IR R
80.00% ., — M [EAMIFFEH, DAA WIURIATT 2 U5 TR
I7 1A 1 % 24 K 85.00% 2, [ P AH 26 BF 5% B4 h
100.00% 227 [si) ik G A AIF 5 2 00 FH Rl A 5 e 5 2R iR
ALY IR PO BRI YT 490 A T EBNA A8 100% ,
] BB ST A 2896 I Lo A 5

Z &K Logistic [F1H 4347 B , HCC FAE % 218 7%
HCV Y5 7515 SVR S g R . —ok A h E &
X TSR, SR G IF HCC YR E A L, IR &
252 DAA BUIR B/ YT A JF HCC 1Y 3 SVR R, H
HCC Ak T3 S O 816975 2 & WU s 2520 A
TR 0 45 2 5 L — B0 AR A R J8 % T ] e TR e R
BLUIBE N R A I RGN 8 27 2 AR A = TS R
JPRR . EAN TR S IR R W AR RS I SVR 12 221
BEHEZ-D,

ARFFE R, B IGIT 4 )5 I g4 b5 (TBil LALT
AST) H e, 2 IR R nI VS IR F MR B FER A SR
A FIELF MR TN B R 83 R D RE A o ks, S0
fill DAA 25 F T 8 25N L BFSEIE & B PR 1A )T
HI1E] , B TR Y R, LSM B A, /R i
BEIAYT TG LT 4L

KT R ALIE IR A% ek, AHIE 5T oK Z 500 1)
i 52 A b o few ULBAS R N = R EE R b, T
2 JE P AR ol RHE A BRS AT A TR R . SRR AT IR IR
I 39 P 2 VR L 7 A A5 R A L . PO
J& Cr /KA B i 8l , (R34 4 1838 L, 3R 97 T R
X T RESE MR/, G A PR
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AHIFFEAFAE — 5 1 R B = (1) B ey [ B3t 1 F 5
Al RE S BOE B R A, T — 20 N I R 2t i E T 5T
(2) A KGN S L& it 245, Ji 30 00 TF i L4 it 25 g 6200 5 (3)
WS E [, ARtk — 2 W88 SVR24, R fiE B iR
A B B A A IR LR 5 () FEA 3D, KR dg i —
HAG I

25 bk, DAFh R ATV R 5 R AT 5 S Al [
PRI B SORERG A 35 AR 7 52, 7E CHC I
CLC 3% b BAT B i SVRI2 B AR
JFEF e fb e b 25 s, B ek BRI . 1Z0r L HGE
FHF 505 PR X R FE R 3 B = it A 71X

IBEEFR: AR FET2024F 12 16 8 2% Lo
§ AR E A R AT B, 2% . KSLL202412160001,
TN EFH Y EZ R E R,

FEEPRER: KRG AEETH B F R,

EE MR : A& X 5 A TR F
FTH AT AR T L K4 I E KRR R R
WA ATRIE FEL RFZ MBE . HELALKER
oy B A RBRIE X 5 TSGR L S T
BAE I, 35 SR B LF R IE A
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