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Meta-analysis of the efficacy and safety of rituximab in the treatment of primary Sjogren syndrome
LI Jigao, LIU Ruilin, WANG Zihua, WANG Hejun, SU Peipei, ZHOU Quan (Dept. of Rheumatology, the First
Affiliated Hospital of Henan University of Chinese Medicine, Zhengzhou 450099, China)

ABSTRACT OBJECTIVE To evaluate the efficacy and safety of rituximab (RTX) in the treatment of primary Sjégren syndrome
(pSS). METHODS Randomized controlled trials (RCTs) on the effects of RTX (trial group) versus placebo (control group) in the
treatment of pSS were searched from the Cochran Library, PubMed, Embase, Medline, Web of Science, VIP, CNKI, Wanfang,
and other databases during the inception to February 2024. After literature screening and quality evaluation, meta-analysis was
performed by using RevMan 5.3 software. RESULTS Seven RCTs were finally included, involving a total of 518 patients. Results
of meta-analysis showed that European League Against Rheumatism Sjogren syndrome disease activity index (ESSDAI) score
[MD=—1.17, 95%CI(—1.52, —0.82), P<<0.000 01] and oral dryness visual analogue scale (VAS) score [MD=—3.97, 95%CI
(—5.08, —2.86), P<<0.000 01] in the trial group were significantly lower than the control group; unstimulated salivary flow rate
[SMD=0.64, 95%CI (0.41, 0.87) , P<<0.000 01] and Schirmer score [MD=0.19, 95%CI (0.18, 0.20) , P<<0.000 01] were
significantly higher than the control group. There was no statistical significance in response rate [RD=0.10, 95%CI(—0.04, 0.23),
P=0.16], fatigue VAS score [MD=—12.50, 95%CI(—35.14, 10.15), P=0.28], European League Against Rheumatism Sjégren
syndrome patient reported index (ESSPRI) score [MD=0.33, 95%CI( —0.53, 1.18), P=0.46], Short-form 36 health survey
physical component summary (SF36-PCS) score [MD=0.90, 95%CI ( —2.97, 4.78) , P=0.65], SF-36 mental component
summary (SF36-MCS) score [MD=0.11, 95%CI(—0.41, 0.63), P=0.68], total salivary gland ultrasound score [SMD=—1.91,
95%CI(—4.01, 0.19), P=0.07] or the incidence of adverse drug reactions [OR=1.15, 95%CI(0.62,2.13) , P=0.66] between 2
groups. CONCLUSIONS RTX has advantages in the improvement of ESSDAI score, unstimulated salivary flow rate, Schirmer
score and oral dryness VAS score in pSS patients, and has a good safety profile. However, it did not exhibit significant
improvement in fatigue VAS score, ESSPRI score, SF36-PCS score, SF36-MCS score or response rates.
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Cornec 2016 7 17 2 18 18.4% 0.30 [0.03, 0.58] _—
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Test for overall effect: Z = 1.40 (P = 0.16) Favours [experimental] Favours [control]
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Devauchelle-Pensec 2014 575 1413 63 862 1456 57 33.7% -28.70[-33.84,-23.56] .
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Total (95% CI) 8 74 1000% 033053, 1.48]

Heterogeneity: Tau? = 0.26; Ch? = 228, df = 1 (P = 0.13); = 56% —t
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Test for overall effect: Z = 0.41 (P = 0.68)
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Comec 2016 79 121 14 142 257 14 473%  -3.05[-4.18,-191] -

Fisher 2018 48 149 26 61 136 26 527% -0.90 [-1.47,-0.33] L

Total (95% CI) 4 40 1000%  -1.91[4.01,049) >
Heterogeneity: Tau = 2.10; Chi* = 10.96, df = 1 (P = 0.0009); = 91%
Test for overall effect: Z = 1.78 (P = 0.07)

A0 5 5 10
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PE(I*=16%,P=0.32) , & [& 5 500 B AL 4T Meta 43
Bro SRR, 2HBEANRRN EERILKZER TSR
i2¢ 8 X [OR=1.15,95%CI(0.62,2.13) , P=0.66], %%
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ontrol Odds Ratio
Bowman 2017 9 61 9 56 426%  0.90[0.33,247] ——
Dass 2008 2 8 0 9 18% 7.31(0.30,17857)
Devauchelle-Pensec 2014 13 6 8 57 355%  1.59[061,4.18] -
i 2 8 16.9% 0.08 [0.00, 1.87] —
0 10 32% 1.62[0.06,4325]

Meijer 2010 1 20

Total (95% C) 168 140 1000%  1.15[0.62,23] >
Total events

2 9
Heterogeneity: Chi* = 4.73, df = 4 (P = 0.32); I = 16%
Test for overall effect: Z = 0.44 (P = 0.66)

0005 0.1 10
Favours [experimental] -Favours [control]
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