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Washout Safety Follow-up
Double-Blind Treatment Period (26 weeks) (12 weeks)
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@ Mavrilimumab 150 mg subcutaneous once every 2 weeks
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Table 1 Baseline characteristics of the intention-to-treat

42 randomized to mavrilimumab every other week
plus 26-week prednisonetaper

28 randomized to placebo every other week
plus 26-week prednisone taper

11 early treatment discontinuation

8 lack of efficacy (flare)
¢ 1 trial withdrawal
1 adverse event
* 1 trial withdrawal

2 treatment discontinuations by patient

16 early treatment discontinuation

12 lack of efficacy (flare)
* 1 trial withdrawal
1 adverse event

2 treatment discontinuations by patient

* 1 trial withdrawal
1 protocol deviation

40 completed week 26

26 completed week 26

1 trial withdrawal

39 completed week 38

26 completed week 38

populationt
Placebo
Mavrilimumabi (n=42) (n=28)
Age (years) 69.7 (7.0) 69.7 (8.3)
Sex
Male 10 (24%) 10 (36%)
Female 32 (76%) 18 (64%)
Race
White 40 (95%) 28 (100%)
Other 2 (5%) 0
Hispanic or Latino ethnicity 1(2%) 2 (7%)
Weight (kg) 70.9 (18.7) 71.1 (12.0)
Body mass index (kg/m?) 26.2 (6.8) 26.1 (3.6)
Prior treatment
Glucocorticoids 42 (100%) 27 (96%)
Methotrexate 0 1 (4%)
Diagnostic confirmation
By positive temporal artery 22 (52%) 9 (32%)
biopsy
By positive imaging 29 (69%) 22 (79%)
Time since diagnosis (months) 7.9 (15.4) 9.8 (21.8)
Giant-cell arteritis
New onset* 24 (57%) 11 (39%)
Relapsing/refractory™ 18 (43%) 17 (61%)
Giant-cell arteritis type
Cranial signs or symptoms 32 (76%) 21 (75%)
Extracranial signs or 9 (21%) 6 (21%)
symptoms
C reactive protein level (study 4.7 (4.7) 36(3.2)
eligibility value) (mg/dL)
Erythrocyte sedimentation 57.0 (24.6) 55.1 (30.2)
rate (study eligibility value)
(mm/hour)
Prednisone starting dose
<30mg 16 (38.1) 14 (50.0)
>30mg 26 (61.9) 14 (50.0)
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Hazard Ratio (95% Cl) 0.38 (0.15to 0.92)

Log-rank P value = 0.0263
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B F TDRFA R7VYULTT70GE) | T7EARGE) HR(E) p value(GE)
2EBEA2AN) 25.1(16-NE) 0.38(0.15-92) 0.026
IR FAEBRE (24 )N) Not estimable(NE) NE(11.7-NE) 0.29(0.06-1.31) -
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<7 L<TT 7ot R P value
FSRER F COEREGA) 26.1(16.1-NE) 12.1(8.1-16.6) 0.028
CRPLEE  COER(B) NE(8.1-NE) 12.3(3.3-12.4) 0.038
GCAD JkfE/EtRFT R
HIZF CORFREIGE) NE(NE-NE) 25.1(15.1-NE) 0.065
260B CHOGCRRES 2074mg 2403mg 0.067
26 B CESREF A <GC o 0
tapering* ¢ & #- & 19 A (45.2%) 4N (14.3%) 0.020
26:8 TCRP L& 7 < GC o o
tapering* ¢ & 1- 2|2 10A(23.8%) 4N (14.3%) 0.55
268 CGCAD JfEA < GC . .
tapering® ¢ & £ 5 & 30 A(71.4%) 9A(32.1%) 0.0031
3ISBPTHOGCRRES 2465mg 2845mg 0.16

*26)8 F TICBBIFICGC 60mg7- - 723851 1d1mg/day i, <60mg/ > =B AR T TcETWLW5
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