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l'able 1

Demographics and baseline characteristics of re-randomised patients entering period 2
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Characteristic PBO + 52-wk UPA7.5mg + 26-wk UPA7.5mg + 26-wk| UPA15 mg + 26-wk UPA 15 mg + 26-wk
GC-T — PBO GC-T — PBO GC-T — UPA7.5mg | GC-T — PBO GC-T — UPA 15 mg
(N = 34) (N =14) (N = 30) (N = 35) (N = 68)
Sex
Female 21(61.8) 11 (78.6) 21 (70.0) 27 (77.1) 51 (75.0)
Male 13(38.2) 3(21.4) 9 (30.0) 8(22.9) 17 (25.0)
Age, y, mean (SD) 70.2 (7.8) 71.0 (7.5) 71.8(7.2) 69.9 (6.7) 71.3(8.2)
Body mass index (kg/m?%), mean (SD)* 24.9 (3.5) 25.9 (4.7) 25.4(5.4) 24.0 (3.0) 25.0(4.2)
Race
Asian 2(5.9) 0 0 4(11.4) 4(5.9)
White 32(94.1) 14 (100.0) 30 (100.0) 31 (88.8) 64 (94.1)
Baseline disease status
MNew-onset GCA 26(76.5) 9 (64.3) 19(63.3) 26 (74.3) 49 (72.1)
Relapsing GCA 8(23.5) 51(35.7) 11 (36.7) 9(25.7) 19 (27.9)
Disease duration, d, mean (SD)
[median]
New-onset GCA 33.9(7.5) [34.5] 40.4 (13.3) [43.0] 31.5(8.8) [30.0] 39.9 (13.7) [41.0] 46.0 (45.5) [36.0]
Relapsing GCA 661.6 (968.5) [161.0] 648.6(254.2) [497.0] 492.1 (616.8) [205.0] 931.6 (769.7) [993.0] 757.4 (770.6) [323.0]
Baseline GC dose, mg, mean (SD) 33.5(12.3) [30.0] 32,9 (13.3) [35.0] 32.7 (13.4) [30.0] 32,3 (12.4) [30.0] 33.1(12.4) [30.0]
[median]
ESR, mm/h, mean (5D)" 17.5(19.2) 25.7 (32.2) 17.3(13.4) 15.9(12.8) 20.9 (17.9)
hsCRP, mg/dL, median {min, max) 0.17 (0.02, 2.22) 0.28 (0.04, 3.82) 0.24 (0.02, 4.93) 0.24 (0.02, 3.52) 0.26 (0.02, 9.95)
Prior use of interleukin-6 receptor 2(5.9) 2(14.3) 1(3.3) 4(11.4) 2(2.9)
inhibitor
I Ischaemia-related visual loss® 6(17.6) 2(14.3) 6 (20.0) 5(14.3) 2(2.9)
History of PMR 201(58.8) 51(35.7) 16(53.3) 19(54.3) 35(51.5)
History of unequivocal symptoms of g (26.5) 0 2 (6.7) 4(11.4) 7 (10.3)
PMR without cranial symptoms of
GCA
Diagnosis
History of positive temporal artery 13(38.2) g9 (64.3) 13(43.3) 17 (48.6) 27 (39.7)
biopsy
Evidence of vasculitis by imaging 23(67.6) 13(92.9) 21 (70.0) 26 (74.3) 52 (76.5)
FACIT-Fatigue score, mean (SD)" 38.2(12.4) 38.2(7.6) 36.0012.3) 39.5(11.7) 38.0(9.9)
SF-36 PCS score, mean (SD)? 45.6 (10.2) 46.1 (7.7) 45.2(7.5) 46.2 (8.3) 45.2 (8.4)
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