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Primary endpoint: Time to disease flare requiring rescue therapy

Randomized controlled period®

Open-label
extension®
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Obexelimab 250 mg SC q7d x 52 doses (n=97)
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for up to 3 years
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Table 1. Demographic and Baseline Clinical Characteristics (Safety Analysis Population).*

Characteristic
Age —yr
Male sex — no. (%)
Race or ethnic group — no. (%)t
Asian
White
Other
Geographic region — no. (%)
Asia
United States or Canada
Europe
Latin Americaz
Body-mass index{
IgG4-related disease manifestation — no. (%)
Recurrent
Newly diagnosed
Number of organs involved — no. (%)
1
2to4
>4
Most commonly affected organs — no. (%)
Salivary glands
Lacrimal glands
Pancreas
Lymph nodes
Disease duration — yr|
Median ACR-EULAR score (IQR)|
Median peak 1gG4 level (IQR) — mg/dI

Previous rituximab use — no. (%)

Obexelimab
(N=97)

59.6+13.4
65 (67.0)

59 (60.8)
27 (27.8)
11 (11.3)

1 (52.6)
24 (24.7)
9 (19.6)
3(3.1)
24.8+43

64 (66.0)
33 (34.0)

6 (6.2)
59 (60.8)
32 (33.0)

60 (61.9
4 (55.7
45 (46.4
41 (42.3
3.1:4.2
38 (30-45)
511.0 (255.3-982.0)
12 (12.4)

)
)
)
)

Placebo
(N=97)

58.7+12.0
64 (66.0)

51 (52.6)
39 (40.2)
7(7.2)

48 (49.5)
16 (16.5)
28 (28.9)

2)

5 (5.
25.4x5.3

6 (68.0
49 (50.5
6 (47.4
46 (47.4
2,532

38 (31-44)
747.0 (278.0-1450.0)

11 (11.3)

)
)
)
)

Total
(N=194)

59.1+12.7
129 (66.5)

110 (56.7)
66 (34.0)
18 (9.3)

53.1
46.9
87 (44.8
2.8+3.7
38 (30-45)
624.8 (270.0-1297.6)
23 (11.9)

126 (64.9
03 (
9L (

)
)
)
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0.9+
g 0.8+ - Obexelimab No. of Patients Median
o 0.7- with Flares (95% ClI)
> 0.6-
,E ' _ Placebo e
; 0.5- , Obexelimab 26 NC (NC-NC)
= 0.4- | Placebo 53 11.7 (7.4-NC)
g cle g |
3 ' Hazard ratio for flare, 0.44
0.2- (95% Cl, 0.28-0.71)
0.14 P<0.001
00 | | | | | | | | | | | | 1
0 1 2 3 4 5 6 7 8 9 10 11 12 13
Months
No. at Risk
Obexelimab 97 94 90 &5 78 73 72 69 67 66 65 64 20 O
Placebo 97 96 94 82 75 71 62 57 53 51 50 49 13 O
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Table 2. Primary and Key Secondary Efficacy End Points (Intention-to-Treat Population)
Obexelimab Placebo Effect vs. Placebo
End Point (N=97) (N=97) (95% CI) P Value
Primary: time to the first adjudicated IgG4-related disease 26 (26.8) 53 (54.6) 0.44 <0.001
flare that required rescue therapy — no. (%) (0.28 t0 0.71) 1
Key secondary
Time to the first |lgG4-related disease flare that required 26 (26.8) 56 (57.7) 0.41 <0.001
rescue therapy — no. (%) (0.26 to 0.66):
No. of adjudicated IgG4-related disease flares that re- 0.34 0.70 0.48 <0.001
quired rescue therapy — adjusted annualized flare (0.21t0 0.53) (0.47 to 1.03) (0.32t0 0.74)9
rate (95% CI)9
Percentage of patients with complete remission at wk 52 37.1 19.6 17.7 0.005
(95% Cl) | (27.5 to 47.5) (12.2 to 28.9) (5.4 to 30.0)%*
Cumulative dose of glucocorticoid rescue therapy for 329.5+200.8 929.8+198.9 -600.3 0.004
lgG4-related disease — mgT 7 (-1011.1 to -189.5) 77
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No. of Patients
Placebo 9794 96 94 73 61
Obexelimab 9796 94 84 72 63
B Serum IgG4 Levels
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No. of Patients
Placebo 9694 92 91 67 56
Obexelimab 9187 86 79 67 60




g él—_\ ‘ / ﬁ % % Table 3. Common Adverse Events and Adverse Events of Special Interest (Safety Analysis Population).*
= Obexelimab Placebo Total
Event (N=97) (N=97) (N=194)

no. of patients (%)
— —— Most common adverse eventsT
. E%%Eg‘%%ézg (j: ﬁ*i Arthralgia 19 (19.6) 11 (11.3) 30 (15.5)
Nasopharyngitis 18 (18.6) 14 (14.4) 32 (16.5)
. O bexel i Mma bgit‘\ y L \ : Upper respiratory tract infection 15 (15.5) 22 (22.7) 37 (19.1)
Insomnia 13 (13.4) 10 (10.3) 23 (11.9)
Ia;a 7|_'_ J: Hﬁ&r _F;_I_ %““’ Back pain 1(11.3) 12 (12.4) 23 (11.9)
Diarrhea 11 (11.3) 6 (6.2) 17 (8.8)
%— **92/5. Injection-site erythema 8 (8.2) 6 (6.2) 14 (7.2)
) Eczema 7(7.2) 5(5.2) 12 (6.2)
. G radGBLXJ: . E_%Td\ﬁ%gag‘j((j: Injection-site pruritus 7(7.2) 4(4.) 11 (5.7)
= ) Pyrexia 7(7.2) 3(3.1) 10 (5.2)
I} L/ 5 j = t/—l_\\g¥f\‘ Z VY Cough 6 (6.2) 7(72) 13 (6.7)
Dizziness 6 (6.2) 3(3.1) 9 (4.6)
. §E'|"__ " Fatigue 6 (6.2) 9 (9.3) 15 (7.7)
Mania 6 (6.2) 6 (6.2) 12 (6.2)
jj"Z/‘I’\E¥1 Bl (DINE AR b, GHBR e on . b
ema periphera . : :

%_f t/\ X E'a'f%), Obexelima bg¥04§” Urticaria 6(6.2) 1(1.0) 7(3.6)
XY Serious adverse events 10 (10.3) 18 (18.6) 28 (14.4)
¢ jj\ /\J : Adverse events of special interest 22 (22.7) 15 (15.5) 37 (19.1)
. Vi e Hypersensitivity 16 (16.5) TS (11%3) 27 (13.9)
O bexel IMma bg¥34§u (F e J:EZF Bl ﬁﬂ% Cancerf 3(3.1) 0 3 (L5)
= P . | Infectionq] 2 (2.1) 4(4.1) 6 (3.1)
HH %mﬂ J_._) j -~ ‘E/—I_\E¥O4§J Injection-site reaction|| 2(2.]) 1(1.0) 3 (L.5)
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