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BLISS-LN trial:
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Primary : Primary Efiicacy Renal Response (PERR) at 104w

Key secondary : Complete renal Response (CRR).
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Patients with a Response (%)

PERR

BEL 43% vs PBO 32%

OR, 1.6 (95%Cl, 1.0-2.3, p=0.03)
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Patient Flow Chart

BLISS-LN
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MMF subgroup (class Il or IV + concomitant

SLEDAI-2K, mean (SD) 13.0 (5.13) 12.7 (4.69)
PGA, mean (SD)” 1.7 (0.54) 1.8 (0.58)
Biomarkers
Anti-dsDNA positive (=30 1U/ml) 116 (85.9) 106 (77.9)
Anti-C1q positive (=22.2 IU/ml) 117 (86.7) 110 (80.9)
Low C3 (<90 mg/dI) 88 (65.2) 90 (66.2)
Low C4 (<10 mg/dl) 41 (30.4) 38 (27.9)
Daily prednisone-equivalent dose, mg/d, mean 69.2 (96.88) 78.0 (139.68)
(SD)”
Any steroid use 132 (97.8) 132 (97.1)
Any antimalarial use 104 (77.0) 95 (69.9)
Any ACE/ARB 90 (66.7) 90 (66.2)

class V)

Variable Belimumab (n = 135) Placebo (n = 136)
Female sex 121 (89.6) 124 (91.2)
Age, yr, mean (SD) 33.8 (10.39) 31.5 (9.34)
BMI, kg/mz, mean (SD) 23.7 (4.96) 23.9 (5.02)
Hispanic or Latino ethnicity 31 (23.0) 27 (19.9)
Region

Asia 2 (53.3) 6 (55.9)
Europe 6(11.9) 6 (11.8)
United States/Canada 0(14.8) 0 (14.7)
Americas excluding United States/Canada 7 (20.0) 4 (17.6)
SLE disease duration, yr 3.2 (0.2-8.1) 33 (0.3—7.8)
LN disease duration, yr 0.2 (0.1-1.7) 0.2 (0.1-3.4)
Kidney biopsy class category
Class Ill or IV 94 (69.6) 96 (70.6)
Class Il + V or IV 4+ V 41 (30.4) 40 (29.4)
Class V 0 0
SDI category
0 103 (76.3) 107 (78.7)
1 24 (17.8) 24 (17.6)
>1 8 (5.9) 5 (3.7)
Missing 0 0
SDI score, mean (SD) 0.4 (1.17) 0.3 (0.61)
eGFR, ml/min per 1.73 m?, mean (SD) 97.7 (35.79) 100.1 (38.56)
eGFR, ml/min per 1.73 m®, category
=60 117 (86.7) 111 (81.6)
=90 77 (57.0) 84 (61.8)
uPCR =3 g/g 52 (38.5) 53 (39.0)
uPCR level, g/g, mean (SD) 3.0 (2.69) 3.6 (3.96)
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Primary outcome
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Week
MMF subgroup (class Ill or IV + concomitant class V) BLISS-LN overall population (MMF or CYC)
Variable Belimumab (n = 135) Placebo (n = 136) Belimumab (n = 223) Placebo (n = 223)
CRR responders at week 76 47 (34.8) 32 (23.5) 70 (31.4) 54 (24.2)
Treatment difference vs. placebo, % 11.3 7.2
CRR responders at week 104 44 (32.6) 24 (17.6) 67 (30.0) 44 (19.7)

Treatment difference vs. placebo, %
OR (95% ClI)°

I 14.9 I 10.3

| 222 (1.23-3.99) | 1.74 (1.11-2.74)
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Secondary outcome
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Week
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Variable

MMF subgroup (class lll or IV + concomitant class V)

BLISS-LN overall population (MMF or CYC)

Belimumab (n = 135) Placebo (n = 136)

Belimumab (n = 223) Placebo (n = 223)

uPCR responders at week 104

uPCR < 0.5 g/g responders,
No. (%)"

Treatment difference vs.
placebo, %

OR (95% CI)°
eGFR, ml/min per 1.73 m?

Baseline absolute value, No.
Mean (SD)
Median (IQR)

Absolute change from baseline
at week 104, No.

Mean (SD)
Median (IQR)

Treatment difference vs.
placebo, mean (SE)

Time to kidney-related event or

death’

Patients with an event, No./total
(%)

Treatment difference vs.
placebo, HR (95% CI)”

56 of 135 (41.5) 36 of 136 (26.5)
15.0

1.84 (1.09 to 3.12)

135 136
97.7 (35.79) 100.1 (38.56)
93.0 (72,0 to 118.0) 102.5 (69.0 to 127.0)
93 81
10.8 (27.77) 3.7 (34.68)

6.0 (-2.0 to 24.0) -1.0 (-12.0 to 21.0)
7.1 (4.74)

19 of 135 (14.1) 34 of 136 (25.0)

0.48 (0.27 to 0.85)

88 of 223 (39.5) 64 of 223 (28.7)

10.8
1.58 (1.05 to 2.38)
223 223
100.0 (37.71) 101.0 (42.70)
99.0 (72.0 to 124.0) 98.0 (67.0 to 127.0)
140 129
9.0 (25.53) 2.6 (34.34)
1.5 (-2.0 to 19.5) -1.0 (-12.0 to 19.0)
6.4 (3.67)

35 of 223 (15.7) 63 of 223 (28.3)

0.51 (0.34 to 0.77)

BELET : 46.7% vs PBO&% : 31.6%
OR 1.79 [1.07-2.99]
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eGFR slope: BELIEENIC KD 24-104:1BMDeGFRIE TR E Z Nl

120 Belimumab Placebo
115 4
E 101 stope:~1.41 miimin per 1.73 mye BEL : —1.41 /year
E ! (m?fn?inlp:rre‘lrijgg m2fyr): PBO . _6 58 /year
5.17 (SE: 2.21;
:E 100 - Slope: -6.58 ml/min per 1.73 l"I’IE.l"fr-_' 951% Ek ['_._31'19_52) % . + 5 . 1 7
E 95%CI 0.81-9.52
G 90-
k]
85 -
80 |
Week 24 Week 104
Belimumab, any visit, No. 122 110
Placebo, any visit, No. 120 103

BB ESHTZITT CEEAT(on study &)



MMF subgroup (class Ill or IV +
concomitant class V)

Variable Belimumab (n = 135) Placebo (n = 137)
Patients with =1 AE 131 (97.0) 130 (94.9)
Patients with =1 treatment-related AE® 70 (51.9) 72 (52.6)

Patients with =1 SAE 32 23.7) 45 (329) o AEFIFIZEZE

SAEs by system organ class in =5% of patients in either
treatment group

Infections and infestations 18 (13.3) 31 (22.6) ° SAE . BELE‘;ﬁ . 23 70/0 VS
/ . .

Gastrointestinal tract disorders 2 (1.5) 8 (5.8)
AEs of special interest P Bogqé : 3 2 . 8 0/0
Malignancies excluding NMSC 2 (1.5) 0
Malignancies including NMSC 2 (1.5) 0 _
Postinfusion systemic reactions 12 (8.9) 14 (10.2) () EE lU\?KODiEE}J[I E Td\ L/
All infections of special interest (Ol, HZ, TB, and sepsis) 20 (14.8) 22 (16.1)
Serious infections of special interest 4 (3.0) 5 (3.6)
All adjudicated Ols 8 (5.9) 3 (2.2)
Adjudicated Ols excluding TB and HZ 2 (1.5) 2 (1.5)
Active TB 1 (0.7) 0
All HZ 16 (11.9) 13 (9.5)
Sepsis 0 2 (1.5)
Depression/suicide/self-injury 6 (4.4) 10 (7.3)
Deaths (on treatment with death anytime) 2 (1.5) 3 (2.2)

Deaths (on treatment with death on treatment) 1(0.7) 2 (1.5)
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Limitation
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