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Table 1 Patient demographics and disease characteristics

Anifrolumab combined (n=96) Anifrolumab BR (n=45)  Anifrolumab IR (n=51) Placebo (n=49)

Patient demographics

Age, years Median (range) 34.5 (18, 67) 34.0 (19, 67) 35.0 (18, 65) 32.0 (18, 58)
Sex Female, n (%) 82 (85.4) 37 (82.2) 45 (88.2) 38 (77.6)
Weight Mean (SD), kg 65.4 (15.0) 62.7 (12.3) 67.7 (16.8) 65.6 (13.3)
BMI Mean (SD) 25.1 (5.06) 24.0 (3.77) 26.0 (5.85) 24.5 (3.93)

>28kg/m?, n (%) 23 (24.0) 7 (15.6) 16 (31.4) 9(18.4)
Race, n (%) White 42 (43.8) 17 (37.8) 25 (49.0) 24 (49.0)

Black/African 6 (6.3) 2(4.4) 4 (7.8) 1(2.0)

American

Asian 18 (18.8) 11 (24.4) 7(13.7) 10 (20.4)

Native Hawaiian/ 1(1.0) 1(2.2) 0 0

Pacific Islander

American Indian/ 4(4.2) 3(6.7) 1(2.0) 0

Alaska Native

Other 25 (26.0) 11 (24.4) 14 (27.5) 14 (28.6)
Hispanic or Latino ethnicity, n (%) 45 (46.9) 22 (48.9) 23 (45.1) 20 (40.8)
Geographic region, n (%)  Asia Pacific 18 (18.8) 10 (22.2) 8 (15.7) 9(18.4)

Europe 26 (27.1) 10 (22.2) 16 (31.4) 15 (30.6)

Latin America 34 (35.4) 14 (31.1) 20 (39.2) 16 (32.7)

North America 18 (18.8) 11 (24.4) 7(13.7) 9(18.4)



Anifrolumab combined (n=96)

Anifrolumab BR (n=45)

Anifrolumab IR (n=51)

Placebo (n=49)

Baseline disease characteristics

Time from initial LN diagnosis to randomisation, 6.8 3.4 15.7 37.0
mean (range), months (0.4, 306.9) (1.1,212.7) (0.4, 306.9) (0.7,328.3)
Renal biopsy result at Class IlI 17 (17.7) 7 (15.6) 10 (19.6) 6(12.2)
screening, n (%) Class lll+V 11 (11.5) 7 (15.6) 4(7.8) 5(10.2)
Class IV 53 (55.2) 26 (57.8) 27 (52.9) 30(61.2)
Class IV+V 15 (15.6) 5(11.1) 10 (19.6) 8(16.3)
24-hour UPCR, mg/mg Mean (SD) 3.10 (2.18) 3.36 (2.50) 2.86 (1.85) 3.71 (3.20)
>3.0, n (%) 36 (37.5) 19 (42.2) 17 (33.3) 23 (46.9)
eGFR* mL/min/1.73 m? Mean (SD) 97.1 (44.77) 100.2 (46.77) 94.4 (43.22) 87.3 (35.43)
=60, n (%) 73 (76.0) 35 (77.8) 38 (74.5) 39 (79.6)
SLEDAI-2K* score Mean (SD) 10.7 (4.83) 10.4 (4.63) 11.0 (5.04) 11.3 (4.38)
=10, n (%) 51 (53.1) 23 (51.1) 28 (54.9) 29 (59.2)
Non-renal SLEDAI-2Kt Mean (SD) 4.7 (3.12) 5.2 (3.44) 4.2 (2.74) 4.7 (2.30)
score
IFNGS status High, n (%) 91 (94.8) 44 (97.8) 47 (92.2) 46 (93.9)
Serology, n (%) ANA positive 90 (95.9) 44 (9/.8) 46 (90.2) 49 (100)
Anti-dsDNA 76 (79.2) 37 (82.2) 39 (76.5) 39 (79.6)
positive§
Low C39 57 (59.4) 30 (66.7) 27 (52.9) 42 (85.7)
Low C49] 24 (25.0) 10 (22.2 14 (27.5 20 (40.8)
Baseline treatments
Oral glucocorticoids™** Yes, n (%) 94 (97.9) 43 (95.6) 51 (100) 48 (98.0)
Dosage, mean (SD), 22.6 (10.63) 21.9(10.4) 23.2(10.88) 21.9(11.20)
mg/day
>20mg/day, n (%) 67 (69.8) 31 (68.9) 36 (70.6) 33(67.3)
MMF before randomisation Yes, n (%) 72 (75.0) 36 (80.0) 36 (70.6) 33 (67.3)
Dosage, mean (SD),  1.81 (0.502) 1.82 (0.551) 1.79 (0.460) 1.77 (0.469)
g/day
Concomitant ACEI/ARB treatment, n (%) 63 (65.6) 27 (60.0) 36 (70.6) 33 (67.3)
57 (59.4 31(68.9 26 (51.0 35(71.4

Antimalarials, n (%)
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a) GM of the ratio of the 24-hour UPCR values at each time point over the baseline value for each treatment group
(values <1 indicate an improvement).
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Table 2 Summary of secondary and exploratory endpoints

Endpoints Responders, n/N (%)* Difference (95% Cl)* Nominal p valuet
CRR at week 521 Combined 27/87 (31.0) -0.1 (-16.9, 16.8) 0.993
Basic 7/43 (16.3) -14.8 (-32.9, 3.2) 0.107
Intensified 20/44 (45.5) 14.3 (-5.8, 34.5) 0.162
Placebo 14/45 (31.1) - -
aCRR at week 52% Combined 21/87 (24.1) 10.8 (3.3, 25.0) 0.134
Basic 3/43 (7.0) —6.4 (-20.6, 7.8) 0.380
Intensified 18/44 (40.9) 27.6 (9.4, 45.7) 0.003
Placebo 6/45 (13.3) - -
CRR,, at week 52§ Combined 25/87 (28.7) 2.1 (~14.3,18.4) -
Basic 7/43 (16.3) —-10.4 (-28.1,7.3) -
Intensified 18/44 (40.9) 14.2 (-5.4, 33.9) -
Placebo 12/45 (26.7) - -
Sustained oral glucocorticoid dosage reduction Combined 31/67 (46.3) 12.9 (-7.3,33.1) 0.209
(<7.5mg/day, week 24 to week 529) Basic 11/31 (35.5) 2.2 (-21.4,25.7) 0.858
Intensified 20/36 (55.6) 22.2 (-0.8,45.2) 0.058
Placebo 11/33 (33.3) - —
CRR with sustained oral glucocorticoid dosage Combined 21/87 (24.1) -0.3 (-16.1, 15.5) 0.970
reduction to <7.5 mg/day+ Basic 6/43 (14.0) ~10.5 (-27.6, 6.6) 0.229
Intensified 15/44 (34.1) 9.7 (-9.5, 28.8) 0.323
Placebo 11/45 (24.4) - -
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Table 3  AEs during the treatment period (mITT population)
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Anifrolumab combined Anifrolumab BR Anifrolumab IR Placebo
Patients, n (%) (n=96) (n=45) (n=51) (n=49)
Any AE 90 (93.8) 43 (95.6) 47 (92.2) 44 (89.8)
Any AE with outcome of death 0 0 0 0
Any SAE 19 (19.8) 10 (22.2) 9(17.6) 8(16.3)
Any AE leading to discontinuation of investigational product 11 (11.5) 5(11.1) 6(11.8) 6(12.2)
Adverse events of special interest 23 (24.0) 12 (26.7) 11 (21.6) 8(16.3)
Non-opportunistic serious infections* 1(1.0) 0 1(2.0) 3(6.1)
Opportunistic infectionst 1(1.0) 1(2.2) 0 1(2.0)
Anaphylaxis 0 0 0 0
Infusion-related reactions 1(1.0) 1(2.2) 0 2 (4.1)
Malignancy 1(1.0) 0 1(2.0) 0
Herpes zoster# 16 (16.7) 9 (20.0) 7 (13.7) 4 (8.2)
Tuberculosis/LTB 0 0 0 0
Influenza§ 8(8.3) 2 (4.4) 3 (5.9) 1(2.0)
Vasculitis (non-SLE) 0 0 0 0
Major adverse cardiovascular events according to the CV-EAC 0 0 0 1(2.0)
Any AEs =5% in the combined anifrolumab group
Urinary tract infection 16 (16.7) 10 (22.2) 6(11.8) 5(10.2)
Herpes zoster 16 (16.7) 9 (20.0) 7(13.7) 4(8.2)
Nasopharyngitis 15 (15.6) 6 (13.3) 9(17.6) 9 (18.4)
Upper respiratory tract infection 15 (15.6) 8(17.8) 7(13.7) 8(16.3)
Bronchitis 11 (11.5) 4 (8.9) 7 (13.7) 6(12.2)
Influenza§ 8 (8.3) 2 (4.4) 6(11.8) 1(2.0)
Diarrhoea 7 (7.3) 3(6.7) 4 (7.8) 10 (20.4)
Cough 7(7.3) 4 (8.9) 3(5.9) 4(8.2)
Pharyngitis 7(7.3) 3(6.7) 4(7.8) 2 (4.1)
Oral herpes 6 (6.3) 3(6.7) 3(5.9) 2 (4.1)
Headache 5(5.2) 2 (4.4) 3(5.9) 4 (8.2)
Herpes simplex 5(5.2) 3(6.7) 2(3.9) 2(4.1)
Nausea 5(5.2) 1(2.2) 4 (7.8) 2 (4.1)
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