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FIG. 2A

PCT/EP2022/060669

at Week 0

\.

Randomization Final dose
at Week 48

anary endpoint

at Week 52 (£7 days

[}

Screening period

Treatment period ( Q4VV)
(anifrolumab 300mg or
1000mg, or placebo)

>

Follow-up
at week 56
7 days

Follow-up

at week 60
(7 days

flares, and IFNGS assessed

SLEDAI 2K, BILAG -2004, CLASI ]

Safety assessed?

FIG. 2B

Neutralization ratio of 21-gene
type | IFNGS mean (+SE)
5

Treatment
period

Placebo

Follow-up

period

Placebo n= 69 70
Anifrolumab 300 mgn= 85 82
Anifrolumab 1000 mgn= 73 72

20

69
86
71

I'E‘:—JI
|
24 36 48 52 %6
Week
69 69 71 67 68
83 83 87 8 83
72 74 73 72 T4
Treatment group:

—s— Placebo (n=102)
—e— Anifrolumab 300 mg (n=99)

65
82
65

—— Anifrolumab 1000 mg (n=104)

IFNGS, type | interferon gene signature; n, number of nonmissing values; SE, standard error

SUBSTITUTE SHEET (RULE 26)



WO 2022/223770

3/36

PCT/EP2022/060669

FIG. 3A

. . Placebo Anifrolumab Anifrolumab
Disease activity measure (n=66) 300mg (n=84)  |1000mg (n=73)
Week 52, mean 59 43 3.8
SLEDAI2K [Week 60, mean 58 50 41
Mean change (SD)* | -0.1(2.4) 0.7 (3.5) 0.3(2.3)
BILAG-2004 Week 52, mean 8.3 6.0 5.9
score Week 60, mean 9.1 8.5 6.6
Mean change (SDJ 0.8(3.8) 24 (6.7) 0.7 (5.3)
CLASI | Week 52, mean 3.5 1.9 1.8
activity | Week 60, mean 4.0 24 22
score Mean change (SD)* | 0.5(2.3) 0.4(1.9) 0.4 (2.0)
Week 52, mean 0.73 0.58 0.65
MDGA [ Week 60, mean 073 0.75 073
Mean change (SD)? 0(0.31) 0.17 (0.54) 0.08 (0.39)
Active joint Week 52, mean 2.8 2.3 1.7
count Week 60, mean 3.2 33 2.4
Mean change (SD)* 04(3.9) 1.0 (4.9) 0.7 (3.5)
FIG. 3B
Placebo Anifrolumab Anifrolumab
(n=67) 300mg (n=85) | 1000mg (n=75)
Patients with 2 1 flare, n (%) 2(3.0) 15(17.6) 7(8.2)
Number of flares
per patient, n (%)
0 65 (97.0) 70 (82.4) 68 (90.7)
1 (1.5) 14 (16.5) 7(9.3)
2 (1.5) 1(1.2) 0(0)
Annualized flare rate per
patient, mean (SD) 0292 (1.771)] 1.188(2.687) | 0.585(1.841)

SD, standard deviation
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FIG 4
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FIG. 5
Characteristics Placebo (n=366) Anifrolumab 300 mg (n=3¢
Age, mean (SD), years 41.0 (11.9) 42.6 (12.0)
Female, n (%) 341 (93.2) 333 (92.5)
Ra\:fh’i?e(%) 244 (66.7) 235 (65.3)
Black 35 (9.6) 41 (11.4)
Asian 48 (13.1) 46 (12.8)
Other 31(8.5) 30 (8.3)
Time from initial SLE diagnosis to
randomization, median (range), 78.5 (4-503) 91.0 (0-555)
months
BILAG-2004, n (%)
>1 A item 179 (48.9) 174 (48.3)
No A items and >2 B items 162 (44.3) 170 (47.2)
SLEDAI-2K
Global score, mean (SD) 11.53.7) 11.4 (3.8)
Score >10, n (%) 260 (71.0) 251 (69.7)
PGA score, mean (SD) 1.8 (0.4) 1.8 (0.4)
CLASI activity score, mean (SD) 7.8(7.2) 8.4 (7.6)
SDI global score, mean (SD) 0.6 (0.9) 0.6 (1.0)
Number of swollen joints, mean (SD) 7.2(5.7) 6.8 (5.8)
Number of tender joints, mean (SD) 10.8 (7.5) 103 (7.4)
Baseline treatment for SLE, n (%)
oCcs? 304 (83.1) 291 (80.8)
<10 mg/day 181 (49.5) 351 (48.3)
>10 mg/day 185 (50.5) 375 (51.7)
Antimalarial 267 (73.0) 243 (67.5)
Immunosuppressant® 177 (48.4) 173 (48.1)
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FIG. 6A
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FIG. 6C
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FIG. 8
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FIG. 9A
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FIG. 10A
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FIG. 12
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FIG. 13
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FIG. 14
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FIG. 15
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FIG. 16A
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FIG. 17A
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FIG. 18A
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FIG. 20
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FIG. 29A
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FIG. 35




