Sl R .
IL-6 I3 Sirukumab SAT7 2 RUB X T AT MR L EE meta £

REH!, FaR E@mE® ERAL, B SEFEY BHRFS, AW 20 mEERKEIRER L,
PO)Il M 6460005 2.é%llaﬂirhlum‘z‘a, a2, AP R, DY) 4RPH 6210005 3.MFRFER P — BB, WO 5701025 4.5
R B 252 Bt, BHEE 6105005 50911 KF4EPHIGIREE 5 Bt, M#E 610041)

WE: B % 9 @I/ & -6(interleukin-6, IL-6)#7%] %] Sirukumab * £ X8 % T X (rtheumatoid arthritis, RA)% % 4977
KA oM. 335 T H M4 & PubMed. Embase. Web of Science. Clinical Trials Website. Cochrane Library., ¥ & 4= R
(CNKI). 7 7. #4554 FE F X T Sirukumab 457 RA 74 b Fo 5 40 69 [ AU B8 X 38 (randomized controlled trials,

RCTs), & /| RevMan 5.3 # #+3F $# # 47 meta 5 #7.45R 4\ 6 % RCTs, 3 197 4] £ .Meta £ 4745 % 2 7, Sirukumab
2 ANFE2(50, 100 mg)ACR20. ACR50. ACR70 #97 % & 3 & F 2 &L 48(P<0.000 1), Sirukumab 2 ANl Z AR R R |
PERRRE., PERE, EHMMERE. BRRAELERES6RE RS T RBM(P<0.05). 5MEPEzZS Adalimumab
pb3, Sirukumab 2 A~7) & 40 DAS28-ESR 89 A 3 £ & % (P<0.05), ACR50 A &% £ % R4t 5 & L (P>0.05). &5 AA

JEE % B Sirukumab 477 RA ZAF K. THUNLHHEHRF, LEAERTETR—F T RS R EIE KRR RIENL
s e R A

KHEIE: EXEM AT £, Sirukumab; meta 5 #7

FESES: R69.3 XRkiRER: B NERE: 1007-7693(2020)01-0060-09

DOI: 10.13748/j.cnki.issn1007-7693. 2020 01.012

SIAARI: RI1E%, T4, EWE, . IL-6 #7%] 57 Sirukumab %77 £ RUE X ¥ £ 57 A A% A6 meta 2 47[J]. P B I

A 2020, 37(1): 60-68.

Meta-analysis of Efficacy and Safety of Interleukin-6 Inhibitor Sirukumab for Treatment of Rheumatoid
Arthritis
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YU Binza*(l.Department of Pharmacy, The Affiliated Hospital of Southwest Medical University, Luzhou 646000, China;
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Medical College, Chengdu 610500, China; 5.West China of Clinical Medicine College, Sichuan University, Chengdu 610041,
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ABSTRACT: OBJECTIVE To assess the efficacy and safety of interleukin-6(IL-6) inhibitor of Sirukumab for rheumatoid
arthritis(RA). METHODS All randomized controlled trials(RCTs) about the efficacy and safety of treating RA by Sirukumab
were searched and retrieved from the databases including PubMed, Embase, Web of Science, Clinical Trials Website, Cochrane
Library, CNKI, WanFang, and VIP database. Meta-analysis of the datas were performed by RevMan 5.3 software. RESULTS
Included 6 RCTs with 3 197 patients. Compared with placebo, the effective rate of ACR20, ACR50 and ACR70 in the both doses
groups of Sirukumab were higher(P<0.000 1). And the same with the incidence rate of adverse reactions, serious adverse events,
serious infections, injection site reactions and termination of trial due to adverse reactions in Sirukumab group were
higher(P<0.05). Compared with Adalimumab, the effective rate of DAS28-ESR in the both dose groups of Sirukumab were
higher(P<0.05). There was no statistically significant difference in the ACRS50 between the Sirukumab group and the
Adalimumab group(P>0.05). CONCLUSION Available evidences suggest that Sirukumab is safe and effective in treating RA.
Limited by the number of included references, the above conclusions require further high-quality clinical trials to evaluate the
effectiveness and safety.
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Tab. 1 Basic characteristics of the included articles

HEE F 5 R T it 151 %/151 b G 9o PR/ 4 DAS28(CRP) 7%/
Aletaha 20 MEF K 183 4 ZRFMTX? 294 55.4+12.3 12.25+9.30 5.8440.96
2017121 WAL Sirukumab 50 mg+MTX? 292 55.8+11.9 12.85+8.96 5.94+1.02 52
Sirukumab 100 mg+MTX* 292 55.0£12.3 12.27+8.41 5.87+1.00
Smolen 44 AN ZRIFI+MTX 30 54.1£12.7 7.7£6.8 5.9+0.7
2014022 Sirukumab 50 mg+MTX 30 50.9+10.3 9.949.4 6.1+0.9 38
Sirukumab 100 mg+MTX 30 53.8+13.0 8.3+6.3 5.8+1.0
Takeuchi 18 MEZK I 185 4 L FH+MTX? 556 52.9+11.9 8.3+7.0 5.940.9
2017023 WFHL A Sirukumab 50 mg+MTX? 557 52.9+11.8 8.7+7.5 5.9+0.9 52
Sirukumab 100 mg+MTX? 557 53.0£11.3 8.8+7.6 5.8+0.9
Takeuchi 34 AT A ZRFIFMTX? 56 53.8+11.17 5.8+5.49 5.4+0.87
2018024 Sirukumab 50 mg+MTX? 58 54.2+11.08 7.4+7.98 5.5+0.96 52
Sirukumab 100 mg+MTX? 54 55.6+9.59 6.9+5.33 5.2+0.84
Tanaka 38 NS 2 FIAMTX? 37 54.1£11.7 9.5+6.8 5.6+1.0
20191251 Sirukumab 50 mg+MTX? 35 57.0£13.2 12.0£9.7 5.4+1.2 52
Sirukumab 100 mg+MTX? 44 57.8+8.1 10.8+7.4 5.4+1.0
Taylor 102 A5 4 Adalimumab 40 mg 186 52.6+12.15 4.00+5.19 6.05+0.96
20181261 Sirukumab 50 mg 186 52.5£12.46 4.24+5.85 6.12+0.96 52
Sirukumab 100 mg 187 49.8+12.31 4.60+5.11 6.080.97

H: MTX-HZES ;. MTX-H 2 a8 T H IR DAS28(CRP)-28 KT i i&E S M 43 -C N EH -

Note: MTX-methotrexate; MTX*—methotrexate included in the medication; DAS28(CRP)-28 joint disease activity score-Creactive protein.
w2 MR FETN K

Tab. 2 Quality evaluation of the included articles

B—fEE  REEH L7 SEEE EE ifi f;ﬁkz ITT 445 ‘Efﬁ’if; o
Aletaha?!] 2017 hRFEENSEIEEEERS LA BE = = = % 7
Smolen(??! 2014 hRBENLSEIEEEERS LA WE P Z & % 7
Takeuchi®! 2017 N TE# BE 2 2= ﬁ i 5
Takeuchi?¥ 2018 NS NS NE P & 5 & 5
Tanakal?3] 2019  HRFEENSEIEEEERSE KHN WE & = 2 [ 7
Taylor[2¢] 2018 HRBEHIATRIESRERSE  KHA WE 2 & i i 7

E: ITT Hr-B k4T

Note: ITT analysis—intentionality analysis.
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2.2 Meta /#1455 %
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2.2.1.1 ACR20 5 F3CHRP>24RJE T Sirukumab
XF RA ¥ ACR20 HI520, meta 7017 45 K Wow,

Sirukumab #A4N5FEZ1(50, 100 mg) ACR20 %%
XTHRH 2R G X 50 mg H[RR=1.79,
95%CI(1.33, 2.41), P=0.0001, ’=73%]:; 100 mg

A Sirukumab Placebo
1.1.1 Sirukumab 50mg 48R £ 10
Aletaha 2017 125 292 76 294 26.4%
Smolen 2014 17 30 18 30 19.0%
Takeuchi 2017 279 557 150 556 28.9%
Subtotal (95% Cl) 879 880 74.3%
Total events 421 244

Heterogeneity: Tau? = 0.05; Chi* = 8.54, df =2 (P =0.01); P=77%
Test for overall effect: Z=2.70 (P = 0.007)

1.1.2 Sirukumab 50mg H A Z 14

Takeuchi 2018 35 58 10 56 13.8%
Tanaka 2018 20 35 8 37 11.9%
Subtotal (95% Cl) 93 93 25.7%
Total events 55 18

Heterogeneity: Tau? = 0.00; Chi? = 0.29, df = 1 (P = 0.59); 1= 0%
Test for overall effect: Z = 4.85 (P < 0.00001)

Total (95% CI) 972
Total events 476 262
Heterogeneity: Tau? = 0.07; Chi* = 14.95, df = 4 (P = 0.005); I = 73%
Test for overall effect: Z = 3.87 (P = 0.0001)

Test for subaroup differences: Chi? = 6.30. df =1 (P = 0.01). I = 84.1%

973 100.0%

Risk Ratio

1.66 [1.31, 2.09]
0.94 [0.62, 1.45] —
1.86 [1.58, 2.18]
1.52 [1.12, 2.05]

3.38[1.86, 6.15]
2.64 [1.34, 5.20]
3.03 [1.94, 4.75]

1.79 [1.33, 2.41]

Y1[RR=1.88, 95%CI(1.51, 2.33 ), P<0.00001,
P=56%], ZEFRIWNE 2. HF—BRBUEMES T4 R E
7~ HEBRN N5 81 B0 0 1 Smolen B 7EPH)E, R

JRE AR L AT R AR I 73 M 45 3 50 mg 41
[RR=1.88 , 95%CI(1.66 , 2.14), P<0.00001 ,

P=48%]; 100 mg 41[RR=1.98, 95%CI(1.74, 2.24),
P<0.000 01, P=43%].

Risk Ratio
andom, 95% CI
-

L

-
<
S
L 2
<+

y
1

0.01 0.1 1 10 100
Favours [experimental] Favours [control]

Sirukumab Placebo Risk Ratio Risk Ratio
F I ven Total nts Total i M-H. R y. - n: % Cl

1.2.1 Sirukumab 100mg AR £ 4
Aletaha 2017 125 292 76 294 276% 1.66 [1.31, 2.09] -
Smolen 2014 25 30 18 30 20.8% 1.39 [1.00, 1.94] [,
Takeuchi 2017 306 557 150 556 33.7% 2.04 [1.74, 2.38] d
Subtotal (95% Cl) 879 880 82.1% 1.73 [1.40, 2.16] L 4
Total events 456 244
Heterogeneity: Tau? = 0.02; Chi? = 5.24, df = 2 (P = 0.07); I* = 62%
Test for overall effect: Z = 4.96 (P < 0.00001)
1.2.2 Sirukumab 100mg [ A%
Takeuchi 2018 32 54 10 56 9.8% 3.32[1.81,6.07] R
Tanaka 2018 21 44 8 37 8.0% 2.21[1.11, 4.39] —
Subtotal (95% CI) 98 93 17.9% 2.78 [1.77,4.37] ’
Total events 53 18
Heterogeneity: Tau® = 0.00; Chi* = 0.76, df = 1 (P = 0.38); I = 0%
Test for overall effect: Z = 4.42 (P < 0.0001)
Total (95% CI) 977 973 100.0% 1.88 [1.51, 2.33] ’
Total events 509 262
Heterogeneity: Tau? = 0.03; Chi* =9.12, df = 4 (P = 0.06); I* = 56% =('J.01 0; 1 1:0 100’

Test for overall effect: Z = 5.67 (P < 0.00001)
Test for subaroup differences: Chi2 = 3.37. df = 1 (P = 0.07). 12 = 70.4%

& 2 Sirukumab 4 5 7 B4 ACR20 F 3% e #x 4k
A-Sirukumab 50 mg [ [0 B—-Sirukumab 100 mg O [

Favours [experimental] Favours [control]

Fig. 2 Forest plot of ACR20 between Sirukumab group and placebo group

A-Sirukumab 50 mg group) B—Sirukumab 100 mg group.

2.2.1.2 ACR50 5 F3CHRPI2HRIE T Sirukumab
XI RA 7 ACRS0 [FEZM, meta 7345 5K 2o,
Sirukumab #4741 ACRS0 K50 R4,
ZRAGFE X 50 mg 4[RR=2.20, 95%CI
(1.44, 3.38), P=0.0003, PP=65%]:; 100 mg %l
[RR=2.56,95%CI(2.12, 3.09 ), P<0.000 01, ’=6%],

FE BN 26554 2020 46 1 %5 37 55 1 )

W 3. ik — B EURIME T S5 R R, HERRAIA R
#1205/ 1) Smolen W T2 G, S 1 FEAK B A
5 B AR B 4y BT 45 R e 50 mg 41 [RR=2.40,
95%CI(1.96, 2.93), P<0.00001, ’=19%].
22.1.3 ACR70 4 G SCRPYB2IH 8 T
Sirukumab %} RA 3% ACR70 52, meta 73 HT
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iR WK, Sirukumab BN 7R ACR70 2355
XTHR A, 2R A G E X 50 mg H[RR=3.10,
95%CI(2.25, 4.28), P<0.000 01, I’=12%]; 100 mg
Y [RR=3.46, 95%CI(2.52, 4.75), P<0.00001,
P=0%], WK 4.

2.2.1.4 DAS28-CRP<2.6 5 S &zmPIBHRE T
Sirukumab %f RA % DAS28-CRP {50, meta
g E R R R, AN ) A
DAS28-CRP<2.6 HjfuxtiBalm, EZRELi%
M 50 mg 4[RR=2.94, 95%CI (1.66, 5.19),
P=0.000 2, P=72%]; 100 mg ZH[RR=3.69, 95%CI
(2.88, 4.73), P<0.000 01, P=37], W& 5. i#—

Sirukumab
HE

DN

W URIE W4 R, HERR AN 51 B b 1)
Smolen B 78225, 535 M BRAR HL A B AR 1)
a8y 50 mg 4L[RR=3.62, 95%CI(2.35, 5.59),
P<0.000 01, P=52%].

22.1.5 HAWAKMERE 4 SRR BNk
T Sirukumab X RA & # HAQ-DI K 5 i
(P<0.000 01), 2 j%SCHRP2MfE 7 Hx) SDAT Al
CDAI 52 (P<0.000 01), 2 55 SCERP> 2R GE 1 H
%t SF-36 MCS #11 SF-36 PCS(P<0.000 5). Meta 43
& R ~, Sirukumab 2% RA B3 BA 2015
TR R, ZRAA SR L(P<0.05), 4
KWK 3.

A Sirukumab Placebo Risk Ratio Risk Ratio
udy or Subgroup en ota e S M-H. Random. 95% C

1.3.1 Sirukumab 50mg A= ER £ 1]
Aletaha 2017 61 292 26 294 259% 2.36 [1.54, 3.63] -
Smolen 2014 9 30 11 30 17.6% 0.82 [0.40, 1.68] — B
Takeuchi 2017 169 557 77 556 31.5% 219[1.72,2.79] el
Subtotal (95% Cl) 879 880  75.0% 1.80 [1.13, 2.87] >
Total events 239 114
Heterogeneity: Tau? = 0.12; Chi* =6.97,df =2 (P =0.03); 1= 71%
Test for overall effect: Z =2.47 (P = 0.01)
1.3.2 Sirukumab 50mg HAZ P4
Takeuchi 2018 30 58 6 56 159% 4.83[2.18, 10.70] -
Tanaka 2018 9 35 3 37 91% 3.17[0.93, 10.77] =
Subtotal (95% CI) 93 93  25.0% 4.26 [2.19, 8.30] -
Total events 39 9
Heterogeneity: Tau® = 0.00; Chi* = 0.32, df =1 (P = 0.57), I’ = 0%
Test for overall effect: Z = 4.26 (P < 0.0001)
Total (95% CI) 972 973 100.0% 2.20 [1.44, 3.38] &>
Total events 278 123
Heterogeneity: Tau? = 0.14; Chi® = 11.51, df = 4 (P = 0.02); ¥ = 65% -‘0 o 0?1 : 1’0 100‘-
Test for overall eﬁet_:t; Z=381 (P_= 0.0003) Favours [experimental] Favours [control]
Test for subaroup differences: Chi? = 4.30. df =1 (P = 0.04). I? = 76.7%

B Sirukumab Placebo Risk Ratio Risk Ratio
1.4.1 Sirukumab 100mg AR £ p 4
Aletaha 2017 63 292 26 294 21.0% 244159, 3.74] -
Smolen 2014 18 30 " 30 89% 1.64 [0.94, 2.85] [ —
Takeuchi 2017 198 557 77 556 62.6% 2.57 [2.03, 3.25] |
Subtotal (95% Cl) 879 880 92.6% 2.45[2.02, 2.97] +
Total events 279 114
Heterogeneity: Chiz =2.19, df =2 (P = 0.33); P=9%
Test for overall effect: Z = 9.01 (P < 0.00001)
1.4.2 Sirukumab 100mg HA £ |14»
Takeuchi 2018 24 54 6 56 4.8% 4.15[1.84,9.35] - ®
Tanaka 2018 13 44 3 37 26% 3.64[1.12,11.82] - =
Subtotal (95% CI) 98 93  7.4% 3.97 [2.03,7.75] -
Total events 37 9
Heterogeneity: Chi* = 0.03, df = 1 (P = 0.86); F = 0%
Test for overall effect: Z = 4.04 (P < 0.0001)
Total (95% CI) 977 973 100.0% 2.56 [2.12, 3.09] *
Total events 316 123
Heterogeneity: Chi? = 4.26, df = 4 (P = 0.37); P = 6% =D.0 F 0? 7 : 1‘0 F 00=

Test for overall effect: Z = 9.87 (P < 0.00001)
Test for subaroup differences: Chi?=1.85. df =1 (P =0.17). I? = 45.9%

3 Sirukumab %4 5 % B 4 ACRSO0 3 L 4% i 7 A
A-Sirukumab 50 mg 4; B-Sirukumab 100 mg 41

Favours [experimental] Favours [control]

Fig.3 Forest plot of ACR50 between Sirukumab group and placebo group

A-Sirukumab 50 mg groupl) B—Sirukumab 100 mg group.
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[ 4 Sirukumab %1 5 *f B4 ACR70 = W3 89 sk A E

Sirukumab Placebo
1.5.1 Sirukumab 50mg IR 1
Aletaha 2017 25 292 12 294
Takeuchi 2017 92 557 30 556
Subtotal (95% CI) 849 850
Total events 17 42

Heterogeneity: Chi? = 0.91, df = 1 (P = 0.34); 2= 0%
Test for overall effect: Z =5.92 (P < 0.00001)

1.5.2 Sirukumab 50mg HAZ >

Takeuchi 2018 20 58 3 56
Tanaka 2018 4 35 0 37
Subtotal (95% CI) 93 93
Total events 24 3
Heterogeneity: Chiz = 0.06, df = 1 (P =0.81); 2= 0%
Test for overall effect: Z = 3.52 (P = 0.0004)

Total (95% Cl) 942 943
Total events 141 45
Heterogeneity: Chi? = 3.43, df = 3 (P = 0.33); = 12%
Test for overall effect: Z =6.91 (P < 0.00001)

26.3%
66.0%
92.2%

6.7%
1.1%
7.8%

100.0%

Risk Ratio
-H, Fi % Cl

Risk Ratio
M-H, Fixed, 95% Cl

2,10 [1.07, 4.10)
3.06 [2.06, 4.54]
2.79[1.99, 3.91]

6.44 [2.02, 20.46)
9.50 [0.53, 170.25]
6.86 [2.34, 20.06]

3.10 [2.25, 4.28]

Test for subaroup differences: Chi? = 2.46. df =1 (P =0.12). 12 =59.3%

Sirukumab Placebo
1.6.1 Sirukumab 100mg AR % 11 4»
Aletaha 2017 29 292 12 294
Takeuchi 2017 103 557 30 556
Subtotal (95% CI) 849 850
Total events 132 42

Heterogeneity: Chi?=0.78, df = 1 (P = 0.38); 1> = 0%
Test for overall effect: Z = 6.73 (P < 0.00001)

1.6.2 Sirukumab 100mg [ A% 1Jiax

Takeuchi 2018 19 54 3 56
Tanaka 2018 6 44 0 37
Subtotal (95% CI) 98 93
Total events 25 3

Heterogeneity: Chi?=0.11,df =1 (P = 0.74); 12= 0%
Test for overall effect: Z = 3.60 (P = 0.0003)

Total (95% Cl) 947 943
Total events 157 45
Heterogeneity: Chi? = 2.93, df = 3 (P = 0.40); I = 0%
Test for overall effect: Z = 7.67 (P < 0.00001)

Test for subaroun differences: Chi?

A-Sirukumab 50 mg O [0 B—-Sirukumab 100 mg O [
Fig. 4 Forest plot of ACR70 between Sirukumab group and placebo group
A-Sirukumab 50 mg group] B—Sirukumab 100 mg group.
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Sirukumab Placebo
1.7.1 Sirukumab 50mg A FR L 1|1ix
Aletaha 2017 56 202 24 204
Smolen 2014 4 30 6 30
Takeuchi 2017 145 557 31 556
Subtotal (95% Cl) 879 880
Total events 205 61
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Risk Ratio
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2.30[1.02, 5.22]

Heterogeneity: Tau? = 0.41; Chi? = 12.95, df = 2 (P = 0.002); I = 85%

Test for overall effect: Z = 2.00 (P = 0.05)

1.7.2 Sirukumab 50mg |1 &% 4>

Takeuchi 2018 26 58 7 56
Tanaka 2018 13 35 2 37
Subtotal (95% CI) 93 93
Total events 39

9
Heterogeneity: Tau? = 0.00; Chi* = 0.65, df = 1 (P = 0.42);

Test for overall effect: Z = 4.20 (P < 0.0001)

Total (95% CI) 972
Total events 244 70
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Sirukumab Placebo
1.8.1 Sirukumab 100mg 43R % 1 4>
Aletaha 2017 63 292 24 294
Smolen 2014 12 30 6 30
Takeuchi 2017 142 557 31 556
Subtotal (95% CI) 879 880
Total events 217 61

Heterogeneity: Chi? = 5.32, df = 2 (P = 0.07); I = 62%
Test for overall effect: Z = 9.30 (P < 0.00001)

1.8.2 Sirukumab 100mg HA % 1y

Takeuchi 2018 25 54 7 56
Tanaka 2018 17 44 2 37
Subtotal (95% CI) 98 93
Total events 42

9
Heterogeneity: Chiz = 0.69, df =1 (P =0.41); = 0%
Test for overall effect: Z = 4.45 (P < 0.00001)
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R3 HMAKIEEATH meta 5 ATER

Tab.3 Meta-analysis results of other effectiveness indicators

SRR N SCHR/ RS Piilhsxil WMD(95%CI) P& P /%
50 mg 41 -0.29(-0.41, —0.17) <0.000 01 75
HAQ-DI 4121.23-25]
100 mg 41 -0.24(-0.29, —0.20) <0.000 01 22
50 mg 41 —17.31(=21.55, —13.07) <0.000 01 0
SDAI 2[24-25]
100 mg 41 —17.14(-21.04, -13.25) <0.000 01 0
50 mg 41 -15.31(-19.28, -11.33) <0.000 01 0
CDAI 2[24-25]
100 mg 41 -15.00(-18.68, —11.32) <0.000 01 0
50 mg 41 2.53(1.42, 3.64) <0.000 01 29
SF-36 MCS 2022-23]
100 mg 21 1.97(0.86, 3.08) 0.000 5 0
50 mg 41 3.11(2.28, 3.95) <0.000 01 50
SF-36 PCS 2(22-23]
100 mg 21 3.63(2.82, 4.43) <0.000 01 43

22.1.6 HAWBIT I ENAR RN FESF 5
S PR ZH A bE %, Sirukumab 2 & AN B N . ™
AR P E G TE S AL SN LK [
AN R 26 b R0 () R A FR A O B v, =
B G SR L(P<0.05); T E R . O I
AREM. BEsl. SR EpuiE &gy
R AEZ, Sirukumab 4R &2 2 8] 22 53 4570
GiitEE L (P>0.05), 45BN 4.

R4 FERH meta pATHE R

Tab. 4 Meta-analysis results of adverse events

<]

222 5PRHMALLE  Taylor &PHiiE T Sirukumab
5 A 25 Adalimumab 2 [A] [ ELEss, 5045 SR 5
N, fE I E 45 ) 8 F5 DAS28-ESR U7 I,

Sirukumab PN 7 ZH(50 mg A1 100 mg)# 24 HK 1
tt Adalimumab 20 & (P=0.013 1 P<0.001); ifij %5 —
A FHELE R kR ACRS0 Jiifi, Sirukumab P47
F2H(50 mg Al 100 mg)5 Adalimumab 2H 2 [A]45 2%
R E, ZRBLFE ¥ E L (P=0.306 fl P=

45 JRte b YN SCHR/ B PnlReiih RR(95%CI) P14 PAE/%
50 mg 41 1.17(1.11, 1.24) <0.000 01 20
AR 5[21-25]
100 mg 41 1.20(1.13, 1.26) <0.000 01 0
50 mg 41 1.55(1.15, 2.09) 0.004 0
AN R R pIgsl
100 mg 40 1.42(1.05, 1.92) 0.02 0
50 mg 41 2.63(1.48, 4.68) 0.001 0
U K Y 512125
100 mg 40 2.18(1.19, 3.98) 0.01 0
50 mg 41 3.86(2.58, 5.78) <0.000 01 0
T AL 7 R 52125
100 mg 40 7.02(4.79, 10.30) <0.000 01 0
50 mg 41 2.51(1.68, 3.74) <0.000 01 15
AN R B2 1k i 5 4[21,23-23]
100 mg 41 2.66(1.80, 3.95) <0.000 01 5
50 mg 41 1.84(0.47, 7.18) 0.38 10
SN PR 4l21,23-25]
100 mg 41 2.01(0.62, 6.53) 0.24 0
50 mg 41 1.30(0.49, 3.48) 0.60 13
B W= N R 42123251
100 mg 41 0.54(0.17, 1.76) 0.31 0
50 mg 41 2.16(0.33, 14.08) 0.42 0
=L/ 2021241
100 mg 40 1.49(0.06, 35.62) 0.81 53
50 mg 41 1.11(0.86, 1.43) 0.42 0
%u[ﬂ)}é 5[21—25]
100 mg 40 1.07(0.82, 1.38) 0.63 0
50 mg 41 1.06(0.80, 1.41) 0.68 0
I SR 4021-24)
100 mg 40 0.86(0.50, 1.48) 0.58 52
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0.464) i 1% FLRIE , 75 %2 42 1% J7 T, Adalimumab
ZH A Sirukumab #5455 2 41(50 mg F1 100 mg) /2 1]
PNRRMNEEFRRE 69.9%, 74.7%, 71.7%; Hrh
BRI AN B g o 11 446 1 38 36 R 7 B AN R e 82 14D 97 161
Sirukumab 50 mg ZAHXTEEZ s JF S HAL ) B
Sirukumab 100 mg 24 (1) 151 B X 50 %2, 351 HoAth
2 NI 2 Fs ARG R AEZ b, Sirukumab
Fl Adalimumab 2 [1] [ 955 151 £503% 0K K 22 5l
3 g

TEXT RA BRI, KB MTX 158
EIRZY), 97 BAAERS, B8 SR BB R 7 0 i 71
(TNF)ECE MTX H 2 Oy B SRR IT e #%, B
TNFi BtA MTX FHZ5R6A Az RA B 14k
FEFISE AR, HE 2% IG5 453 405 14D B ] 5 42 v B3 1) AR
TR, B X TNFi 93697 A 2 8 &
i80Sk HAERZ AR MTX AR B8 i 1k
MZB, HEr, HTHIT RA YA WRM,
BERMURESE IS NEE, Fik, 1L-6 #i]
PN I 7S H B8 o Sirukumab S — Al L& $E
PEHBADH] IL-6 40 p A7 AR s s idd, JFH
BAR SR EA U, B IL-6 45, M Fs
Ik RA B ME B, 808 1 4R 4 « A0t 78R H
meta 7TV, T R BoR, 5B L,
Sirukumab 41 RA 3 ACR20. ACR50. ACR70.
DAS28-CRP<2.6. SF-36 PCS. SF-36 MCS A %tk
B (P<0.05), 1 Sirukumab 41 HAQ-DI. CDAI.
SDAI (KT 5fI4H . % AVEJ71H, Sirukumab
HEA R BLEE B 0T 52, MR 320
MENREM. Bl S0 5 A L g i &
Yol R, Sirukumab 2H A1 22 B 74 B 3
2 5(P>0.05); HESARKMN. EA R KM,
PR Gy TR AL S R LA K PRIAS R 26 13
Ui R AR5, Sirukumab 4R T 2B R 4
(P<0.05) . 5 PH 1 %5 Adalimumab # Lt %,
Sirukumab WM 4H DAS28-ESR A A F & &
(P<0.05); Sirukumab P74 ACRS0 ik b5
Adalimumab #EE, 2RS0T FE L (P>0.05).

H AT, Sirukumab A< 75 3 [E KRt Hb X 2471
RS, (B7E H ATk ki, ¥ k2 HE
FAIHL X, TMLE P 3 Z AR X Oy H AR, 5
B, Bk E &7, BrLl Sirukumab B3&E A
NBERDZAAFLE - IR FH ) S5 PR

IINIHF R BINBERL. UE . 2 PO I AR
R EBAR R 24525 2020 4F 1 HEE 37 555 1 11

55, 4 TUwt g 2122 25200580 7 WA LT 51 AR 0 B A
Tk, 4 TR g 2122 2526103 P [ i R A8 B 30T 8 B
HHRG. 6 Wt 200E TR 5 kU NS, 2
TR 7Lt LR T ITT 40871 6 T 521280554
Jadad 54y =5 43, AR 7T BB ARG B s

28 EHTR, Sirukumab GEH A E] ACR20.
ACR50. ACR70 %5445, ARRMNEERE, H
K FAAFAEA R Z AL, W SCER B b
BZ MRS, ERE RN SRR
[ S HEAT HE— 20 R E
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