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* Intervention -

peresolimab 700mg 1.v. g4dweeks
 Comparison -

placebo or peresolimab 300mg 1.v. q4weeks
* Outcome
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Table 1. Baseline Characteristics.”

Characteristic
Female sex — no. (%)
Age —yr
Body-mass indexj
Race or ethnic group — no. (%)%
American Indian or Alaska Native
Black or African American
White
Seropositivity — no. (%)
For anti-CCP antibody or rheumatoid factor
For anti-CCP antibody
For rheumatoid factor
Use of glucocorticoids — no. (%)
Duration of rheumatoid arthritis —yr
DAS28-CRPY
Tender-joint count among 68 joints — no. of joints
Swollen-joint count among 66 joints — no. of joints

Physician’s global assessment of disease activity —
mm|

Patient's global assessment of disease activity — mm|

Patient's assessment of arthritis pain — mm|

HAQ-DI score**

High-sensitivity C-reactive protein level — mg/liter{{

SF-36%%

Mental component score

Physical component score
Clinical Disease Activity Index scoref§
Simplified Disease Activity Index score{]{|
RAMRIS for synovitis| |

Placebo
(N=24)

19 (79)
55.8+11.1
28.2:4.3

7(29)
0
17 (71)

20 (83)
19 (79)
13 (75)
14 (58)

10.9:8.4

5.66£0.59
19.0+8.3

13.745.2

62.5:16.3

69.0+15.3
67.3£13.0
1.55+0.56
12.0+12.3

50.1+13.0
32.3+7.0
38.3£10.5
39.4+10.2
8.3+4.3

Peresolimab,
300 mg
(N=25)

20 (30)
50.1£15.8
28.2437

10 (40)
0
15 (60)

22 (38)
22 (38)
19 (76)
15 (60)
9.8+8.9

5.91:0.98

22.7+13.7
18.7£13.3
70.2+15.9

69.5+15.5
704+14.3
1.63+0.57
13.3+13.8

49.0+9.5
31647 4
43.1+12.3
444+13.4
7.7+43

Peresolimab,
700 mg

(N=49)
43 (88)
50.5+11.2
29.3+6.3

13 (27)
2(4)
34 (69)

45 (92)
42 (86)
44 (90)
30 (61)
9.7+7.5
6.00+0.87
19.6:8.5
14.6:5.6
67.2+18.4

70.8+17.4
72.2+18.1
1.66+0.54
16.2+15.0

47.1+11.0
32.5+7.9
41.7+13.2
43.8+13.5
8.3£53
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Intervention/Comparison

Screening Treatment period safety follow-up
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Results
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Table 2. Primary and Secondary Efficacy Outcomes at Week 12.%

Outcome
Primary outcome
DAS28-CRP
Change from baseline
Difference in change vs. placebo (95% Cl)
Secondary outcomes
ACR20 responses:
No. of patients (%)
Least-squares mean differencevs. placebo (95% Cl)
ACRS50 responsej:
No. of patients (%)
Least-squares mean differencevs. placebo (95% Cl)
ACR70 responsej:
No. of patients (%)
Least-squares mean differencevs. placebo (95% Cl)
Tender-joint count for 68 joints
Change from baseline
Difference in change vs. placebo (95% Cl)
Swollen-joint count for 66 joints — no. of joints
Change from baseline
Difference in change vs. placebo (95% CI)
Physician’s global assessment of disease activity
Change from baseline
Difference in change vs. placebo (95% Cl)
Patient’s global assessment of disease activity
Change from baseline
Difference in change vs. placebo (95% Cl)
Patient’s assessment of arthritis pain
Change from baseline
Difference in change vs. placebo (95% CI)
HAQ-DI score
Change from baseline
Difference in change vs. placebo (95% Cl)
SF-36
Mental component summary score
Change from baseline
Difference in change vs. placebo (95% Cl)
Physical component summary score
Change from baseline
Difference in change vs. placebo (95% Cl)
High-sensitivity C-reactive protein level
Change from baseline
Difference in change vs. placebo (95% Cl)
Clinical Disease Activity Index score
Change from baseline
Difference in change vs. placebo (95% Cl)
Simplified Disease Activity Index score
Change from baseline
Difference in change vs. placebo (95% Cl)

Placebo
(N=24)

-0.99+0.26

10 (42)

5 (21)

4(17)

-6.89+1.85

-6.18+1.09

-25.3545.16

-21.66+5.39

-17.9415.10

-0.41+0.11

3.48+1.72

5.01+1.71

1.3443.72

-13.75+£2.71

-13.80+£2.66

Peresolimab,
300 mg (N=25)

-1.88+0.25
-0.38 (-1.60 to-0.16)

11 (44)
2.3 (-25.4 to 30.0)

5 (20)
-0.8 (-23.4t0 21.7)

1(4)
127 (-29.4 to 4.])

-12.08+1.81
-5.19 (-10.35 to -0.03)

-1022+1.08
-4.04 (-7.12t0-0.96)

-39.0745.13
-13.72 (-28.23 t0 0.80)

24274528
-2.60 (-17.62 to 12.41)

-23.50+5.00
-5.56 (-19.76 to 8.65)

-0.35:0.11
0.06 (~0.24 t0 0.36)
0.55+1.63

-2.93 (-7.63t0 1.77)

7.03:1.63
2.02 (-2.69 to 6.73)

-5.263.63
-6.60 (-16.91 t0 3.70)

-24.06+2.63

-10.30 (-17.83 to -2.77)

-25.06+2.57

-11.26 (-18.65 t0 -3.87)

Peresolimab,
700 mg (N=49)

-2.09+0.18
-1.09 (-1.73 to-0.46)}

35 (71)
29.8 (6310 53.2)

19 (39)
17.9 (-3.3 10 39.2)

10 (20)
3.7 (-15.0 to 22.4)

-12.33:1.29
545 (-9.91 t0-098)

-10.49:0.76
431 (-6.94 to-1.67)

-38.55+3.58
-13.20 (-25.68 to -0.72)

-29.67+3.74
-8.01 (-21.05 to 5.03)

-31.55+3.54
-13.61 (-25.95 to -1.26)

-0.42+0.08
-0.01 (-0.27 to 0.26)
4.64+1.17

1.15 (-2.95 to 5.26)

643116
1.42 (-2.67 to 5.50)

-0.66+2.57
-2.01 (-10.99to 6.98)

-25.51£1.85
-11.76 (-18.29 to -5.22)

-26.90+1.33
-13.10 (-19.61 to —6.60)




Least-Squares Mean Change (+SE)
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Disease Activity Score at 12 Wk

Peresolimab
700 mg Placebo
-0.99+0.26
-2.09+0.18

Difference, -1.09 (95% Cl, -1.73 to -0.46); P<0.001

Figure 1. Change from Baseline
in the DAS28-CRP Overall and

According to DMARD Subgroup.
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Results

a b
Week 14 LDA response rate Week 24 Maintenance* of LDA
g 80- mm Peresolimab 700 mg (N=48) g 100- ___ mm Peresolimab 700 mg (N=20)
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Figure S3. Low Disease Activity (LDA) Response at Week 14 (a),
and Proportion of Patients who Achieved LDA at Week 14 and
Maintained LDA at Week 24 (b).
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Table 3. Adverse Events between Baseline and Week 12 (Period 1).*

Adverse event during the treatment period
Overall
According to severity|
Mild
Moderate
Severe
Serious adverse event

Discontinuation of placebo or peresolimab because of
adverse event

Infections and infestationsy:
Nasopharyngitis
Coronavirus disease 2019
Vulvovaginal candidiasis
Gastroenteritis
Helicobacter infections
Herpes simplex
Mastitis
Rhinitis
Sinusitis
Skin bacterial infection
Tooth abscess
Upper respiratory tract infectionf]
Upper respiratory tract infection bacterialq
Urinary tract infections

Neoplasma benign, malignant, and unspecified, including
cysts and polyps: B-cell lymphomai

Skin and subcutaneous tissue disorders
Pruritus
Dermatitis atopic

Onycholysis

Peresolimab,
Placebo 300 mg
(N=24) (N=25)

no. of patients (%)

9 (38) 8 (32)
6(25) 5 (20)
3(12) 3(12)

0 ]

0 0
1(4) 1(4)
3(12) 6 (24)
1(4) 2(8)

0 1(4)

0 0

0 1(4)

0 1(4)
1(4) 0

0 1(4)

0 0

0 1(4)

0 1(4)
1(4) 0

0 0

0 0

0 0
1(4) 0
2(8) 0
1(4) 0

0 0
1(4) 0

Peresolimab,
700 mg
(N=49)

14 (29)

9 (18)
5 (10)
0
1(2)
0

5 (10)

1(2)

1(2)

1(2)§
0
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