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Abstract

AIM: To evaluate the efficacy and safety of China-
made entecavir in the antiviral treatment of
chronic hepatitis B by comparing with baraclude.

METHODS: A computer-based search of Med-
line, PubMed, China Journal Full-text Database
and CBM database from the inception to Febru-
ary 2014, in combination with a manual search
of relevant journals, was performed to identify
relevant randomized controlled trials that evalu-
ated the use of entecavir in the treatment of
chronic hepatitis B, regardless of language. Het-
erogeneity was examined by Chi-square test, the
relative risk was calculated, subgroup analysis
was performed by treatment course, and forest
graph was plot.
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RESULTS: Six trials involving 587 patients, in-
cluding 312 treated with China-made entecavir
and 275 treated with baraclude, were included
in the systematic review. There were no statisti-
cal significances in the rates of undetected serum
HBV DNA, serum ALT normalization, HBeAg
loss and the incidence of adverse reactions be-
tween the two groups (P > 0.1 for all).

CONCLUSION: China-made entecavir is effec-
tive and safe in antiviral treatment of chronic
hepatitis B in comparison with baraclude. How-
ever, high-quality RCTs are still needed to fur-
ther clarify its efficacy.

© 2014 Baishideng Publishing Group Co., Limited. All
rights reserved.
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1.2.1 thAAR A IR A5 BUT 2
(DHBFFER A BN G R X% (randomized
controlled clinical trials, RCCT); (2)%i# 418
LU BN, SR 2R 6 mob b, Wi R &
HE20114F (184 L RATF R BiiR4EM) Pie
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W RTT R A 2 [) gevt 2F m JvE (PAE 4
W1°00.84H10.50). &I HTE, YT RERE 4R
XA ALTE ¥R M ER TSI FE X2
=0.22, P>0.1); RR = 0.96, ¥ Jy7 I8 20 A x)
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Experimental Control Risk Ratio Risk Ratio WA # & 5

Study or Subgroup  Events Total Events Total  Weight M-H, Fixed,95%Cl M-H, Fixed, 95% CI A BT A e TR
) Cochraneth4E W

ETV 0.5 mg. gd, duration 24 wk or 16 wk HH Y F RN
REW2012 23 35 24 35 12.9%  096[0.69, 1.33] ' F®,OMANTE
ZE2011 22 23 21 23 11.3%  1.05[0.90, 1.22] - ’I‘FETW@%;‘?
CHB #9 s JK FALAL

U

SEEH2013 30 32 32 33 17.0% 0.97(0.87, 1.08] z K. 7 GEIF
Subtotal(95%CI) 90 91 413%  0.99(0.88,1.11] PPN
Total events 75 77 ETV#% 57 CHB#)

Heterogeneity: Chi* = 0.76, df = 2(P = 0.69); I’ = 0%
Test for overall effect: 7 = 0.23(F = 0.82)

ENV 0.5 mg. gd, duration 48 wk

ZiBEL2012 48 B4 B0 56  26.5%  1.00[0.87, 1.13] -+
T#%2013 17 28 19 28 10.2%  0.89[0.60, 1.32] —
5125832012 50 140 35 100 22.0%  1.02[0.72, 1.44] —
Subtotal(95%Cl) 222 184 58.7%  0.99(0.84, 1.16] <&
Total events 115 104

Heterogeneity: Chi’ = 0.29, df =2(P = 0.86); I = 0%
Test for overall effect: Z = 0.16(P = 0.87)

Total(95%Cl) 312 275 100.0%  0.99[0.89, 1.10] ’
Total events 190 181

Heterogeneity: Chi* = 1.05, df = 5(P = 0.96); I’ = 0%

Test for overall effect: 7 = 0.25(P = 0.81)

Test for subgroup differences: Chi* = 0.00, df =1(P = 0.99); I = 0%

0.2 0.5 1 2 5
Favours [experimental] Favours [control]

B 2 A SHRAMBATE SRR, ALT: A4,

Experimental Control Risk Ratio Risk Ratio
Study or Subgroup Events Total Events Total ~Weight M-H, Fixed,95%Cl M-H, Fixed, 95% CI
ETV 0.5 mg. gd, duration 24 wk or 16 wk
REW2012 22 35 23 35 41.2%  0.96[0.67, 1.36]
£52011 5 23 4 23 7.2% 1.25[0.38, 4.07]
SEIEH2013 4 21 5 20  92% 0.76[0.24, 2.44]
Subtotal(95%Cl) 79 78 57.6% 0.96(0.68, 1.36] ‘
Total events 31 32

Heterogeneity: Chi’ = 0.34, df =2(P =0.84); I’ = 0%
Test for overall effect: 27 = 0.22(P = 0.82)

ETV 0.5 mg. 9@, duration 48 wk

ZiBE2012 18 54 19 56 33.4% 0.98[0.58, 1.66] 477
FEE2013 3 28 5 28  90% 0.60[0.16, 2.27]

Subtotal(95%Cl) 82 84  42.4%  0.90[0.55, 1.47]

Total events 21 24

Heterogeneity: Chi’ = 0.46, df =1(P = 0.50); I = 0%
Test for overall effect: 27 = 0.41(P = 0.68)

Total(95%Cl) 161 162 100.0% 0.94[0.70, 1.25] ‘
Total events 52 56

Heterogeneity: Chi® = 0.83, df = 4(P = 0.93); I’ = 0%

Test for overall effect: 27 = 0.45(P = 0.65)

Test for subgroup differences: Chi> = 0.05, df = 1(P = 0.83); I’ = 0%

0.2 0.5 1 2 5
Favours [experimental] Favours [control]
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mi A% .i Experimental  Control Risk Ratio Risk Ratio
EﬂT,Vf,a m Cﬂj Study or Subgroup Events Total Events Total Weight M-H, Fixed,95%Cl M-H, Fixed, 95% CI
RIBEFEBTTP, &

I R Ak 25 B R ETV 0.5 mg. gd, duration 24 wk or 16 wk
RE B E  REH2012 19 35 20 35 10.1%  0.95(0.63, 1.44] "
N A=A
i ;;i{;‘j;‘z\@; ZE0011 19 23 18 23 91%  1.06(0.79, 1.40] —
bis) S e
o, Ak SBLIA2013 31 32 32 33 159% 1.00[0.92, 1.09] T
Hi—F e — Subtotal(95%Cl) 90 91 35.0%  1.00[0.86, 1.16] ‘
’k;j‘ ;- ﬁ; ii%‘ﬁ' Total events 69 70
R RCRAR o b e
K%, B FETV Heterogeneity: Chi® = 0.20, df =2(P =0.91); I = 0%
YreAn 2tk B, 57 Test for overall effect: 7= 0.01(P = 1.00)
A A% At 5
é&[ﬁfii irj;ﬁgz ETV 0.5 mg. ga, duration 48 wk
PO ZiBR2012 52 54 54 56 26.7%  1.00[0.93,1.07] b
TE52013 18 28 19 28 9.6%  0.95[0.65, 1.38] L
Bi75852012 71 140 49 100 28.8%  1.03[0.80, 1.34] T
Subtotal(95%Cl) 222 184  65.0% 1.01[0.88, 1.15]
Total events 141 122
Heterogeneity: Chi® = 0.20, df = 2(P=0.91); I’ = 0%
Test for overall effect: 7= 0.11(P = 0.91)
Total(95%Cl) 312 275 100.0%  1.00[0.91, 1.11]
Total events 210 192
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Heterogeneity: Chi’ = 0.37, df = 5(P = 1.00); I> = 0%
Test for overall effect: 27 = 0.09(P = 0.93)

0.2 0.5 1 2 5
Favours [experimental] Favours [control]

Test for subgroup differences: Chi* = 0.01, df =1(P = 0.94); I = 0%

B 4

J&, MIEHBV DNAMIF A1) 2 R Io g vl 8 X
Z = 0.09, P>0.1); RR = 1.00. K555 ) f7AE
ez S, A3 NEIT R4 24 wk, 2/M16
wk), 3K H T FE(48 wk). HOG g N AR 6 %
I R FERVE BT R AT 4L o0 A, 7 2
RUH JTT R R 560 20 18] ¥ TC 458 i 24 = v (P
¥1200.91). G, HT AR 4R A
MAFALTE W R Z R TS E X(Z = 0.01,
P>0.1); RR = 1.00, 7 #57 FE 50 4 R f 4l
MIEALTE EF ) Em Lg% m (<2 = 0.11,
P>0.1); RR = 1.01(/X4).

224 REEF: HANMRCCTHFS " MRIE T A
RSN, S0 5 R 0 4 R e 4 v 2 7 Tk (o =
1.87, P = 0.17, P>0.1, I’ = 46%, I’<50%), X
SE RN T AT 275 0 W, S5 R BoR, 34l A
Bl 7 B = 15 AR B e v T T AN R RO
ERLGFENEZ = 0.50, P>0.1); RR = 1.31.
R 4N 5 (R A0 7 R 22 7, HerpAS i aa T 2
(16 wk), 24N g U7 FE (48 wk). WO g AR5
F7 R CRTT FEAH BUT R AT A o A, T
T 56 2H FORE I 4 LT ALT 5% I 2 R 64
T (2 = 1.30, P>0.1); RR = 4.12, H 7

WCJD | www.wjgnet.com

HI4E SIIRLAHBY DNARREEZRAVELE. HBV: (AU 2975

TR 56 ZH RN A I A LT & W R 2= R L4t
2N (Z = 048, P>0.1); RR = 0.71. 456
PRI R RN EZE WS . SR, D,
PIARAE K™ T [V

3 e

H A, CHBIAYT H AR B2 PTHB VIR %, il
FrEAHIHB VI #5521, i/ DHBVRAR, 980k
93 b JE Ry AR LR . FREAL AT, R
B2 M YHB VY, & ST
KA, flReEH T SO sk FATHBY DNAR S
fifg, F0 59 R HE R RN AR 3% 56 2 HIHBV DNA
fuE S EBER) A R, AR I-HBYV DNA 124 i
FLEA, A e A 280 B P S HIHBV A i, BHIT
HBV DNAK 4534 p B, i 2530k,
PO RS PR R, A AR, S H TSR A 24 1)
PIHBV ", CAE k) SR R IGIRIGIT 1 — 2k
49, IR, BNEE H FIR0.5 mghE
HANHHBYV DNAK S, J7 8t TRk ke, H
X R A YMDDAE 7 % Be A W HIHBV DNAK
i, XTI A IR T VR I R 25 R A ok oY
Hh ] KR 250 B 2SR (China Food
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and Drug Administration, CFDA)S S HEHEIC A $RAETE N7 7 FOE . RN
s A kAR, 4
FifYT CHB. R, BH—K
BB RSB (B ZRATF R b iy 4 BE VR L

R, AR RN, (B S, FIEYT I IR
I B 45 A% (1) N CHB G oK T &5 g, i
JUAE, P2 B R A5t L, ks AR,
N CHBEFH IPUR TR YT BRAK TR KM Z 5 Ik
A, AHS YT 0SB R AGE. By, 1EIE
Tl 225 4 PRI AT R0 R 2 A P s T 5 PR B 2 T PR
BEATLXT FERE IMeta 70 BT, ANHIFIT S 2R SRS
IYNFIHEBRbRAE . SCHRRIG R PEY . 15 B R4
FIG VM7, HR A% 4% B Cochrane W /E M HELE K
ARGV D BRIEAT, UL B b g 1.t
WA T 2014-02.2 1/ [ AN G = AR E
J7Y CHBIJIRPR AT A ST, 208 TALTR W%, i
THHBeAgMH# % . HBV DNAF#E R PG G
JTHRFR LA BN () R A1 O, VP L=
RHREARFITRE A REM 2. el
I R I PR BT R 7T, HL58711 52 i %, FEAC
RO, B0 B, S PSR, Meta 2 AT
g LRI & A R R E B RS
BE MBI G ECHBEHF MALTR HR . IMLiG
HBeAglH#: %, HBV DNA M ZIGT bR L
AR RN EAE TR =S, S8R
T BASTIR, REMAAK.

MELAT B R AIMetas) BT 45 Bk E, B R
BT X CHB I #1697 1T O 22 bk 5
TR e AH 2 T S 2 DY K U IRAZ 1 R 2R P
BRI TS S I 25, U R TR, R
KN/, T 2IVEAR, AR ERIT T E HiF 24t
FIIP B SR, MR RCR, A g R
Y, — 2 3 i TSR R AR iR — i
P IB I PUR ERR YT, AR, RS R
FM kARG, LUrEH, NIRRT LS
Z AR E RS R LR AR, ARSI
FI6ANREG B o i /b, 3 ) A
SRR AR N R PR R AR B
LB 6 WU SR AR U5, IRIE,
IR EZ S KA. KIBE U IR
BE AL FEOIE 5 A [ 7= R R 5 7 o 2 4k
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