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Objective Syn0pSiS Table 1 Patient demographics and baseline disease characteristics Table 3 Occurrence of short- and longer-term TEAEs of interest

To report short- and longer-term safety data in bimekizumab-treated patients with

Short-term safety was evaluated for patients receiving bimekizumab

THOEIEIENS o SV R [PRCHESES [EeHEe! et Sl IS 2/ Ui, 320 mg Q4W compared with adalimumab, ustekinumab, and placebo in Initial treatment period (Week 0-16) Longer-term Initial treatment period (Week 0-16) Short-term ! Longer-term
three phase 3 trials. Longer-term safety was evaluated for patients receiving ; ; ; o o

BaCkg round any dose of bimekizumab across eight phase 2/3 trials. ADA® UST PBO“ All BKZ® n (%) EAIR/100 PY (95% CI)

e Bi i i i i inhibits i i : n=159 : =163 : n=169 n=1789 ' ' ' !

Bimekizumab is a monoclon?zl IgG1 antibody that selectively inhibits interleukin ; ( ) ; (n ) ; ( ) ( ) : ADA : UST : PBO : All BKZ
(IL)-17F in addition to IL-17A.% . . j : : _ 1 :
. o . . Age (years), mean + SD 448 +134 1 455+143 4604136 466 +137 452 + 135 b (=159 o (n=163) 1 (n=169) 1 (n=1789)

» Given that psoriasis is a chronic disease requiring long-term management, ; ; ; ; ; H -
it is important to understand the long-term safety profiles of therapies such Male, n (%) 698 (70.6) 114 (71.7) 117 (71.8) 118 (69.8) 1252 (70.0) Serious infections 3(0.3) ! 0 ! 2(1.2) ! 0 1.0(0.2,29) : 14(0.9 20
as bimekizumab. Population Dosing 'I_'rl_als Caucasian, n (%) 841 (85.0) ! 141 (88.7) | 120 (73.6) | 142 (84.0) 1468 (82.1) Inflammatory bowel disease 1(0.2) s 0 s 0 s 0 0.3(0.0,1.8) s 0.1(0.0,0.3)

» We report short- and longer-term safety data in bimekizumab-treated patients exposure administered ! " " ; Candida infecti 90 (9.1) : 0 : 0 : 0 30.6 (24.6.376) | 187 (16.7. 21.0)
with moderate to severe plague psoriasis, and short-term data from adalimumab, Short-term (BE SURE, BE VIVID, and BE READY) Weight (kg), mean + SD 896+222 : 905+221 :  872+211 904+ 243 89.0 + 22.0 andida infections : ' - - 01646, 576) ;187167 2L
ustekinumab, and placebo phase 3 comparator arms. Week 0-16 : . X X X Oral candidiasis 75 (7.6) ' 0 : 0 : 0 25.3(199,31.8) | 16.4 (14.5,18.5)

Duration of plaque psoriasis ' ' ' X X X '

Methods =989 (years), mean + SD 182+125 ;1621119 . 1/8+l116 . 1944132 177 +12.3 Adjudicated MACE 10y 0 : 0 ; 0 0.3(0.0,1.8) | 07(0.3,11)

~ 320 mg Q4W = ; ; ; . . j : 1 1
306.4 PY -bli i ' ' ' M .NM 404 ' 1(0. ! ! 1 (0. 1. 4,34) . 514
« Patients were included from four phase 3 trials - BE SURE, BE VIVID, BE READY, double-blinded trials PASI, mean + SD 209476 i 191459 | 213+83 . 201472 20.6 + 7.8 alignancies (inc. NMSC) 4 08 0 ; 06 300434 : 080514
- i i i : - . X X X Adjudicated SIB 0 ' 0 ! 0 ! 0 0 ¢ 01(0.0,0.3¢
and the BE BRIGHT open-label extension linterim cut: Novempber 1, 2019) _isg  80mgloading dose, 1 BSA (%), mean + SD 264+156 | 250+144 | 2734167 | 2574162 267 4163 . - ' ' ' , 0100.0.9
and four phase 2 studies — BE ABLE 1, BE ABLE 2, PS0016, and PS0018. Patients = followed by 40 mg Q2W Serious hypersensitivity : : | | b
received bimekizumab 320 mg every 4 or 8 weeks (Q4W/Q8W; additional doses 48.8 PY from Week 1 double-blinded trial IGA, n (%) reactions 0 : 0 : 0 : 0 0 1 0.2(0.0,0.5)
used in phase 2), adalimumab, ustekinumab, or placebo. : ' ' A . . : : : :
T . 5 © aht 2 moderate 656 (66.3) ' 114 (71.7) ' 96 (58.9) ' 116 (68.6) 1217 (68.0) Injection site reactions 27 (2.7) ' 3(1.9) ' 2(1.2) ' 2(1.2) 9.0(59,131) ' 314,41

* Short-term safety from the initial treatment periods (Weeks 0-16) of three of the n=163 i) epy Wlle, 1 : : : Hepatic events 19 (L9) : 9(57) : 0 : 2(12) 633898 | 5646, 68
phase 3 trials (BE SURE, BE VIVID, and BE READY) was evaluated for patients who 501 Py Q12W,V3ftelr( $4w to double-blinded trial 4 severe 332 (33.6) 5 45 (28.3) : 66 (40.5) : 52 (30.8) 567 (31.7) P : ; : : : : —
received >1 dose of bimekizumab, adalimumab, ustekinumab, or placebo. & ' ' ' Liver function analyses 18 (1.8) ' 9(5.7) ' 0 ' 2(1.2) 59(35,94) @ 48(3.8,59)

° Lon_ger_t_erm Safe_ty was also evaluated for patients who received Zl dose PBO n=169 Placebo 2 DITQI t_Otal, r:nean * °b 104 * o3 : 105 * 74 : — * o9 : 107 * 08 103 * 05 aIncludes one event adjudicated by the external Neuropsychiatric Committee (active suicidal ideation with some intent to act) in a patient with pre-existing psychiatric conditions;
of bimekizumab in BE SURE, BE VIVID, BE READY, BE BRIGHT, and the four 51.6 PY double-blinded trials Prior biologic therapy, n (%) 380 (38.4) H 53 (33.3) H 63 (38.7) H 70 (41.4) 636 (35.6) ®Includes one fatal event of circulatory failure (adjudicated MACE), one event of atopic dermatitis-like disseminated eczema, and one case of anaphylactic shock due to insect
phase 2 trials. . ' ' ' sting, all considered unrelated to study treatment.

« We report treatment emergent adverse events (TEAEs; n [%]) for the initial Longer term (phase 2/3) anti-TNF 13213.3) : 14 8.8) : 24 (147) : 26 A54) 234131 S . _ _
treatment period for patients receiving bimekizumab 320 mg Q4W, adalimumab, Data cut-off: November 1, 2019 anti-IL-17 231 (23.4) | 35 (22.0) | 38 (23.3) | 36 (21.3) 341 (19.1) Table 4 Longer-term candida infections in BKZ-treated patients
ustekinumab, and placebo, as well as longer-term TEAEs for patients receiving =
bimekizumab 320 mg Q4W and all other doses of bimekizumab. 1=1789 320 mg Q4W, , _ *BKZ initial treatment period (Weeks 0-16) data are included from three pivotal phase 3 studies, BE SURE (NCT03412747), BE VIVID (NCT03370133), and BE READY Longer-term all BKZ (n=1789)

— Exposure-adjusted incidence rates (EAIRs) are the incidence of new cases per BKZ all 18304PY 32% rz\?v (()iW ) doublesblinded trials (1;15593_4:_1??92){ °ADi\ init_ia(lj t(rjeattmentf periid data a{elfrc;]m one tpi\(/jc_)tal ggavs:/ é stuiy,BEEREXg\E(; EJ}S(‘ZI' ilnitial tr(teatm(zntt period daltadafre frofm onehpivo;atl pTa?§E3SsGL';dEy, BBEE \>/||\>/I|E|)3;
. ~ . . L . . all doses ) m ase 2), d initial treatment period data are from two pivotal phase 3 studies, an ;e onger-term data are pooled from four phase 3 trials , , o ) , : ) , o,

100 patient-years (PY) in patients receiving bimekizumab 320 mg Q4W (Range: oo mgg i (Tahase 5 2 BE READY, BE BRIGHT [NCT03598790]) and four phase 2 trials (BE ABLE 1, BE ABLE 2, PS0016, and PS0018). In the BKZ, UST, and PBO short-term groups, one patient with mild EAIR per 100 PY (95% CI) n (%) ! Serious | n (%) ! Severe | n (%)

‘;::g*erm) a”j Z“ pf"t'e:;S ;‘g:/‘;"”lggzm’ dose of bimekizumab (longer-term) 167092v) 480 mg Q4w (phase ) OPen-label extension IGA score was mistakenly enrolled Candida infections 187 (167, 21.0) 304 (17.0) ! 1(<0.1) ! 4(0.2)

- s were coded using Me v19.0. ; ;

R lt Table 2 Occurrence of short- and [onger_term TEAESs Oral candidiasis 16.4 (14.5, 18.5) 271(15.1) ' 0 ' 3(0.2)
esults Short-Term Safety Outcomes Oropharyngeal candidiasis 1.2(0.7,1.8) 21(1.2) 0 0

Patient Population =6 = 0% = 02 = Initial treatment period (Week 0-16) Short-term ' Longer-term Skin candidiasis 06(0.3,1.1) 11 (0.6) 0 0

+ Over 16 weeks, 989 patients with psoriasis received >1 bimekizumab dose, n (%) EAIR/100 PY (95% CI) Vulvovaginal candidiasis 0.8 (0.5, 1.4) 15 (0.8) 0 0
159 patients received adalimumab, 163 patients received ustekinumab, and ' ' ' ' : :

169 patients received placebo. . ADA ust —+  PBO ! All BKZ Esophageal candidiasis 0.3(0.1, 0.6) 5(0.3) ; 1(<0.1) ; 1(<0.1)

Patient d hi d baseline di h — ted in Table 1 v (n=159) ©  (h=163) : (n=169) : (n=1789) ; ;
» Patient demographics and baseline disease characteristics are reported in Table 1. Leading to discontinuation 0.3(0.1, 0.7) 6(0.3) | 1(<0.1) | 1(<0.1)
Short-Term Safety Outcomes S_T_TEiXLEJS ZEAE—related Any TEAE 593(60.0) : 96(604) : 83(509) ' 74(43.8) 3157 (290.8, 342.1) 1 238.0 (226.0, 250.5) ' '

s iscontinuations 41% . . . . ]

« 593 (60.0%) bimekizumab-treated patients experienced 21 TEAE, versus 96 ) Serious TEAEs 15(1.5) , 3(1.9) , 5(3.1) , 4 (2.4) 49 (2.8, 8.1) , 6.6 (5.5,79) .

(60.4%) adalimumab-treated patients, 83 (50.9%) ustekinumab-treated patients, - L7 &.5% L 8% Discontinuation due to TEAEs  17(L7) | 4@5 | 308 | 741 56(3389 | 4940 61) Conclusions

and 74 (43.8%) placebo-treated patients (Table 2). e o . . . . Bimekizumab was well-tolerated across the plaque psoriasis clinical program; most TEAEs were mild to moderate and

o Serious TEAEs occurred in <4% of patients in each treatment group, ranging from Drug-related TEAEs 212(214) 1 32(201) ;19017 . 15(89) 79.5(69.2,909) | 473437 5L1) discontinuations were low.

1'_54’ for.blme.klzumab i Sl2% e usteklnL.Jmab. _ _ _ Short- and Longer-Term Safetv for Bimekizumab Severe TEAEs 12(1.2) ¢ 425 ¢ 318 | 424 39(20,69) | 64(5276) All candida infections were mucocutaneous in origin, with oral candidiasis being most frequent, oral candidiasis TEAES were
o g y 4 . I W . . .

* Discontinuations due to TEAEs occurred in <5% of patients in each group, ranging Death 101 Y Y 106 03 (00 18 0300106 predominantly mild to moderate and the vast majority did not lead to discontinuation.
from 1.7% for bimekizumab to 4.1% for placebo (Table 2). Short-term Longer-term eaths 0.1 ‘ (0.6) ‘ (0.6) : (0.6) 300,18 -3(0.1,06)

Longer—Term Safety Outcomes & A0 <0 ADA: adalimumab; BKZ: bimekizumab; BSA: body surface area; Cl: confidence interval; DLQI: Dermatology Life Quality Index; EAIR: exposure-adjusted incidence rate; IGA: Investigator's Global Assessment; IL: interleukin; MACE: major adverse cardiovascular event; NMSC: non-melanoma skin cancers; PASI: Psoriasis Area and Severity Index; PBO: placebo;
Over the longer term. TEAEs in bimekizumab-treated patients occurred at a rate 8 8 20.6 PY: patient-years; Q2/4/8/12W: every 2/4/8/12 weeks; SD: standard deviation; SIB: suicidal ideation and behavior; TEAE: treatment emergent adverse event; TNF: tumor necrosis factor; UST: ustekinumab.
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of 238.0/100 PY, serious TEAEs at 6.6/100 PY, and discontinuations due to TEAEs =) E 253 (%) Institutions: ‘Center for Translational Research in Inflammatory Skin Diseases, Institute for Health Services Research in Dermatology and Nursing, University Medical Center Hamburg-Eppendorf and Skinflammation® Center, Hamburg, Germany; 2Oregon Medical Research Center, Portland, Oregon, USA; ®lcahn School of Medicine at Mount Sinai, New York, New
at 4.9/100 PY (Table 2). _.% i " _6 York, USA; “Probity Medical Research and K Papp Clinical Research, Waterloo, Ontario, Canada; *Oregon Dermatology and Research Center, Portland, Oregon, USA; ¢Yale University, New Haven, Connecticut, USA; “Central Connecticut Dermatology Research, Cromwell, Connecticut, USA; 8UCB Pharma, Brussels, Belgium; °UCB Pharma, Raleigh, North Carolina,
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(0.3%) occurred. most frequent candida infection; the vast majority of oral candidiasis TEAEs
were mild to moderate and did not lead to discontinuation.




