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System Review on Risk of Severe Infection in Systemic Lupus Erythematosus Treated with
Belimumab
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909th Hospital of Joint Logistic Support Force/Dongnan Hospital Affiliated to Xiamen University,
Fujian Zhangzhou 363000, China)

ABSTRACT OBJECTIVE; To systematically review the risk of severe infection in patients with systemic lupus
erythematosus treated with belimumab. METHODS: Clinical randomized controlled trials (RCT) on belimumab in the
treatment of systemic lupus erythematosus were retrieved from PubMed, the Cochrane Library, SinoMed, Ovid
Embase, VIP, CNKI, Wanfang Data and other database (with a search deadline of Jul. 1st, 2022). Literature
screening was performed in combination with the inclusion and exclusion criteria developed for this study, and data
analysis was performed by using RevMan 5. 3 software to calculate the relative risk (RD) and their 95%CI for the risk
of severe infections. RESULTS; Totally 9 clinical RCT were enrolled, including 5 174 patients. Results of Meta-
analysis indicated that no statistically significant difference in the risk of serious infection between the group of
belimumab combined with standard therapy and the group of placebo combined with standard therapy ( RD=-0.00,
95%CIl=-0.01-0.01, P=0.89). CONCLUSIONS: For patients with systemic lupus erythematosus, the risks of
severe infection with belimumab combined with standard therapy was comparable to that with placebo combined with
standard therapy; the combination of belimumab on the basis of standard therapy did not increase the risk of severe
infection.
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Tab 1 Basic information of the enrolled studies

ik 415 IvE N wh mERRE R

Furie %£(2000 4) 1©) Mg BUH 515 H 529 HUARGSA 28 d flEHIDURIE AT 10 me/kg 24 15 104
bogtil B 1H 515 0 4529 HILRJRS 28 d %R 24 18

Van Vollenhoven %(a) (2012 4F) 17 WAL S 10H 515 H 5829 HARURSE 28 d BEHTURIIEEH 1 my/kg 284 8 76
R4 STH 15 H 529 H LIRSS 28 d B9 287 7

Van Vollenhoven () (2012 4F) (71 WE&4 100 515 H 529 HULRURSEE 28 d BEHTURDLEL 10 me/kg 305 5 76
HIRAL STH 515 H 529 HUURURSES 28 d (ISR 287 7

Menill 4(2012 4) /8 WAL 551 ARV T 1 my/ke, 565 15 HEEH DURIR 04T 4 me/kg, 56 29 A DL RS 336 23 52

28 d (AR B4 10 my/kg

KR B1H 15 0 529 HULRRSE 28 d MR 113 5

Wallace % (a) (2000 4) 1) WAL S 1H 515 H 529 ALURRSE 28 d S NI | my/kg 114 13 52
KR4 SUH 15 H 829 HLLRURSESE 28 d B SR 113 6

Wallace %5 (1) (2009 4) © Mgzl 5 1H 515 H 529 HUREEA 28 d BRI 4 my/kg 111 12 5
popkl SUH 15 H 529 HLIRURSES 28 d B SR 113 6

Wallace %) (2009 4 ) L) WA S 1H 15 H 529 ALURSA 28 d (A R AT 10 my/kg 11 6 52
HIRAL STH 15 H 529 HRURURSES 28 d (SR 113 6

Doria 2£(2018 4F ) 10 WEEA A5 TG FH DL JE 2847 200 mg 248 15 52
AR R R RIN 108 8

Brunner 4£(2020 47) {11 Mgzl 1R 515 H 29 HIARJREA 28 d (i UFLL HAT 10 me/kg 53 4 52
popietdil STH 15 H 529 HRRRSES 28 d fH%CR 40 5

Stohl Z£(2017 4F) 112 WA A0 FH DR JEB47 200 mg 556 2 52
XHHRAL RR RN 280 15

Tanaka 4%(2019 4F) {13 W 1R 5515 H 529 BRJRSAE 28 d (VR 4T 10 me/kg 39 1 52
KR SUH 15 H 509 HURJRSEAE 28 d [ %R 21 0

Furie 45 (a) (2011 ) 114 Mgl 1R 5515 0 529 BARJREA 28 d (AR A 1 mey/kg 271 8 7
MR S0H 15 H 5529 HEARJREA 28 d [l HZR 2715 11

Furie (D) (2011 4) 114 WA SB1H 515 H 29 HIARJRSAE 28 d (AL A 10 my/ke m 7 7
MR S551H 15 H 529 HULRRSE 28 d MR 275 11
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Note:“ ™" indicates that both the observation group and control group were given combined SoC protocol
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Fig 1 General diagram of risk of bias of the enrolled studies
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Fig 2 Risk of bias of the enrolled studies
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Experimental Control Risk Difference Risk Difference
Events _Total Events Total Weight M.H, Fixed, 95% C/ M.H, Fixed, 95% CI
114 6 113 46% 006(0.01,0.13] —

11 B 113 46% 006[0.02,0.13 T
6 113 46%  0.00[-0.06,0.06] -
248 8 108 61% -0.01[-0.07,0.04] -
5 40 19% -005[-0.17,0.08] -
336 5 113 69% 002[-0.020.07] ™

24 18 224 81% -0.01[0.06,003] -
2n 11275 111% -0.01(0.04,002] 1
273 1275 112% -001(0.04,002 b
284 7 287 116% 000[0.02,0.03
305 7287 120% -0.01[0.03,001] 1
556 15 280 152% -0.01[(0.04,0.02] b
39 0 21 11%  003(0.06,011] T
Total (95% 1) 2925 2249 100.0% -0.00(-0.01,0.01]

Total events. 140 105
Heterogeneity: i = 8.94, /=12 (P = 0.62),7 = 0%
Test for overall effect Z=0.13 (P = 0.89)
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Fig 3 Meta-analysis of comparison of risks of severe infection
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