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BAFF : B cell activating factor of the TNF family
: APRIL : A Proliferation-Induced Ligand
BAFF-R : BAFF receptor
BCMA : B cell maturation antigen

TACI : Transmembrane activator and CAML
interactor
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SLEIZXS 9 % Telitacicept (Z82bfHHER)
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Belimumab & Telitacicept
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Primary outcome: SRI-4 response
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Table 1. Characteristics of the Participants at Baseline (Full Analysis Population).*

Telitacicept Placebo
Characteristic (N=167) (N=168)
Female sex — no. (%) 152 (91.0) 157 (93.5)
Age —yr 34.8+9.8 35.1£10.4
Body-mass index 23.0+3.4 22.7+3.9
Duration of SLE disease — yr 7.5+5.5 7.2z5.3
SELENA-SLEDAI scoret 11.5+3.1 11.5£3.6
BILAG, 1 A score or >1 B score — no. (%) 105 (62.9) 100 (59.5)
PGA scoref 1.83+0.44 1.81:0.47
Renal lesions — no. (%)Y 108 (64.7) 102 (60.7)
Serum biomarkers
Low level of C3, C4, or both — no. (%) 119 (71.3) 118 (70.2)
Positivity for antinuclear antibodies — no. (%) 160 (95.8) 165 (98.2)
Positivity for anti-dsDNA antibodies — no. /total no. (%) 99/163 (60.7) 98/165 (59.4)
Urine protein level — g/24 hr 1,40+1.57 1.24+1.34
Quantitative classification of 24-hr urine protein level — no. (%)
=05¢g 57 (34.1) 70 (41.7)
>05¢g 110 (65.9) 98 (58.3)
Daily dose of glucocorticoid or prednisone equivalent — mg 15.2+11.1 13.9+10.5
Combination therapy — no. (%)
Glucocorticoid + antimalarial agent 25 (15.0) 26 (15.5)
Glucocorticoid + immunosuppressive drug 23 (13.8) 24 (14.3)
Glucocorticoid + immunosuppressive drug + antimalarial agent 117 (70.1) 114 (67.9)
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Felitacicept 160 myg Placebo
(N=167) (N=168)

Combination therapy
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) GC+HCQ

Corticosteroids in combination with 23(13.8) 24(14.3) o H C Q Lj: 8 1 . 2 O/O T{E .

immunosuppressants, n (%) GC+ | S

Azaibiopeine of cyclophosphamids, i (%) ' (18) 324 o ﬁ%j;EHIH%UEEECj:hAPJ”:7b§E§f§57ﬁf’D'fi.
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Mycophenolate mofetil, n (%) 11 (6.6) 14(8.3)
Methotrexate or leflunomide, n (%) 4(2.4) 1(1.8)
Tacrolimus or cyclosporine, n (%) 8(4.8) 8 (4.8)
Immunosuppressants i combination with 0w 0(0)
antimalanals, n (%) HCQ—|—|S
Corticosteroids in combination with antimalarials 117 (70.1) 114 (67.9)
and immunosuppressants, n (%) GC+HCQ+IS
Azathioprine or eyclophosphamude, n (%) AZA/CY 13(7.8) 8 (4.%)
Mycophenolate mofetil, n (%) MMF 7231, 066 (39.3)

Methotrexate or leflunomide, n (%) MTX/LEF I8 (10.8) 21 (12.5)
Tacrolimus or cyclosporing, n (%) TAC/CYA 27(16.2) 36(21.4)




Primary outcome : 52:8 B D SRI-43E 2K

100~ . .
Telitacicept
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Adjusted difference, 34.5 percentage
points (95% Cl, 24.3-44.7)
P<0.001
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Secondary outcome
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IgA % change from baseline (Mean)
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Table 3. Adverse Events (Safety Population).
Telitacicept Placebo
Event (N=167) (N=168)
no. of participants (%6)
Any adverse event 153 (91.6) 142 (34.5)
Adverse event considered to be related to trial regiment 125 (74.9) 84 (50.0)
Adverse events considered to be related to trial regimen that
occurred in =5% of the participants in either groupf
Upper respiratory tract infection 53 (31.7) 32 (19.0)
Urinary tract infection 16 (9.6) 16 (9.5)
Lymphocyte count decreased:: 15 (9.0) 13 (7.7)
Blood IgG decreased:: 26 (15.6) 2(1.2)
Blood IgM decreased: 25 (15.0) 1(0.6)
Injection-site reaction 21 (12.6) 1 (0.6)
White-cell count decreasedi: 10 (6.0) 4(2.4)
Immunoglobulins decreased: 14 (8.4) 0
Blood IgA decreased 10 (6.0) 0
Adverse event leading to discontinuation from the trial 8 (4.8) 9(5.4)
Serious adverse event 12 (7.2) 24 (14.3)
Serious adverse event considered to be related to trial regimenti} 2 (1.2) 4(2.4)
Herpes zoster 1(0.6) 1 (0.6)
Pneumonia 0 2(1.2)
Upper respiratory tract infection 0 1(0.6)
Gastroenteritis 0 1(0.6)
Enteritis 1(0.6) 0
Death 0 0
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