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FF R i E A BEAZ R (HBV DNA) BHYE, A
Fra i R BN AR ASL M (ALT) R4, S0
ZH U B A A A DL 0 SR E SR AL, B A 20 B
FITA TR R A Bt (=F2, Hp B
K UL EFEr4Efl) .
1.1.2 ZRFEFRLSHAFE 2] (EBH%a
RIMFRBFIATERE (20224F0%) ) ' HUE: 6 F51
1) f12), 1) FM3). 1) HBsAgFHM:, o HBsAg
FIvE . SRR OBUAR (Anti-HBe) BHPE HA W
WiAE Ve R R rE B gy s (BB HBsAg FHPE I
EALTF 64 H), FEBRIMEMRER . 2) 440
MR AR A LRI . 3) £55 T4 55 2550
K UL b, FEBRAME AT TR DK S . D252
AT B2 s R A0 R/ T K m TR S s @ B A
A R A K 5K ; G E RS B (E DU 2 (LSM)
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Bf, LSM=12.0kPa, B 1XULN<IMI# ALT<<5xXULN
ff, LSM=17.0 kPa; @il 2E A A 2 487K 13 H
M (ALB) <35 g/L I/ BE i B i ] (PT) 4E
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100x10% L.
1.1.3 REHERZEHTFRALSERE S
(et RFRBiiRErE (2022 4F ) ) #UE -
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A AE o3, IR FE AR H] Log-rank K55 o 52 W JH-fif
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1) 7 TR 5 o L e (S AP e = 1/ A ©
W% BIEARFUTVAYTY LA K HBV DNA . ALT. AST,
TB. PT. ALB. PLT. AFP/KF/E N B R, N
FIREN AT E LN 2, st fast e nl A X At £k &
I R AEA EER W ER, AW RN R
Cox [ 3 b P<0. 15 B9 H ZS WA Z I &
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AN 3520083, Hrp gk AU B
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R R AL 85 234 451, AFEERAIRYT L 11041
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3.1 WA R L
3.1.1 AmARECAFEEEZALTALE K1
N, PR E M . AR L HBY DNA, ALT,
AST. TB. PT. ALB. PLT. AFP/KF 2% %3
TGt X (P>0.05), BAA k.,

3.1.2 WA R EE AL T K2
N, AR FE MR . L &L HBV DNA, ALT,
AST. TB. PT. ALB. PLT. AFP/KF[L# 2% 7
TG E L (P>0.05), HA k.

3.2 Mz RERL

3.2.1 BHTZAFKEEFSFRZERHFL K
BIRIT A 30 (5.45%) dEREMIFREfL, PE254]
116 (17.46%) i JE R )4k . Kaplan-Meier
HAE AT A R s, BRGIRYT AR AL R AR R
RTFwmesd, WAKRERARITFEXL (Z=
2.003, P=0.045), WA 1,

PIZH B SRR DT I RIS R & 2 e, PE 254
A1 B T 1] RS FH BT O B I 9 BB 9T R AR
JFREAET, BRAIRITHTCIET kil
3.2.2 A KIFRALEESFRIFZERAEL B
BIRITAA 9B (8.18%) HE MM, Tizhdl

R P ORI R BH SR GOR AL

Table 1  Comparison of baseline data between the two groups of patients with chronic hepatitis B

i H KEIRITAL (5561) a5l (6311]) X218 P
PESE] (%) 0.919 0.358
3 25 (45.45) 34 (53.97)
kS 30 (54.55) 29 (46.03)
HBV DNA/f (%) 0.710 0.478
=40 1U-ml™ 7 (12.73) 11 (17.46)
<40 TU-ml™ 48 (87.27) 52 (82.54)
Y, M (P, P) 56.0 (47.0, 66.0) 59.0 (51.0, 65.0) 1.282 0. 200
ALT/U-L™, M (P, P,) 20.0 (15.0, 39.0) 21.0 (14.0, 34.0) 0. 432 0. 666
AST/U-L™, M (P, P,) 24.0 (20.0, 39.0) 26.0 (20.0, 40.0) 0.213 0. 831
TB/wmol-L™', M (P, P.) 13.7 (10.5, 18.0) 12.8 (10.0, 16.5) 1. 052 0.293
PT/s, M (P,, P.) 11.4 (11.0, 12.1) 11.6 (10.9, 12.1) 0.354 0.724
ALB/g-L"', M (P, P,) 39.0 (37.0, 42.0) 39.0 (36.0, 41.0) 1.110 0. 267
PLT/x10°-L™", M (P, P,) 215.0 (183.0, 258.0) 198.0 (177.0, 241.0) 1.435 0.151
AFP /pg-L™", M (P, P,) 1.9 (1.6, 3.5) 2.2 (1.2, 2.9) 0. 626 0.531

¥ : HBV DNA, ZNFWNEEMLERZIEZRE; ALT, WRREILE BN ; AST, RAWMAILL KM ; TB, SIHZZE; PT, Bl FE [ ;

ALB, FEM; PLT, IM/MMi; AFP, HREM.
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Table 2 Comparison of baseline data between the two groups of patients with hepatitis B-related cirrhosis

=] BRI (11041)) PEZEA (12441]) PR PH
M (%) 0.278 0.781
72 (65.45) 79 (63.71)
oL 38 (34.55) 45 (36.29)
HBV DNA/f (%) 0.380 0. 704
=40 [U-ml" 5 (4.55) 7 (5.65)
<40 IU-ml™ 105 (95.45) 117 (94.35)
WS, M (P, P.) 55.5 (50.8, 63.0) 57.0 (49.0, 66.0) 1.246 0.213
ALT/U-L™, M (P, P,) 21.5 (16.0, 32.5) 20.0 (14.3, 28.8) 1.367 0.172
AST/U-L™, M (P, P,) 26.5 (21.0, 39.0) 27.0 (22.0, 42.8) 0. 002 0.998
TB/pmol -1, M (P, P, 16.4 (11.8, 22.7) 15.9 (12.7, 25.6) 0. 568 0.570
PT/s, M (P, P,) 12.4 (11.8, 13.8) 12.9 (11.7, 13.9) 0.517 0. 605
ALB/g-L7', M (P, P,) 36.3 (32.0, 41.0) 36.0 (33.0, 40.0) 0. 745 0. 456
PLT/X10°-L", M (P, P,) 91.5 (65.5, 120.0) 97.5 (67.3, 129.0) 0.974 0.330
AFP /pg-17", M (P, P,) 2.6 (1.7, 4.3) 2.1 (1.2, 4.2) 1.531 0.126

i : HBV DNA, OHFREENAEMIZRE; ALT, WRREILFERN;

ALB, HEH; PLT, Ii/Mi; AFP, HREH.
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Figure 1 Kaplan-Meier survival curve of the cumulative inci-
dence of liver cirrhosis in two groups of patients with chronic
hepatitis B
281 (22.58%) #EERITIE. Kaplan-Meier Sy
Fras s, BATRITAE R AR THZ
4, MARESHES %8 X (7=3.007, P=

0.003), ULK2,

BCAIRIT A 361 (2.73%) 7Bl V5] 8] 56
T, VEZ4A 8 (6.45%) BT, B4LLIRES
JegiiteEE X (P>0.05),
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Figure 2 Kaplan-Meier survival curve of the cumulative inci-

dence of primary hepatocellular carcinoma in two groups of
patients with hepatitis B-related cirrhosis
£ Cox [MIIHAMHT45 5, PLT. AFP /K V- 218k 2%
¢ B8 38 e A R AL R A ST AR R, FRIEARERDT
IRIT IR T B2 & B 5 1 JR Ay R Ak g 2 57 DR A
£ (P<0.05).
3.3.2 TR XIFARAL B E R AN R @ )2 54
TSR R Cox MIH AR, Ml Al
HRIEABTIIRYT . AFPIZKE AT REZ & B4 A £k
BERENENZmER (P<0.15). F6/REZNH
Z Cox MH/MHTEE B, AFP /K -2 2 B4 i ik,
BE LA RS ERE R, $RIEBDA)T &
TR & Y A 0 A 32 Ji S s 0 b S R4 P R
(P<0.05).,
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R38N CHRINFR B KA HFRE AL A B R
Cox [AIA 53 Afr 25 5%
Table 3 Results of univariate Cox regression analysis of liver

cirrhosis occurrence in 118 patients with chronic hepatitis B

GUS T HR 95%CI P
Bk 0.551  0.185~1.643 0.285
HBV DNA (=401U-ml™")  0.643  0.179~2.306  0.498
AEHE 1.066  1.007~1.129  0.028
ALT 0.998  0.979~1.017  0.801
AST 1.001  0.980~1.023  0.896
TB 1.003  0.936-1.075  0.930
PT 0.862  0.522~1.423  0.562
ALB 0.957  0.841~1.090  0.509
PLT 0.993  0.087~0.099  0.018
AFP 1.142  0.959~1.360  0.137
HIEAR T iRYT 0.296  0.083~1.062  0.062

T:: HBV DNA, TP 50 AR R s ALT, 7 2 il 2 S
FeRoRE; AST, RADMAKLBM; T8, SMHLE; PT, B
B Rl ALB, HEEH; PLT, M/MR; AFP, HIREMA.

R4 118IMENECHINTR B K AN Z R

Cox [T H 734 21
Table 4 Results of multivariate Cox regression analysis of liv-

er cirrhosis occurrence in 118 patients with chronic hepatitis B

By HR 95%CI P{E
AR 1. 066 0.996~1. 139 0. 063
PLT 0.992 0. 987~0. 998 0. 007
AFP 1.259 1.036~1. 529 0. 020

IR IBYT 0.211 0. 052~0. 866 0.031
IE: PLT, Ii/Mi; AFP, HIIGEA.
RS5 2346 2T A A R R AR I ) AR R
Cox [H] I 73 A 25 4

Table 5 Results of univariate Cox regression analysis of hepa-

tocellular carcinoma occurrence in 234 patients with hepatitis

B-related cirrhosis

HR 95%CI P
0. 604 0.317~1. 154 0.127
1.908 0.262~3.916 0.524
1.038 1.004~1.073 0. 029
ALT 1. 005 0.995~1.014 0. 340
AST 1. 009 0.997~1. 021 0. 156
TB 0.982 0.946~1. 019 0.335

0

1

1

1

0

Kt
izl

Bk
HBV DNA (=401U-ml™)
AR

PT .890  0.757~1.046  0.158
ALB .023  0.957~1.094  0.504
PLT .003  0.993~1.013  0.545
AFP .100 1.029~1.176  0.005
IR TR T .338  0.159~0.716  0.005

[E: HBV DNA, ZJHREEM AR ; ALT, WRRE R

RoWy; AST, RAEMAIEHLBE; TB, BAILZIZE; PT, i

fEJsAtE]; ALB, HZEH; PLT, IMi/Mi; AFP, HREM.

FO6 2340 CHNFRITREA B FH LA TR Z R
Cox [P I 73 Hr 4
Table 6 Results of multivariate Cox regression analysis of he-
patocellular carcinoma occurrence in 234 patients with hepatitis

B-related cirrhosis

A HR 95%CI P
Fk 0. 652 0.339~1.255 0.201
AR 1. 027 0. 996~1. 060 0. 091
AFP 1. 106 1.031~1. 187 0. 005

HIEAATIRYY 0.324

TE: AFP, FGEMA,
4 g

JIFREAE TR ELHA R A R AL R A A
HR 4 4> BRI RE W E2 B P8 )% (Global Cancer Observa-
tory, GLOBOCAN) 20204FAfiit, @BREAFEL 7077
NIET G, Hoh s R se T ik A
HEe gy EE L AL T AR Z —, SUlms
BTG St IR 1O SRAE AT A ) R
&, KIS MR AT A M SRR BN R R 5 R
AEREERE, RHKIAATE R AR AT A0 25
WO I AR K AR R, AIUARTE I 52 52 00 A
N IRST 3R U UM T R S LA B N A2
Wh, BRASHMMEEL B R
AL SRR ZBURIE R R RS A R
Hrp i kA2 B R— b — i~
YRR AR AR, IR Ry 0 P T 2 A O g 2 J vy
LMY N R, B . BHTIR PR R Y
AR T A A AT 24 s 38 1) T 2 B I R
LB I g T S 2 TR 18 1 I 48 e 2 B A
o2 TR i A R A R T R A
FFRIGFEIAYT , P HBV DNA & i, 680 3% A%
G AR LT R, AR (R R Ek
RO TRET IR EENNHOREERYT BT EDIER
R ORI R e, HXTFO &AM 41k .
JREAL . R mDRE S Y 8, e o ke . B
W H PR A BT RCR R, RIS HBV DNA H72L ]
PE, UFRA R R R AR IR

R “VAARR B IRAREIELS A1
T, REZE . BHWTEE 2 0 18 M I AR 0 R e Ak ]
RAF— B 2020 AR I 98 I R IR A A4
i, "R HIRJE T “EET MR Sk
CHERLT SRR 0 A8 SRR G MR i R — A
ZWR . LR EEGEL TR, ACEZ N Hk
PRS2 W, L L BE. BET, A HRE
RSB ITEA 5 IE AL F . B RESCR Sb

0. 152~0. 692 0. 004
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giz Yy, SHREMEY), 2@ i
A Z 3.

A FE 38 28 [ B A B 5 i, % 118 foil 2
PE T 52 B85 RN 234 51 £ B4R R AL 28 5 1A T
SAERAVILES , 430 T PR IEAL B 167 X AR i
k. WG R AEREER . S5R 8RN, SHCRATR
WRERIRYT LW, WA IEALRUT IRYT A AR (N2
P T 98 Fo 3 0 M PR AR g XURS: , LA S A1
I 9 TR A 2B 1) I & AR RS . 2 P ER Cox
A1) A 2% SR 8 /R, PLT /K7 AT RE Ak A A KU H
JAST SR N ZE, AFP K28 BT RE AL AR & A2 K
B B8 Rty fa R 2, 48R PLT KRR AT g 5
e A AL XU 36 G 5, AFP /K- FH il 5 & A4
JHBE A K 9 AR B4 s DA OG . BRIEARBUTIRYT
TR R Ak K g & A= s AR R &R, R
FRAEALBUT BEAEAT R BHL TS 44 2, T JHF 4% 110 95 i Vi
ERR, BRAATFRE b B TR 2 AR

ARWFFAFAE— SR B, Ao
O PUBPERFSY, HFEA S, B i {5
B, FTREAE R far s U, TRl U5 ]
SEBR R 25 A ARG AR, S B A IR 24517 450 1T fig
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The Effect of Fuzheng Huaji Formula (#:1E1£#177) for Chronic Hepatitis B on Reduction of the Incidence
of Liver Cirrhosis and Hepatocellular Carcinoma: A Retrospective Cohort Study

YU Simiao', LI Jiahui', JING Jing', HE Tingting', SUN Yonggiang', WANG Liping', ZHANG Aozhe',
XIAO Xiaohe', DING Xia’, WANG Ruilin'

1. Fifth Medical Center, The People’s Liberation Army General Hospital, Beijing, 100039; 2. School of Traditional Chinese Medicine,
Beijing University of Chinese Medicine

ABSTRACT Objective To evaluate the clinical efficacy of Fuzheng Huaji Formula (4% iE 4t #1757 ) for chronic
hepatitis B to reduce the incidence of liver cirrhosis and hepatocellular carcinoma. Methods A retrospective cohort
study was conducted, collecting medical records of 118 patients with chronic hepatitis B and 234 patients with hepatitis
B-related cirrhosis who visited the hospital between January 1, 2014, and December 31, 2018. The use of Fuzheng
Huaji Formula was designated as the exposure factor. Patients receiving antiviral treatment for hepatitis B without con-
current Fuzheng Huaji Formula therapy were included in the western medicine group, while those receiving antiviral
treatment combined with Fuzheng Huaji Formula for a cumulative treatment lasting longer than 3 months were included
in the combined treatment group. The follow-up observation period was five years. Kaplan-Meier survival analysis
was used to assess the cumulative incidence of cirrhosis in patients with chronic hepatitis B and the cumulative inci-
dence of hepatocellular carcinoma in patients with hepatitis B-related cirrhosis. Univariate and multivariate Cox regres-
sion analyses were employed to examine the factors influencing the occurrence of cirrhosis and hepatocellular carcinoma.
Results Among patients with chronic hepatitis B, there were 55 cases in the combined treatment group and 63 cases
in the western medicine group; among patients with hepatitis B-related cirrhosis, there were 110 cases in the com-
bined treatment group and 124 cases in the western medicine group. Five-year follow-up outcomes for chronic hepati-
tis B patients showed that the cumulative incidence of cirrhosis was 5. 45% (3/55) in the combined treatment group
and 17.46% (11/63) in the western medicine group, with a statistically significant difference between groups (Z =
2.003, P =0.045). Five-year follow-up outcomes for hepatitis B-related cirrhosis patients showed that the cumula-
tive incidence of hepatocellular carcinoma was 8. 18% (9/110) in the combined treatment group and 22.58% (28/
124) in the western medicine group, also showing a statistically significant difference (Z = 3. 007, P =0.003). Uni-
variate and multivariate Cox regression analyses indicated that treatment with Fuzheng Huaji Formula is an indepen-
dent protective factor in preventing the progression of chronic hepatitis B to cirrhosis and the progression of hepatitis
B-related cirrhosis to hepatocellular carcinoma (P<<0. 05). Conclusion Combining Fuzheng Huaji Formula with anti-
viral therapy for hepatitis B can effectively intervene in the disease progression of chronic hepatitis B, reducing the
incidence of cirrhosis and hepatocellular carcinoma.
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