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CLAS|, Cutaneous LE Area and Severity Index
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Corticosteroid Starting Dose Prior to Tapering (mg/day)I

Timing 20 17.5 15 12.5 10 75 5 25-<5
Stable
Week 1-4 1 OCS rescue for SLE activity allowed up to maximum 10 mg/day above Dayl dosage, but
must return to Day 1 level within 7 days.
Week 5° 17.5 15.0 12.5 10 7.5 7.5 5 2.5-<5
Week 6° 17.5 15.0 12.5 10 7.5 7.5 5 25-<5
Week 7° 15.0 12.5 10 10or7.5 T 750r5 5o0r2.5 25-<5
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Week 11-12 Stable at Week 10 dose
Stable or Decrease by 2.5 mg as tolerated.
Week 13-16 | 1 OCS rescue for SLE activity allowed up to Day 1 corticosteroid dose (maximum 20 mg/day),
however must be returned to week 12 level within 7 days.
Week 17-24 Stable at Week 16 dose
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Table 1. Characteristics of the Participants at Baseline.*

1T & A E D SubacutehH Chronic
(HCQIXEZNEAE L Subtype)

Litifilimab, Litifilimab, Litifilimab,
50 mg 150 mg 450 mg Placebo

Characteristic (N=26) (N=25) (N=48) (N=33)
Age —yr 43.3x15.3 43.6+12.1 44.0+12.6 43.4x11.6
Female sex— no. (%) 20 (77) 20 (80) 36 (75) 30 (91)
Disease duration — yr 6.9+10.9 8.4+7.6 10.2+8.9 8.8+7.7
Race and ethnic group — no. (%)

Asian 7(27) 6 (24) 17 (35) 14 (42)

White 4 (15) 6 (24) 13 (27) 9(27)

Black or African American 5(19) 2 (8) 5 (10) 2 (6)

Not reported 7 (27) 11 (44) 10 (21) 8 (24)

Other 3(12) 0 3 (6) 0

Hispanic or Latino 5(19) 1(4) 4 (8) 3(9)
CLASI-A scored 15.2+8.8 18.418.7 16.5+8.8 16.5+8.5
CLASI-A score >10 — no. (%)% 18 (69) 20 (80) 34 (71) 22 (67)
Cutaneous lupus erythematosus subtype — no. (%)§

Acute 1 (4) 1 (4) 0 1(3)

Subacute 8 (31) 11 (44) 15 (31) 11 (33)

Chronic 19 (73) 17 (68) 33 (69) 23 (70)
SLE — no. (%) 11 (42) 12 (48) 20 (42) 14 (42)
SLEDAI-2K score¥ 6.5+3.1 6.7+3.4 6.2+2.6 7.3+2.6
Receiving oral glucocorticoid — no. (%) 10 (38) 10 (40) 24 (50) 19 (58)
Daily oral glucocorticoid dose — mg| 10.9+4.0 8.2+2.8 7.3£3.7 7.0+3.2
Receiving medication for cutaneous lupus erythematosus, 23 (88) 21 (84) 45 (94) 29 (88)

SLE, or both — no. (%)
Antimalarial agent — no./total no. (%6)**{{ 18/23 (78) 18/21 (86) 37/45 (82) 20/29 (69)
Antimalarial agent and glucocorticoid 11/23 (48) 11/21 (52) 23/45 (51) 16/29 (55)
— no./total no. (%)

Azathioprine — no./total no. (%) 2/23 (9) 2/21 (10) 2/45 (4) 2/29 (7)

Methotrexate — no./total no. (%) 2/23 (9) 1/21 (5) 2/45 (4) 1/29 (3)

Mycophenolate — no./total no. (%) 0 2/21 (10) 4/45 (9) 0




165812817 ACLASI-ADZAL R (FEHIEH)
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Secondary

CLASI-50 response: decrease of 250% from
baseline in CLASI-A score

At wk 12
No. of participants (%)
LSM —%

LSM difference vs. placebo (95% Cl)
- percentage points

Atwk 16
No. of participants/total no. (%)
LSM —%
LSM difference vs. placebo (95% Cl)
— percentage points

Percent change from baseline in CLASI-A score

atwk 12
LSM change — %

LSM difference vs. placebo (95% Cl)
— percentage points
Decrease of 24 points from baseline in
CLASI-A score

Atwk 12
No. of participants (%)
LSM — %
LSM difference vs. placebo (95% ClI)
— percentage points
At wk 16
No. of participants total no. (%)
LSM —%

LSM difference vs. placebo (95% ClI)
— percentage points

Decrease of =7 points from baseline in
CLASI-A score

Atwk 12
No. of participants (%)
LSM —%
LSM difference vs. placebo (95% Cl)
— percentage points
At wk 16
No. of participants/total no. (%)
LSM—%

LSM difference vs. placebo (95% Cl) —
percentage points

10 (38)
423195
25.7 (5.1 to 46.2)

10/26 (38)
41499
15.8 (~7.2 to 38.8)

-41.8+7.1

-30.4 (-48.8 to -12.0)

13 (50)
50.09.3
17.2 (~6.0 to 40.3)

12/26 (46)
47.9+9.6
9.8 (-14.3 t0 33.9)

10 (38)
35.119.7
18.3 (-8.0t0 44.7)

8/26 (31)
31.2:8.0
10.1 (-13.0t0 33.2)

12 (48)
51.2410.6
34.6 (12.0t0 57.1)

11/25 (44)
46.8:10.5
21.2 (-2.8t0 45.2)

-48.6x7.1

-37.2 (-55.5t0 -18.9)

19 (76)
73.318.2
40.5 (19.0 to 62.0)

18/25 (72)
70.2+8.7
32.1 (9.2t0 54.9)

10 (40)
35.748.9
18.9 (6.9 to 44.8)

12/25 (48)
43.919.2
22.8 (~1.5 to 47.0)

18 (38)
39.417.6
22.8 (5.2 to 40.4)

20/43 (47)
48.9:8.1
23.3 (2.9 to0 43.6)

~37.5%5.2

-26.1 (~41.7 to -10.4)

23 (48)
46.918.2
14.1 (-7.2to0 35.4)

24/43 (56)
58.318.5
20.2 (-2.2t0 42.7)

16 (33)
28.5+7.7
117 (-11.7 t0 35.1)

18/43 (42)
38.4189
17.3 (-6.2 to 40.9)

4(12)
16.625.9

7132 (22)
25.6£7.6

-11.5%6.1

11 (33)
32.8:8.0

12/32 (38)
38.1:84

6 (18)
16.7£10.2

732 (22)
21,1183
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Table 3. Adverse Events.*

Litifilimab, Litifilimab, Litifilimab, Pooled
50 mg 150 mg 450 mg Litifilimab Placebo
Event (N=26) (N=25) (N=48) (N=99) (N=33)
number of patients (percent)
Any adverse eventy 18 (69) 15 (60) 38 (79) 71(72) 22 (67)
Adverse events according to severityf
Mild 7(27) 7 (28) 21 (44) 35 (35) 12 (36)
Moderate 11 (42) 7 (28) 14 (29) 32 (32) 6 (18)
Severe 0 1(4) 3 (6) 4(4) 4 (12)
Serious adverse event 1(4) 3(12) 3 (6) 7(7) 3(9)
Serious adverse event occurring in >1 participant: 0 2 (8) 0 2(2) 1(3)
SLEC
Fatal adverse event 0 0 0 0 0
Adverse event leading to discontinuation 3(12) 1(4) 4 (8) 8 (8) 0
of litifilimab or placebo9
Adverse event leading to trial withdrawal 0 0 1(2) 1(1) 0
Viral infections and infestations
Influenza 2(8) 1(4) 2 (4) 5(5) 0
Oral herpes infection 1(4) 1(4) 1(2) 3(3) 0
Viral upper respiratory tract infection 1(4) 1(4) 0 2(2) 0
Herpes zoster infection 1(4) 0 0 1(1) 0
Systemic viral infection 1(4) 0 0 1(1) 2 (6)
Viral rash 0 1(4) 0 1(1) 0
Herpes simplex infection 0 0 0 0 1(3)
Herpes zoster meningitis| 1(4) 0 0 1(1) 0
Adverse events that occurred in 25% of partici-
pants in the pooled litifilimab group
Nasopharyngitis 2(8) 5 (20) 3 (6) 10 (10) 2 (6)
Headache 7(27) 0 2 (4) 9(9) 3(9)
Injection-site erythema 3(12) 2 (8) 4 (8) 9(9) 1(3)
SLE 2(8) 3(12) 2 (4) 7(7) 4(12)
Arthralgia 1(4) 2 (8) 3(6) 6 (6) 2 (6)
Upper respiratory tract infection 2(8) 2(8) 2 (4) 6 (6) 1(3)
Cough 2 (8) 1 (4) 2 (4) 5(5) 1(3)
Influenza 2(8) 1 (4) 2 (4) 5(5) 0
Pruritus 1(4) 3(12) 1(2) 5(5) 1(3)
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