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Abstract: Objective Systematic evaluation of efficacy and safety on immunoglobulin adjuvant therapy for dilated cardiomyopathy.
Methods Data were electronically searched from CNKI, CBM, VIP, Wanfang Deta, Cochrane Library, PubMed, and Embase to
collet randomized controlled trails (RCTs) on immunoglobulin in adjuvant therapy of patients with dilated cardiomyopathy. The
searching time was from the establishment time of the databases to January 2022. After independent literature screening, data
extraction and evaluation of the bias risk of included studies by two evaluators, RevMan 5.3 and R 4.1.0 software was used for Meta-
analysis.Results A total of 21 RCTs involving 1 691 patients were included. There were 851 patients in experimental group (treated
with conventional methods combined with immunoglobulin), and 840 patients in the control group (treated with conventional
methods). The results of Meta-analysis showed that the clinical efficacy of the experimental group was better than that of the control
group [RR = 1.35, 95%CI (1.25,1.45), P < 0.000 01], left ventricular ejection fraction increased significantly [MD = 7.35, 95%CI
(6.13, 8.57), P <0.000 01], left ventricular end diastolic diameter decreased significantly [MD = -6.23,95%CI (-7.41,-5.05), P <

Weks BHEA: 2022-05-13

BEETE: W FgE b H e F A EE I AR 7 35 R B 55 % 100 (2018TDZX008) 5 i 7 44 H £ 25 R4 5T £ 10120222 Y 1044)
FE—1EE : XBEREC1997—) , L, WL 50 A=, WF 50 77 1) A0 1L 0003 I R 5 S B0 BF 5% - E-maail : 1170794482@qq.com
FBAEEE XA (1965—), T3, 1L, il A= T 0T, 17F 92 07 ) S L35 290 I 9 2 A NB= % . E-mail: liuxincan103@163.com



$F45% FE8H 2022488 %K"‘iﬂ'{ﬁti Drug Evaluation Research

Vol. 45 No. 8 August 2022 - 1661 -

0.000 01], IgG levels decreased significantly [ MD = —1.37, 95%CI (-1.96, =0.78), P < 0.000 01] and the level of brain natriuretic
peptide decreased significantly [MD = -474.79, 95%CI (-609.29, -340.28), P < 0.000 01]. Conclusion Immunoglobulin adjuvant

therapy progress improves the clinical efficacy, left ventricular ejection fraction, left ventricular end diastolic diameter, IgG and

brain natriuretic peptide levels in patients with dilated cardiomyopathy. However, the number of included literatures and sample size

were small at present, and the conclusions of this study were needed more high-quality, multi-center RCTs in the future.
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Table 1 Basic characteristics of included studies
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Experimental Control Mean Difference Mean Difference
Study or Subgroup _ Mean SD_Total Mean SD Total Weight IV, Random, 95% CI IV, Random, 95% CI
131557838
fAfE 2015 4325 924 40 5203 1025 40 53% -8.78[13.06-4.50]
2&F 2016 4325 924 25 52.03 1035 25 38% -B78[1419,-337]
akiFid 2015 50,06 10.21 32 5331 944 32 45%  -32508.07,1.57) .
T 2016 5645 25 B0 B35 25 80 16.6% -T.O0FFF,-6.23] -
FE% 2014 43327 923 16 52.07 1024 18 26% -8.80[15.45-2.08]
B 2013 s0.05 102 14 533 943 14 23% -3.25[10.53,4.03 —_—T
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Heterogeneity: Tau®= 0.00; Chif=4.70, df= 9 (F=0.45); F=0%
Testfor overall effect Z=18.55 (P = 0.00001)
13257518 <3-A
#olkig 2018 4945 326 50 5576 42 40 135% -6.31[7.89,-4.73 —
s 2015 E589 597 26 GES 338 23 94%  -1.01 367,165 — T
#2021 4742 416 42 5423 442 42 1148% -6.81 [865,-4.97) -
HEW 2011 4325 923 20 5205 1022 22 33% -0.80[14.68,-292 -
Subtotal (95% CI) 138 127 38.6% -5.41[-8.14, -2.69] -
Heterogeneity, Tau?= 5.60; Chi#= 14,85, df= 3 (P= 0.002); F= 80%
Testfor overall effect: Z= 3.89 (P = 0.0001)
1.3.3 RN
2B 2018 505 106 48 533 78 48 64%  -280[6.52,082 I
ERE 29 4125 309 35 4865 356 35 136% -7.40[B.96 -5.84) -
BF 2016 4327 9.23 50 52.07 10.24 a0 6.2% -8.80[1262 -4.98) -
Subtotal (95% CI) 133 26.3%  -6.49 [-9.46,-3.51] -
Heterogeneity: Tau?= 4 .57, Chi*= 588, df=2 (F=0.05); F=67%
Test for overall effect: 2= 4.27 (P = 0.0001)
Total (95% CI) 478 467 100.0% 6.23[7.41, 5.05] L
Hetetogenelty, Tau®= 2.03; Chi#= 2062, df=12 (P = 0.003); = 58%

Testfor overall effect Z=10.35 (F = 0.00001)
Testfor subaroun differences: Chif=1.24 df= 2 (F=0.54) F=0%
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Fig. 5 Meta-analysis of forest plot in LVEDD
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Experimental Control Std. Mean Difference Std. Mean Difference
Study or Subgrou Mean __ SD Total Mean _ SD Total Weight IV, Random,95% CI IV, Random, 95% CI
141 7% >31A
ik 2017 0069 0032 45 0002 0045 45 112%  -0.58[1.01,-0.16] -
3t 2015 00303 00203 32 00953 00455 32 106%  -182[241,-129] —_
#2016 0074 0035 80 0088 0045 80 115%  -0.35[06B,-0.0 —
Subtotal (95% CI) 157 157 334%  0.88[1.64,-012] -
Heterogenelty: Tau?= 0.40; Chi*= 18.98, df= 2 (P < 0.0001); = 83%
Testfor overall effect =226 (P= 0.02)
1425718 <A
#8018 815 08 60 882 104 G0 114%  -06B[102,-029] -
Fi 2019 918 176 B8 977 193 BB 115%  -0.32[0EG, 0.0 -
WM 2018 319 086 60 482 104 B0 1M12%  -1.70[212,-1.28] -
Subtotal (95% CI) 188 188 344%  -0.88[1.66,-0.10] -
Heteragenelty Tau? = 0 44; Chi*= 25 98, df= 2 (P < 0.00001); F= 82%
Testfor overall effect Z=2.22 (P= 0.03)
143 7 RAHRE
#8018 00G 0012 48 012 0021 4B 105%  -342[408,-279 —
=i 2016 003 0018 50 0086 0037 50 114%  -1.88[235,-1.40] -
&% 2016 003 0018 50 0086 0037 50 1A% -1.88[235.-1.40] —
Subtotal (95% CI) 148 148 326%  237[3.27,-147] -
Heterageneity: Tau?= 0.56; Chi*= 17 78, df= 2 (P = 0.0001); F= B9%
Testfor overall effect: Z=4.16 (P = 0.00001)
Total (95% CI) 493 493 100.0%  -1.37[-1.96,-0.78] -
Heterageneity: Tau® = 0.76; Chi*= 138.26, df= 8 (P < 0.00001); F= 94% 4 2 2 4

Testfor overall effect: Z= 4.58 (P = 0.00001)
Testfor subaroun differences: Chi*= 7 67. df= 2 (P = 0.021. F=73.8%
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6 IgG By Meta 5>t ZRHE
Fig. 6 Meta-analysis of forest plot in IgG
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152578 <A
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Testfr averall effect Z=1.20(P=10.23)
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Total {95% CI) nr 319 100.0%
Heterogeneity: Tau?= 36353.26; Chi*= 1203.36, df= 7 (F < 0.00001); F= 88%
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Experimental Control Odds Ratio Odds Ratio

Study or Subgroup  Events Total Events Total Weight M-H, Fixed, 95% Cl M-H. Fixed, 95% CI

iE 2017 10 45 345 93%  4.00[1.07 1568 E—

kg 2018 3 a0 2 40 8.3% 1.21 (019, 7.63] —

28 2016 4 45 348 108%  1.36[0.29, 6.45] e

= 2016 k! 50 4 50 16.0% 073016, 2.46] s E—

B 2017 1 34 a 34 31.0% 0.101[0.01, 0.86]

BPE 2018 4 35 335 106%  1.38[0.28, 6.66] B —

&% 2016 3 50 4 B0 16.0% 073016, 2.46] s E—

Total (95% CI) M7 307 100.0%  1.02 [0.59, 1.76] -

Total events 28 27
] e _ _ e \ \ \ )

Heterngeneity Chi*= 8498 df= 6 {P=017); F=33% IEI.EI1 Elf1 1IE| ‘WDEII

Testfor overall effect Z=0.06 (F = 0.95)
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Fig. 8 Meta-analysis of forest plot in adverse reactions
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Fig. 9 Funnel plot of clinical efficiency

Study Risk Ratio RR 95%-CI
Omitting Tan Weiqun-2019 —=— 1.35 [1.25;1.46]
Omitting Mou Yong--2018 —= 132 [1.23,142]
Omitting Shi Weidong--2017 —+— 134 [1.25;1.45)
Omitting Xie Tao--2017 —+— 135 [1.25;1.46]
Omitting Zhu Andong--2015 —+— 134 [125 144]
Omitting Mo Xinling--2013 —+— 133 [1.24;143]
Omitting Shi Zhen--2020 —==— 1.35 [1.25,1.46]
Omitting Yang Zhujun-—-2018 —=— 1.36 [1.26;1.47]
Omitting Lin Zhaoheng--2018 —+=— 136 [1.26;1.47)
Omitting Wang Ying--2019 —+— 138 [1.27,149]
Omitting Qian Guoquan-2011 —— 133 [123;143]
Omitting Chen Lin--2018 —— 136 [1.26,147)
Common effect model === 1.35 [1.25; 1.45]
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Fig. 10 Sensitivity-analysis forest plot of clinical efficiency
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