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A. BE MOBILE 1 B. BE MOBILE 2

Bimekizumab Outcome Test Bimekizumab QOutcome Test
160 mg Q4W 160 mg Q4w
a=0.05 a=0.05
| H, I | Primary | ASASA40 response at Week 16 superior to placebo | Primary ] ASASA40 response at Week 16 superior to placebo
A
| I | Secondary | i _—
H, [ Secondary ] CfB in BASDAI at Week 16 superior to placebo ASAS40 response at Week 16 superior to placebo (TNFi-naive patients)
A 4 L Secondary | ASAS20 response at Week 16 superior to placebo
| H; I |  Secondary | ASAS20 response at Week 16 superior to placebo
! | Secondary ] CfB in BASDAI at Week 16 superior to placebo
| H, I | Secondary | ASAS partial remission at Week 16 superior to placebo
| Secondary ] ASAS partial remission at Week 16 superior to placebo
) 4
| Hs I | Secondary | ASDAS-MI at Week 16 superior to placebo
| Secondary ] ASDAS-MI response at Week 16 superior to placebo
v
| He I |_Secondary | ASAS 5/6 response at Week 16 superior to placebo | Secondary | ASAS 5/6 response at Week 16 superior to placebo
v = -
| H, I [ "Secondary | CfB in BASFI at Week 16 superior to placebo L s J CfB in BASFI at Week 16 superior to placebo
y | Secondary | CfB in nocturnal spinal pain at Week 16 superior to placebo
| Hp I | Secondary | CfB in nocturnal spinal pain at Week 16 superior to placebo
v Hio | Secondary ] CfB in ASQoL at Week 16 superior to placebo
| Hg I | Secondary | CfB in ASQol at Week 16 superior to placebo
| Secondary ] CfB in SF-36 PCS at Week 16 superior to placebo
v
Hyo | Secondary | CfB in SF-36 PCS at Week 16 superior to placebo
l Secondary ] CfB in BASMI at Week 16 superior to placebo
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BE MOBILE 1 (nr-axSpA) BE MOBILE 2 (r-axSpA)
BKZ BKZ
160mg Q4W n=128 PBO n=126 160mg Q4W n=221 PBO n=111
Sex, male, n (%) 73 (57.0) 65 (51.6) 160 (72.4) 80(72.1)
Age, years, mean (SD) 39.5(11.1) 39.4(11.8) 41.0(12.1) 39.2 (12.6)
Geographical region, n (%)
Asia® 15(11.7) 13(103) 40 (18.1) 21 (189)
Eastern Europet 73 (57.0) 71(56.3) 108 (48.9) 55 (49.5)
Western Europet 31(242) 33(26.2) 67 (30.3) 32 (28.8)
North America§ 9(7.0) 9(7.1) 6(2.7) 327
BMI, kg/m’, mean {SD) 27.2 (6.0 27.7(5.5) 268(5.7) 27.1(5.8)
HLA-B27 positive, n (%) 103 (80.5) 94 (74.6} 191 (86.4) 93 (83.8)
Prior TNFi exposure (TNF-IR patients),§ n (36) 10(7.8) 17 (13.5) 37(16.7) 17(153)
Time since first symptoms of axSpA, years, mean (SD) 91(8.7) 9.0 (9.0) 14.2 (11.0) 11.9(8.6)
Time since first diagnosis of axSpA, years, mean (SD) 3.7 (6.2) 36(54) 6.7 (8.3) 5.7(6.9)
hs-CRP, mg/L, geometric mean {geometric CV, %) 456 (297.7 5.0 {230.5) 6.5 (275.0) 6.7 (197.4)
hs-CRP=ULN,** n (%) 70 (54.7) 71(56.3) 137 (62.0) 67 (60.4)
ASDAS-CRP, mean (SD) 3.7 (0.8) 3.7(0.7) 3.7 (0.8)t1 3.7(0.8)
BASDAI mean (SD) 6.9(1.2) 6.7(1.3) 6.5(1.3) 6.5(1.3)
Morning stiffiess (mean of BASDAI Q5&6),## mean (SD) 70(1.8) 6.9(1.6) 6,7(1.9) 6.8(1.6)
Total spinal pain,$# mean (SD) 73(1.5) 7.1 (1.6) 7.1(1.6) 7.2(1.2)
Nocturnal spinal pain, mean (SD) 6.9 (2.0) 6.7(2.1) 6.6(1.9) 6.8(1.8)
BASMI, mean {SD) 29(1.3) 3001.2) 4.0(1.6)11 3.8(1.6)58
BASFI,$3 mean (SD) 55(2.2) 53(23) 53(2.2) 52(2.0)
ASQolL, mean (SD) 95 (4.6) 9.4(4.4) 9.0(4.7) 85(43)
SF-36 PCS, mean (SD) 333(83) 336(87) 343 (8.4)1t 346(8.7)
PtGADA, $3 mean (SD) 71019 6.9(1.9) 6.6 (2.0)t1 6.7(1.8)
MRI Berlin spine score, 9 mean (SD) 16 2.9)*** 1.9(3.2)ttt 38(53):43 3.3 (4.9)88%
MRI SPARCC Sl) inflammation score, Y mean (SD) 85 (10.3)919 10.5(13.8)""*"* 74010.7)t1 1t 5.8(7.7)88§
Current enthesitis (MASES>0), n (%) 94(73.4) 92 (73.0) 132 (59.7) 67 (60.4)
MASES, #3324 mean (SE) 48(0.3) 49(04) 42(03) 4403
Current peripheral arthritis (SJC>0), n (%) 45(35.2) 43 (34.1) 44(19.9) 22 (19.8)
History of peripheral arthritis, 585§ n (%) 51(39.8) 53(42.1) 84 (38.0) 38 (3422)
History of IBD,§§§§ n (%) 31(23) 1(0.8) 3(1.4) 1(0.9)
History of uveitis, §§§§ n (%) 19(14.8) 21 (16.7) 33(149) 24 (21.6)
History of psoriasis, §§§§ n (%) 9(7.0) 71(5.6) 16(7.2) 10 (9.0)
Concomitant medication use at baseline, n (%)
NSAIDs 97 (75.8) 93 (73.8) 180 (81.4) 85 (76.6)
Oral glucocorticoids 7(5.5) 14(11.9) 15(6.8) B(7.2)
csDMARDsT 111 30 (23.4) 32 (25.4) 47 (21.3) 19(17.1)
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Week 16 Week 24
BKZ BKZ vs PBO difference, t PBO—BKZ BKZ
PBO 160mg Q4W  Pvalue*  mean or % (95%Cl) 160mg Q4W 160mg Q4W
nr-axSpA (BE MOBILE 1) n=126 n=128 n=126 n=128
r-axSpA (BE MOBILE 2) n=111 n=221 n=111 n=221
Primary endpoint
ASAS40 (NRI), n (%)
nr-axSpA 27 (21.4) 61 (47.7) <0.001 27.0 (15.6 to 38.4) 59 (46.8) 67 (52.3)
r-axSpA [ 25 (22.5) 99 (44.8) <0.001 21.8(11.4t0 32.1) ] 63 (56.8) 119 (53.8)
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Efficacy over time
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o Double-blind period

Patients (%)

BE MOBILE 2

—e— — — @ — PBO/BKZ 160 mg Q4W
—— BKZ 160 mg Q4W

= Lbanias s

Maintenance period

‘ T T T L)
;../ 4 8 12 16

20

Patients (%)

100 +

(r-axSpA)

Double-blind period

Maintenance period

12 16

20 24

BKZIZX 5 TlIk5BEEZ D
ASAS40 responseh’ B 51 5

7T R-oBKZICYI Y B R -1
24:B B TIEIZREZFEDASAS4L0
responseh’g L7z

Weeks Weeks
Change from baseline
Baseline® Week 16° Week 24°
BKZ L ¥ e U ¥ ¥

nr-axSpA (BE MOBILE1) | n=126 n=128 n=126 n=128 ' naizs n=128

r-axSpA (BE MOBILE 2) | n=111 n=221 n=111 n=221 n=111 n=221
PtGADA [RBMI/MI] nr-axSpA | 6.9(0.2) 7.1(0.2) | -14(02) -3.2(02) -1.8(-24,-1.2) | -3.4(02) -3.4(0.2)
Mean (SE) r-axSpA | 6.7(0.2) 6.6(0.1) | -1.6(0.2) -2.7(0.2) -1.3 (-1.8, -0.8) -3.3(0.2) -3.2(0.2)
Total spinal pain [RBMI/MI] nr-axSpA | 7.1(0.1) 7.3(0.1) -1.7 (0.2) -3.4 (0.2) -1.6 (-2.2, -1.0) -3.5(0.2) -3.8(0.2)
Mean (SE) r-axSpA | 7.2(0.1) 7.1(01) | -1.9(02) -3.3(02) -14(-19,-09) | -35(02) -3.8(0.2)
BASFI [RBMI/MI] nr-axSpA | 5.3(0.2) 5.5(0.2) -1.0(0.2) -2.5(0.2) -1.5(-20, -1.0) -2.3(0.2) -2.8(0.2)
Mean (SE) r-axSpA | 5.2(0.2) 53(0.2) | -1.1(0.2) -2.2(0.1) -1.1(-1.5, -0.6) -2.2(02) -2.4(0.2)
BASDAI Q5&6 mean score (morning stiffness) nr-axSpA | 6.9(0.1) 7.0(0.2) | -19(0.2) -3.6(03) -1.7(-23,-1.1) | =35(02) -4.0(0.2)
[REMI/MI] raxSpA | 68(02) 67(0.1) | -21(02) -32(02) -11(-16,-07) | -37(02) -3.7(02)

Mean (SE)
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Week 16 Week 24
B8KZ BKZ vs PBO difference,t PBO—BKZ BKZ
PBO 160mg Q4W  Pvalue*  mean or % (95%CI) 160mg Q4W 160 mg Q4W

Ranked secondary endpoints$
ASASA0 in TNFi-naive patients (NRI),§
n (%)

r-axSpA 22 (23.4M 84 (45.7)** <0.001 22.2 (10610 33.9) 56 (59.6)1 100 (54.3)**
BASDAI Cf8 (RBMI/MI), mean (SE)

nr-axSpA -1.5(0.2) -3.1(0.2) <0.001 -15(-2.0t0 -1.0) -3.2(0.2) -3.4(0.2)

r-axSpA -1.9(0.2) -2.9(0.1) <0.001 ~1.0 (=1.5 to -0.6) -33(0.2) -3.3(0.1)
ASAS20 (NRI), n (%)

nr-axSpA 43 (38.1) 88 (68.8) <0.001 31.4(19.51043.2) 87 (69.0) 96 (75.0)

r-axSpA 48 (43.2) 146 (66.1) <0.001 240(12.81035.2) 85 (76.6) 159 (71.9)
ASAS partial remission (NRI), n (%)

nr-axSpA 9(7.1) 33(25.8) <0.001 19.4 (101 t0 28.7) 35(27.8) 37 (28.9)

r-axSpA 8(7.2) 53 (24.0) <0.001 147 (713 t022.1) 28(25.2) 56(25.3)
ASDAS-MI (NRI), n (%)

nr-axSpA 9(7.1) 35(27.3) <0.001 19.0(10.7 10 27.2) 37(29.4) 41 (32.0)

r-axSpA 6(5.4) 57 (25.8) <0.001 18.6(10.91026.3) 43 (38.7) 67 (30.3)
ASAS 5/6 (NRI), n (%)

nr-axSpA 26 (20.6) 58 (45.3) <0.001 25.7 (14.1 10 37.3) 60 (47.6) 69 (53.9)

raxSpA 21(18.9) 109 (49.3) <0.001 293 (19.2 t0 39.3) 63 (56.8) 122 (55.2)
BASFI Cf8 (RBMI/MI), mean (SE)

nr-axSpA -1.0(0.2) -2.5(0.2) <0.001 -15(-2.0t0-1.0) -2.31(0.2) -2.8(0.2)

r-axSpA -1.1(02) -2.2(0.1) <0.001 -1.1 {1510 -0.6) -2.2(0.2) -2.4(0.2)
Nocturnal spinal pain CfB (RBMI/MI), mean (SE)

nr-axSpA -1.7(0.2) -36(0.3) <0.001 -18(-24t0-1.2) -35(0.2) -4.0(0.3)

r-aSpA -1.9(0.2) ~3.3(0.2) <0.001 -15(-2.010-1.0) -3.7(0.3) -3.8(0.2)
ASQol C1B (RBMI/MI), mean (SE)

nr-axSpA ~2.5(0.4) -5.2 (0.4) <0.001 -26(-3.710-16) ~-4.8(0.4) ~5.7 (0.4)

r-axSpA -3.2 (0.3) -4.9(0.3) <0.001 -15(-2410-0.7) ~4.9 (0.4) ~5.4(0.3)
SF-36 PCS CfB (RBMU/MI), mean (SE)

nr-axSpA 5.5(0.7) 95(0.7) <0.001 4.0(211t05.8) 10.1 (0.8) 10.6 (0.8)

r-axSpA 5.9 (0.8) 93(0.6) <0.001 34(1.7t05.1) 10.6 (0.8) 10.8 (0.6)
BASMI CfB (RBMI/MI),§ mean (SE)

r-axSpA 0.2 (0.1) -05(0.1) 0.006 ~0.3 (-05t0 -0.1) -0.5(0.1) -0.6 (0.1)
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Double-blind treatment period Overall
weeks 0-16 weeks 0-24
BKZ
BKZ 160mg Q4W

n (%) (EAIR/100 PY)  PBO 160mg QAW Total*
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Double-blind treatment period Overall
weeks 0-16 weeks 0-24
BKZ
BKZ 160mg Q4W

n (%) (EAIR/100 PY) PBO 160mg Q4W Total*
nr-axSpA (BE MOBILE 1)  n=126 (38.1 PY) n=128 (40.4PY)  n=244(77.1 PY)
r-axSpA (BE MOBILE 2) n=111 (34.6 PY) n=221(68.3PY)  n=330(119.1 PY)
Overview
Any TEAE

nr-axSpA 71 (56.3) (277.5) 80 (62.5) (338.7) 124 (50.8) (276.2)

r-axSpA 48 (43.2) (195.8) 120 (54.3) (284.5) 183 (55.5) (262.6)
Severe TEAEs

nr-axSpA 1(0.8) (2.6) 0 1(0.4) (1.3)

r-axSpA 0 3 (1.4) (4.4) 9(2.7) (7.7)
TEAEs leading to
discontinuation from
the trial

nr-axSpA 5 (4.0) (13.2) 2 (1.6) (5.0) 2(0.8) (2.6)

r-axSpA 0 6(2.7) (8.8) 11 (3.3) (9.4)
TEAEs leading to
discontinuation of trial
drug

nr-axSpA 5(4.0) (13.2) 2 (1.6) (5.0) 3(1.2) 3.9)

r-axSpA 0 7(3.2) (10.3) 12 (3.6) (10.3)
Drug-related TEAEs

nr-axSpA 18 (143) (51.2) 32 (25.0) (94.2) 53 (21.7) (82.6)

r-axSpA 19 (17.1) (63.0) 65(29.4) (118.5) 96 (29.1) (102.8)
SAEs

nr-axSpA 1(0.8) (2.6) 0 1(0.4) (1.3)

r-axSpA 1(0.9) (2.9) 4(1.8) (5.9) 12(3.6) (10.3)
Death

nr-axSpA 0 0

r-axSpA 0 0

Most frequently reported TEAEst

Nasopharyngitis
nr-axSpA 6(4.8) (16.3) 12 (9.4) (31.3) 16 (6.6) (22.0)
r-axSpA 4(3.6) (11.7) 17 (7.7) (26.2) 21 (6.4) (18.6)
Upper respiratory tract
infection
nr-axSpA 9(7.1) (24.5) 9(7.0) (23.1) 17 (7.0) (23.0)
r-axSpA 7(6.3) (21.2) 6(2.7) (9.0) 8(2.4) (6.9)
Pharyngitis
nr-axSpA 1(0.8) (2.6) 4(3.1) (10.1) 7(2.9)(9.2)
r-axSpA 0 5(2.3)(7.4) 9(2.7) (7.7)
Diarrhoea
nr-axSpA 2(1.6) (5.3) 3(2.3) (7.6) 3(1.2) (3.9)
r-axSpA 1(0.9) (2.9) 7(3.2) (10.5) 13(3.9)(11.2)
Headache
nr-axSpA 2(1.6) (5.3) 3(2.3)(7.6) 5(2.0) (6.6)
r-axSpA 5 (4.5) (15.0) 9(4.1) (13.6) 12 (3.6) (10.4)
Oral candidiasis#
nr-axSpA 0 4(3.1) (10.1) 7(2.9) (9.3)
r-axSpA 0 9(4.1) (13.4) 10 (3.0) (8.6)

Pre-specified safety topics of interest and other important TEAEs
Serious infections

nr-axSpA 0 0 0

r-axSpA 1(0.9) (2.9) 1(0.5) (1.5)
Any fungal infections

nr-axSpA 9(7.0) (23.0) 18 (7.4) (24.4)

r-axSpA 13 (5.9) (19.5) 21 (6.4) (18.3)
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Double-blind treatment period Overall
weeks 0-16 weeks 0-24
BKZ
BKZ 160mg Q4W

n (%) (EAIR/100 PY) PBO 160mg Q4W Total*

Systemic fungal

infections

nr-axSpA 0 0 0

r-axSpA 0 0 0

Candida infections

nr-axSpA 0 5(3.9) (12.6) 10(4.1) (13.3)

r-axSpA 0 10 (4.5) (14.9) 12 (3.6) (10.3)

Fungal infections NEC

nr-axSpA 0 4(3.1) (10.1) 7(2.9)(9.3)

r-axSpA 0 5(2.3)(7.9) 10 (3.0) (8.5)

Tinea infections

nr-axSpA 0 0 1(0.4) (1.3)

r-axSpA 0 1(0.5)(1.5) 2(0.6)(1.7)
Neutropenia

nr-axSpA 0 1(0.8) (2.5) 2 (0.8) (2.6)

r-axSpA 0 1(0.5) (1.5) 2(0.6) (1.7)
Hepatic events§

nr-axSpA 3(2.4)(7.9) 7(5.5) (17.9) 11 (4.5) (14.8)

r-axSpA 4(3.6) (11.7) 10 (4.5) (15.1) 16 (4.8) (13.9)
Injection site reactions

nr-axSpA 3(2.4) (8.0) 3(2.3)(7.6) 7(2.9)(9.3)

r-axSpA 1(0.9) (2.9) 9(4.1) (13.6) 12 (3.6) (10.4)
Adjudicated IBDY

Ulcerative colitis**tt

nr-axSpA 1(0.8) (2.6) 0 0

r-axSpA 0 1(0.5) (1.5) 1(0.3) (0.8)

Crohn's disease* *$#

nr-axSpA 0 0 0

r-axSpA 0 1(0.5) (1.5) 1(0.3) (0.8)
Any uveitis event§§1y

nr-axSpA 6(4.8) (15.9) 2(1.6) (5.0) 2(0.8) (2.6)

r-axSpA 5(4.5) (14.7) 0 2(0.6) (1.7)

r-axSpATCrohnfmHEEfE, EfE
EEMERBANLEIT D—F 1k
BEADI6WDE TIESNE D EXIL
BKZ¥& G5B D F M h - 7=



Discussion
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