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Meta-Analysis on Clinical Efficacy and Safety of Kanglaite Injection on Primary Liver Cancer®
LIU Xinyang', SHI Ying’, CHAO Xu’, LIU Jinxiang”, MA Xiaobing’, YAN Ting', LIU Xuwen'
(1. College of Integrated Traditional Chinese and Western Medicine, Shaanxi University of Chinese
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Hospital of Shaanxi University of Traditional Chinese Medicine, Shaanxi Xianyang 712000, China;
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ABSTRACT OBJECTIVE: To comprehensively evaluate the clinical efficacy and safety of Kanglaite injection in the
treatment of primary liver cancer. METHODS: Randomized controlled trials of Kanglaite injection alone or in
combination with other therapies in the treatment of patients with primary liver cancer (the control group received
conventional treatment, while the observation group was treated with Kanglaite injection in combination or alone on the
basis of the control group) were collected by systematically searching relevant databases at home and abroad, and the
retrieval time was from the establishment of database to Jul. 2024. Meta-analysis was performed by using RevMan 5. 3
software. RESULTS: A total of 14 studies with 1 280 patients were enrolled. Meta-analysis showed that the total
clinical effective rate (RR=1.42,95% CI=1.30-1.55) and quality of life score in the observation group (among
which 6 studies; RR=1. 33, 95%C]—l 19-1. 48; another 5 studies: =10.55,95%CI=17.59-13.52) , 6-month
survival rate (RR=1.24, 95% CI=1.07-1.43), and I-year surv1val rate (RR=1.42,95%CI=1.21-1.65) were
higher than those in the control group; incidence of various adverse drug reactions (nausea and vomiting: OR=0. 35,
95%CI=0.22-0. 56; decreased white blood cell count: RR =0.37,95% CI =0. 23-0.59; abnormal liver function:
RR=0.39,95%CI=0.20-0. 74 ; fatigue: OR=0.34,95%CI=0. 15-0. 80; liver area pain; OR=0.36,95%CI=0. 21-
0.63; fever: RR =0.25,95% CI =0.14-0.45), and the total incidence of adverse drug reactions ( RR = 0. 65,

SIH B K AR LI H (No. 81774132) 5 BVE 4 i B 25 XUEERLA ™ T & AR A8 B BRI H ( No. 2022-SLRH-LJ-010) ; & FH
TEPV_HE/H & B 6 IR 2 05 SE 5 = 3 H (No. 1.2023- CXNL CXPT-ZDSYS-002)
w BA-AFSE A BIFSE D7 1] T AL R GG 1 LR S I RAFSE . E-mail :907604986@ qq. com
#EEVEH R RAEEIN, AF5E07 ) AL R G BEAE 5 1 KFSE . E-mail :405262439@ qq. com

R E B G2 5400 2025 455 25 B5E 7 ) Eval Anal Drug-Use Hosp China 2025 Vol. 25 No.7 - 851 -



95%CI=0. 52-0. 82) were lower than those in the control group; the levels of various immune function indicators were
higher than those in the control group (CD3":SMD=1.79,95%CI=1.07-2.50;CD4".SMD =1.20,95%CI=0. 73-
1.67;CD4"/CD8" . SMD = 1.11,95% CI = 0. 74-1. 48 ) , the differences were statistically significant ( P<0.05).
CONCLUSIONS; Kanglaite showed significant efficacy in improving the clinical efficacy of patients with primary liver

cancer, without significantly increasing the risk of adverse drug reactions.
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Tostoroverall effact =464 (P« 0000 01) Favours [experimental] Favours [control]

12 RHMEHEZER Meta 53 TR M E

Risk Ratio
M-H, Fixed, 95% C/
L]

Experimental Control Risk Ratio
Study or Submo«n Events  Total Events Total Weight MH,Fixed, 95% C/

iy 37 80 51 59 545%  0.71[057,089)
& M 54 21 54 222%  052(0.28,0.98) —=
746 10 46 106%  0.70[0.29,168) —T
2 50 6 50 64% 033[007,1.57) — T
5 45 6 45 64%  083[0.27,2.54) —
Total (95% C1) 255 254 100.0%  0.65[0.52,0.82) .
Total events 62 L
Heterogeneity. Ch* = 2.01,df= 4 (° = 0.73),F=0% lum ul1 1‘0 100‘

Test for overall effect: Z = 3.5 (» = 0.0003) Favours [experimental] Favours [control]

B 13 ARRMEXRERE Meta 3473 E

2.3.4 PR ()6 A AELFER, 3Rk R T
6 M HAELER S5 I S B AR (1P = 24% ,P=0.27) , >R
SERLNASE R T Meta 23HT, S5 ER, WERAEHF M 6 4
AR R T RA, 225651258 L (RR=1.24,95%CI=
1.07~1.43,P=0.004), WA 14, (2)1 FHIFEHR, 4 55X
Bk TR T L AR AR S ST ) SRR AR (P = 3%,
P=0.38) , KB E RN HEFT Meta 4387, 453w, WA
HHEEMN VARG RE TR, 2R A5 %8 X (RR=
1.42,95%CI=1.21~1.65,P<0.000 01) , WLI& 15,

Experimental Control Risk Ratio Risk Ratio
Study or Subgroup _Events  Total Events Total Weight M.H,Fixed, 95% C/ M.H, Fixed, 95% CI
55 50 48 58 597%  1.13[0.98,1.30] i
1 28 8 27 100% 133(063,278) — 1 *
¥ 43 24 41 303%  143[1.07,191) —
Total (95% c1) 131 127 100.0%  1.24[1.07,1.43] -
Total events 102 80
= df= > = = T U t
Heterogeneity: Ch* = 2.64,d/=2 (P = 0.27), I'= 24% 05 0.7 15 2

Testfor overall effect. 2= 2.86 (P = 0.004) Favours [control] Favours [experimental

B 14 6 NBEFEERR Meta HHTFRHE

Risk Ratio
M-H, Fixed, 95% C/
la-

Experimental Control Risk Ratio
Study or Subgroup _ Events  Total Events Total Weight M-H, Fixed, 95% ¢/
4 60 29 53 295% 1.39[1.02,1.90]

5 28 0 27 05% 10.62(0.62,183.26] B ———
66 75 51 75 514% 1.29[1.08,1.54] L
29 43 18 41 186% 1.54[1.03, 2.30] ™
Total (95%CI) 206 202 100.0% 1.42[1.21,1.65] *
Total events 141 a8
Heterogeneity: Ch* = 3.08, dr=3 (P =0.38), '= 3% 005

e 0.2 20
Test for overall effect 7= 4.44 (7 < 0.00001) Favours [control] Favours fexperimental

B 15 1 F4EFRMN Meta ST ZRWHE

2.3.5 APEINREREFR: (1)CD3", 6 f Sk > s s T
CD3* /K, & 9% 6] S SR M B (1P = 93% , P<0. 000 01) , %
FEALZN AL BIHEAT Meta 04T, 25 R IR, WAS 4L B 1) CD3*
KT XA, 2R A S 2EE L (SMD=1.79,95% CI =
1.07~2.50, P<0.000 01), W& 16, (2) CD4", 7 £ 3
k7O T CDAT KT, & TS TR S R R (P =
87% ,P<0.000 01) , >R F BAHLAL N AR HIHE 4T Meta 5347,
B, R B E 1) CD4 KT TR, 258 ?jifr*‘“i‘,
(SMD=1.20,95%CI=0.73~1.67,P<0.000 01) , W& 17, (3)
CD4"/CD8", 6 f SCHk 7" 4 4% T CD4"/CD8" K, %ﬁﬁ
SEIA) B TR 5 (12 =74% ,P=0.002) , 5% FH B ML A% 0 A5 70 1k
Meta 7747, Z5R 07N, WAL B & 1) CD4*/CDS’ 7J<¥m?x]‘
M A G L (SMD=1.11,95%CI=0. 74~ 1. 48, P<
0.000 01) , VL& 18,
2.4 ERREF

BE XTI PR A R R A T B A T4 (KPS $R43) iR A7 & %

P B 2GS PR S0 2025 4E5E 25 55 7



Experimental Control Std. Mean Difference Std. Mean Difference
Studyor Subgroup ___Mean _ SD Total Mean _SD Total Weight IV, Random, 95% C/ IV, Random. 95% C7
AH%ES (2018%) 66.02 B4 54 5976 B39 54 17.4% 097 [0.57,1.37] -~

2019%) @ 5942 622 46 4373 404 47 163% 297 (238,357

2019%) 1 6518 101 28 6229 025 27 142% 385[294,477)

2019%) 1 7883 734 46 6926 613 45 171% 1.40(0.94, 1.86]

014%) U9 126724 30918 75 83458 31938 75 17.7% 1.19(0.84,1.54]

2017%) 797 128 43 695 131 43 17.2% 078(0.34,1.23)
Cl) 292 292 100.0%

Heterogeneity: 7us* = 0.72; Chf = 67.74, 4/=5 (¢ < 0.00001), = 93%

Testfor overall effect Z = 4.90 (7 < 0.000 01)

1.79[1.07,2.50]

g
-
-4 -2 2 4
Favours [control] Favours [experimental

16 CD3'7KFEH) Meta 53t 75k E

Experimental Control Std. Mean Difference Std. Mean Difference
Mean  SD Total Mean  SD Total Weight IV, Random,95%C! IV, Random, 95% C!
36325 406 54 3071 392 54 146% 1.38(0.96,1.80] ——
326 814 46 3326 725 46 146% 054(0.22,1.06) —
4477 505 46 3398 3869 47 136% 242(1.88,298] D
3007 236 28 3536 174 27 128% 1761.13,2.39] —
5183 801 46 4615 725 46 146% 074(0.31,116] -
78241 26581 75 50134 21108 75 152% 119(0.84, 156 —-
518 125 43 464 121 43 1456% 0.42[0.01,085 —
338 338 100.0% 1.20 [0.73,1.67] -
Tt = 0.34; O = 46.34, 4= 6 (p < 0.000 01), 7= 87% —
Test for overall effect: Z = 5.04 (7 < 0.000 01)

EBE
Favours [experimental] Favours [control]

17 CD4'7KFf Meta 53+ ZR 4k E

Experimental Control Std. Mean Difference Std. Mean Diffi
Study or Subgroup _Mean _ SD_Total Mean SD Total Weight IV, Random, 95% ¢/ 1V, Rand: 95%
K 54107 029 54 181% 097(0.57,1.37) -
46 14 052 46 176% 0.82(0.39, 1.25) -
46 100 016 47 17.2% 1.21(0.77,1.65] -
28 162 006 27 123% 246 (1.74,3.16] —_
© 46 206 085 46 176% 0.81(0.38, 1.24) -
G Q17 19 267 084 43 203 075 43 17.3% 0.80(0.36,1.24) -
Total (95% c1) 263 263 100.0% 111[0.74,1.48) *>
Heterogenelty: 7uu = 0.15; Ch =19.10,df = 5 (P = 0.002); = 74% H

! e -4 -2 2
ISSLIRrOYSIsIl Sflact £ 5.9C7 = 0.000 1) Favours [experimental] Favours [control]

18 CD4°/CD8* 7K K] Meta 53t ZR ¥ Bl
PRAar AT, G5 3 BN, A ZE A A KTR , b 4 Tl |- )
N, BRI A AR 25, 387 A R IR A4 19 ] BEPE AR XS 827N, (5
e R R fmfar, LKL 19,

0

02

j=1
'S

SE(log[OR])

1.0 o
0.01 0.1 1 10 100

OR

0.05

0.10 /o

SE(log[RR])

0.15 Lo b

0.5 0.7 1 1.5 2
RR
B

A AR B AR U IESY (KPS 1F47) o
E19 ZFEERSE

3 itig

FRESERRE SHRAME N TR E A FHER PR 259 , A T
AR e 200 AL 5 A S o A L T L B M R AL S
TIferIfE R . DFFRAS SR W | RS B 5 e {1 P8 440
FAETE 09 LIS A 7 y TR AR (IL) 2 K,
NSz /N N T B p65 WS CD4” T 4l rp 1L-2 1 B
R (0 -2 ST L R S 3 - XA Y DG Bk, B 5R 1 AR A A5 2

R E BRI 5400 2025 4555 25 55 7 )

JEAD CD8* T A 98 HepG2 20 it % 20 i 35 M v 1, ki

AR AN A R B A SR 4 R

SR, BRESIRR I S 0 o 1 R 4 L T A R AR I 1 R

ik AT A kb A R R 5 A I 1, B S 3h Bk 5 HLAR

BN AR B

AR Meta S BT BN 14 Fa SOk, LA 5 1 280 43,

GERIRW] , FESERRE R s G R VA YT 7 58, e s i 4R

15 PLC SBREMIRYT B ROR 1K B AR A ] 3D A 56 AN

B SORE R R R TR s B M T AN RN R A R R

PSRERE (29:11 E=dea s N 5 | N S SR e AP N U = 1

THECRAR /MRS DI RE S5 R A Z TR X

FBRZBCNREZR TR, Hy TE MR, X RS

ST AR B R R T AR I T RN AR AT 5 RS AR R RO THT

R T AR A, G S IR 4 T 1k T A2 v 5 2 AT 1Y

BERRAL T — PO IR A B IR IT B, CD3T L CD]”

T bk EL A S R R 1SR 25 0 A L 34 L [ 2 R 5 e 1 g2

We VR R, A ) P33 400 i i) T 4 A 75 B g, CD4”/CD8™ 1y

FUAR B ML S8 T B P AR 1 0 B 2R 45 SR R, PLC

FRFANE ML AR P Y CD4 T 40 /K P8 5 . CD8™ T 4H

JACP AR, DERA SR 2 A WUR PRk 22 Y AP A R R,

WEL A B 19 CD3"  CD4" , CD4*/CD8* 7K 3140 T %t FR 4,

PR L FH R SRR SRR R T T PLC 3 B e DI RE

BT E KRR R SEFR IR YT PLC 1) Meta 5347

o SR ST RO PR FR AR 5 A BIE AR, 3878 A F 52 2R

45 SRR b A — 8 B A DA BE RIS I R B X, 3 Meta 43

B BRI ST A TACE WRIT TS, AT TR RR YT

RO PR R AT R AN RO B B ) R AR R

S ORBE S Z AL IRYT A A, BT T CD3T

CD4" .CD4"/CD8" % o & U RE 48 b, A5 B 36 5 1 S W 75

PLC G710 25970, (AR IR Meta 53 #7155 % HH — L&

JRIBRPE : (1) ARG B BT i S 22 A5, FETE D e XU, 7T e %

M T IR ASE R HER T 5 (2) 28T R AR BN, Bl DT B

(5, B T a0 A A AR 25 0 PPA 5 (3) A W BIF 9% 1) il

PRSI SRR B RN AR 25 5 RAFAE 22 5%, AT RESE IR T T2

— P, RN R kR T FTRE A T A KU T

s e A R PEw e S Srel 4 e R e oy P S

MBI SE N A T BT TE KA | 2 v B BEHLA BRI L

FREALRTRYT 7 S TP Al SRR S A K AR 2 & 1
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