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Efficacy and Safety of Guselkumab in the Treatment of Moderate-to-severe Plaque Psoriasis: A Systematic
Review

LIU Xin',ZHONG Xiaoyan’, XU Changjing"*,ZHAO Danjie', FAN Qingze’, YU Bin’, HUANG Yilan’(1. School
of Pharmacy, Southwest Medical University, Sichuan Luzhou 646000, China; 2. Dept. of Pharmacy, the
Affiliated Hospital of Southwest Medical University, Sichuan Luzhou 646000, China; 3. Dept. of Pharmacy,
Mianyang Central Hospital, Sichuan Mianyang 621000, China)

ABSTRACT OBIJECTIVE: To systematically evaluate the efficacy and safety of guselkumab in the treatment of moderate-to-
severe plaque psoriasis, and to provide evidence-based reference for the clinical treatment. METHODS: Retrieved from PubMed,
Embase, Cochrane Library, CNKI, VIP, Wanfang database during inception to Oct. 2019, randomized controlled trials (RCTs)
about guselkumab versus placebo/positive control in the treatment of moderate-to-severe plaque psoriasis were collected. After
literature screening and data extraction, quality evaluation was performed by using the bias risk evaluation tool recommended by
the Cochrane System evaluator manual 5.1.0. Meta-analysis was performed by using Stata 16.0 software. RESULTS: Eight RCTs
with a total of 3 488 patients were included. The results of Meta-analysis indicated that the proportion of patients who achieved
90% reduction or more from baseline of psoriasis area and severity index (PASI) in guselkumab group was significantly higher
than that placebo group [RR=26.72, 95% CI (15.98, 44.70), P<<0.001], adaliumumab group [RR=1.45, 95% CI(1.32,1.59),
P<0.001] and secukinumab group (P<<0.000 1). The proportion of patients with Investigator’s Global Assessment (IGA) score of
0 or 1 in guselkumab group was significantly better than placebo group [RR=11.15, 95% CI(8.22, 15.14) , P<<0.001] and
adaliumumab group [RR=1.27, 95%CI(1.19,1.35), P<<0.001]. The proportion of patients with IGA score of 0, the proportion of
patients who achieved 75% reduction or more from baseline of PASI, dermatology life quality index score of 0 or 1 in guselkumab

group were significantly superior than placebo group and
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100% reduction from baseline of PASI in guselkumab group
was significantly superior than placebo group (P<<0.05) ,
there was no significant difference compared with
adaliumumab group (P>0.05). There was no statistical

significance in the proportion of patients with IGA score of 0
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and other secondary outcome indicators between guselkumab and secukinumab group (P>0.05). In the safety indicators as total

incidence rate of ADR, rate of withdrawl due to ADR, etc. , there was no statistical significance between guselkumab and placebo/

adalimumab groups (P>0.05). CONCLUSIONS: Guselkumab is superior to placebo, adaliumumab and secukinumab in improving

the symptoms of moderate-to-severe plaque psoriasis with good safety.

KEYWORDS Guselkumab; Moderate-to-severe plaque psoriasis; Efficacy; Safety; Systematic review; Meta-analysis
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Figl Flow chart and result of literature screening
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Tab 1 Basic characteristics of included studies

FlERRAERRE I Y [ kg i Tk il BSA, % PASI, 7} BT
Gordon KB 2015" 4l B0 93812215 195+13.44 Gus 5 mg,sc 52 U9EIS07T 2091713 DAROVEODOD
4 450 87322.09 17341169 Gus 15 mg,sc 262£1781  215£100
) U5 88.7£22.02 18041130 Gus 50 mg,sc 25611281 223899
7)) iRy 9122201 183+1229 Gus 100 mg,sc USEISSS 2041771
i) 46.0° 9272548 19441250 Gus 200 mg,sc 2911056 194%589
) 45 93.6+22.62 18.041330 Pbo,sc 27541926 2184998
] 50.0° 916+19.88 19341279 Ada 40 mg,s¢ 2681680 202%758

Blauvelt A 2017 329 591127 297620 179+1227 Gus 100 mg,s¢ 48J 831700 214949 DRBAGEODSODODRGBO
174 491129 2891689 17641244 Pho,sc 25811593 204+8.74
334 £29+126 2984648 17041127 Ada 40 mg,s¢ 861666 224+897
Reich K 2017" 496 87122 29.6+6.50° 17941200 Gus 100 mg,sc R 851640 2191880 DRBIGOVEODORBY
218 B3t124 29.616.60" 17941190 Pho,sc 8011650 2158.00
248 821119 29.616.60° 17641170 Ada 40 mg,s¢ 29141670 217£9.00
Ferris LK 2019 62 462%129 31456647 19.1+1261 Gus 100 mg, ¢ 400 2014921 1794451 D2BEBDQOQ
16 454£157 AIREVAVE 17441032 Pbo,sc 1864761 1844323
Nemoto 0 2017" 5 NA 683£10.16 147£68 Gus 10 mg,sc | 061841 196642 DODOB
5 NA 7551738 117536 Gus 30 mg,sc 8012541 233+1138
5 NA 69.316.54 18411362 Gus 100 mg,sc 37842529 1964851
5 NA 6761727 8241421 Gus 300 mg,sc 250£1233 207569
4 NA 04313.77 2884645 Pho,sc 201296 187473
Ohtsuki M 2018" 63 501127 678+15.02 1534917 Gus 50 mg,sc 520 B0£1994  256t1168 DRYDEODEOD
63 478+11.1 743116.04 1441923 Gus 100 mg,sc 31942148 26741220
64 83106 716+ 1401 13741029 Pho,sc P68 2591234
Sofen H 2014 5 B0 041" 00 Gus 10 mg,sc UH 19.0° 152 OO0
5 39.0° 1048° 5 Gus 30 mg,sc 3L 167
5 430 1143 17.0° Gus 100 mg,sc 16.0° 15.8°
5 e 926 16.0° Gus 300 mg,sc 17.0° 166°
4 465 816" 18.0° Pho,sc 140° 132
Reich K 2019 534 4631137 298+7.10° 1851220 Gus 100 mg, ¢ 56J 871290 2001740 DBAHDOY
514 4531136 3004630° 18341270 Sec 300 mg, sc 2USHI460 2011760

s ok B SRR R R R U (BMI, kg/em?) s #EARAC R A5 Gus : T 2E 47 U BAHT ; Ada: BT A PR ; Sec : w247 JL 5T ; Pbo s et ssc: 2 R

VEST s NA L R ARHE

Note: * data represents body mass index (BMI, kg/cm®) ; # data represents median; Gus: guselkumab; Ada: adaliumumab; Sec: secukinumab;

Pbo: placebo, sc: subcutaneous injection; NA: not reported
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AT Meta 2007, £ WL E 3. Meta /AT 45 R R, 06
4H A3 1Y PASIOO B 2 5 T B 3A R B 41 [RR=1.45,
95%C1(1.32,1.59),P<<0.001],

®2 MANHARHREITM

Tab 2 Quality evaluation of included studies

F-EAR . , ey RUE JUR R L Jadad
g AUPILBRER B e e
Gordon KB 2015" A 2 Rk WE RO OREEAEE S
Blauvelt A 2017 CEAMBMN RS LHAMEMERE WE & & NFEAEE 7
ReichK2017" RHAMBMURS CHAMEMURSE WE 2 B KNEEAEE 7
Ferris LK 2019 ZHAMAME RS LEAMKMNRS NH & & NEEASE 7
Nemoto 0 2017 11541 Rk WE R R NEEREE 6
Ohtsuki M 2018" 31574, NilHE WE & R NEEREE 6
Sofen H2014" K5 RiEHE WE o ® R’ ONEREREE 4
ReichK2019"  HAMSWERS CHANSWERS W B & AR AEE 7
ﬁ:ww ) RR (95% CI) :mgm
——— — . s o
BLAUVELT A (2017) ij— 25.49 (10.72, 60.62) 3384
REICHK 2017) —— 2692 (13.09, 63.88) 4139

FERRIS LK (2019) + 25.63 (1.66, 394.78) 407

NEMOTO O (2017) __f_é— 4.05 (0.28, 59.05) 418

OHTSUKI M (2018) : 9120 (5.75, 1445.91) 344

SOFEN H (2014) _—*_‘: 2.05(0.15, 27.80) 447

Overall (I-squared = 8.2%, p = 0.366) o 26.72(15.98, 44.70) 100.00
&2 WLH.%% PASI90 E’J Meta 53> #7 FR R B (HZEFHF A

B vs. ZRIF)
Fig 2 Forest plot of Meta-analysis of PASI90 in 2
groups (guselkumab vs. placebo)

Study %
[} RR (95% CI) Weight

(GORDON K B (2015) 1.06 (0.73,1.52) 8.97

BLAUVELT A (2017) —_—  147(130,167) 46.95

—H 150 (1.29, 1.73) 44.08

@ 1.45(1.32, 1.59) 100.00

REICHK (2017)

Overall (I-squared = 36.3%, p = 0.208)

T T
578 1 173

B3 W EE PASIO ) Meta S T ZR A E (T EF A
B vs. FIA AR B HT)
Fig 3 Forest plot of Meta-analysis of PASI90 in 2
groups (guselkumab vs. adalimumab)
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S B 1 PASIOO (84 % ) .35 5 Tl R A5 JL B4 4 (70% )
(P<<0.0001),
2.32 IGAO/1  AJRFSE I8 T IR YT 16 JH Iyl
SE AT T HE 2 RERI 9 IGAO/L, JEi T 1 517 Bl .

BHWFFT R TG T2 F i (P=0.836,1°=0) , % [l &
ROV AR T VEAT Meta 204, TR WL 4. Meta 43 M7 45 5

7N, 6 2 R I IGAO/T B 35 5 T R 4H [RR=
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11.15,95%CI(8.22,15.14) ,P<<0.001]s

Study %
1) RR (35% CI) Weight
BLAUVELT A (2017) 12.34(7.14,21.34) 30.69

REICH K (2017) 9.93(6.58, 14.98) 54.74

FERRIS LK (2019} —é—H 27.25(1.77,419.35) 154
OHTSUKIM (2018) + 11.60 (4.99, 26.96) 13.03

Overall (-squared = 0.0%, p = 0.836) 11.15(8.22,15.14) 100.00

T T
00238 1 419

4 THLHEEIGAV/]LH Meta i ME (HEZFL
BHvs. ZRF)

Fig 4 Forest plot of Meta-analysis of IGA(O/1 in 2
groups (guselkumab vs. placebo)

2 IFSE GE TR 16 JE I Ay 6 0 BT
FUBT SR AR BAPT Y IGAO/L, 31 1 407 i35 . 25 BF 5]
G2 S Fbk (P=0.543, 1°=0) , 5% FH [ 5 2500 B
PEFT Meta 0 #T, BEULIE 5. Meta 3 Hr 45 9 o, i 56 41
BE R IGAO/ 255 TP AR AL [RR=1.27,95%
CI1(1.19,1.35),P<<0.001].

Study %
) RR (95% CI) Weight
BLAUVELT A 2017) —r!% 129118, 1.41) 4936
REICHK (2017) —_—— 1240113136 5064

Overall (I-squared = 0.0%, p = 0.543)

127(1.19,135) 10000

T T
708 1 141

5 THHEBREIGAVLH Meta DM E (HESL
BT vs. kK B )

Fig 5 Forest plot of Meta-analysis of IGAO/1 in 2
groups (guselkumab vs. adalimumab)

LTGRO TE T ZE A JU SRR L R R AT JC
B IGAO/1, HE11 1 048 il /35 . JRYTES 48 BT, 16 241
5 B U AR R I IGAO/L L # , 22 R TG i
X (P>0.05),
2.3.3 WEZLRFEAR  PIULEE IR EELE )RR BRI Meta
AIATEE LR 3, R 3 AT L, Ty ZE AT U BAHUE IGAO
PASI75 . PASI100 . DLQIO/1 24 & P48 457 1hl 4 144
B E T 2B (P<<0.05) , 7E IGAO , PASI75 ., DLQI0/1
S R AR O T AR S B 2 L F Bk AR Bt (P<
0.05) ; {H7E PASI100 J5 1, 3% b = R S8 X
(P>0.05) . WA, ZE 2 JU AT 85 IGAO \PASIT5
PASI100 554 %M b5 5 ) FE AT LB 4 H A, 25 734
TGt L (P>0.05)",
24 REMH Meta DR

6 TR 5% R T 2E AT U BTN EE R R Y
AB, 1 7191 il . SFSE R RS F S it (P=
0.706,1°=0) , K FHE E RN AL LR T Meta 5307 , 1 LK
6. Meta 7 HT& R R RIS AR H 1 AE 541 H

China Pharmacy 2020 Vol. 31 No. 10 - 1269 -



L, ES LG FE L[RR=1.01,95%CI1(0.91,1.12) ,
P=0.886].
®3 FHBERELERBIBIRN Meta B &R

Tab 3 Meta-analysis results of secondary outcome in-

dicators
WEH WA r, A
Fifeiz T Wi g e RR  95%Cl P

IGA0  HEF M v, R 4" 1517 0 JE 4537 (18.99,10838) <0.001
HESRE s FEANMS 2" 1407 240 BE 166 (142,193)  <0.001
PASITS  hES LS ERA T 1815 0 FE 1277 (936,1742) <0001
TES T, PIAASR 3 1658 314 HEE 123 (L16,130) <0001
PASIO0 R LM FRA M 1767 0 [E 4024 (16.17,100.17) <0001
TR, TTRREH 37 1658 793 BEEL 154 (099,239) 0056
DLQI/I &R A Hfw ZRA 47 1689 0 [FE 1265 (840,19.06) <0001
A s, PR 37 1658 586 BB 130 (1.07,158)  0.008

Study %

[} RR (95% CI) Weight
GORDON K B (2015) 0.95(0.69, 1.31) 10.00
BLAUVELT A (2017) 1.05(0.87, 1.26) 3076
REICH K (2017) 1.06 (0.90, 1.26) 4042
FERRIS LK (2019) e e o 0.91(0.62, 1.34) 478
NEMOTO 0 (2017) 1.10(0.38, 3.17) 091
OHTSUKI M (2018) e 082 062, 1.09) 1313

Overall (I-squared = 0.0%, p = 0.706) 1.01(0.91,1.12) 100.00

E6 PWHEEAEKN Meta PTHMNRE (HEFLEM
vs. &)
Fig 6 Forest plot of Meta-analysis of AE in 2 groups
(guselkumab vs. placebo)

BIUIFFE T HGE 1ty ZE AT U BTN L BT IA AR
1 AE, 33t 1 658 il i . & WHIE I TE gL it 55 ik
(P=0.757,1*=0) , & 1 [ & ROUW AR R 4T Meta 73BT
TEILEI 7, Meta 43 B4 2R R , a0 4H 8 35 1) AE 5B
AT g, 25 G # 5 L [RR=0.99,95%CI
(0.89,1.09),P=0.795].

Study %

D RR (95% CI) Weight

GORDON K B (2015) < 0.89 (0.6, 1.20) 1079

BLAUVELT A (2017) —_— 1.01(0.87,1.17) 4585

REICHK (2017) 0.98 (0.84, 1.15) 4336
0.99 (089, 1.09) 100.00

Overall (-squared = 0.0%,p = 0.757) <>

B7 WHEEAEK Meta PHWE(HEF LR
vs. PR AR B 41)
Fig 7 Forest plot of Meta-analysis of AE in 2 groups
(guselkumab vs. adalimumab)

VIR I Tl 2853 JE BTN HE R R A JE T
1 AE, 2111 048 il i3 . 255 o i AL iR # 1) AE
Y E] A U LAl B, 22 R gt R T L (P=
0.137),
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[UE Sop/RC SRR E NS N Y A S S
YRR 2R s Pk A BT LA, 22 X gt
EX(P>0.05), A,

x4 MEHABFHEHRLEMIEIRE Meta 731745 R
Tab 4 Meta-analysis results of other security indica-
tors in 2 groups
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