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Objectives Figure 1 Study design Table 1 Baseline characteristics
To compare the efficacy and safety of bimekizumab with PBO/bimekizumab

' ' ' ' 320 mg Q4W
ustekinumab and placebo in patients with moaderate to severe Screening  Initial treatment period Maintenance period o
riasis tr for on r.
plaque psoriasis treated for one yea Age (years), mean + SO R ERET:
Male, n (%) 60 (72.3)
BaCk rou nd Caucasian, n (%) 63 (75.9)
g 4:1:2 N=83 Open-label Weight (kg), mean + SD 89.1 + 264
. . . . . EOMIZEOr Placebo ®— extension study Duration of PSO (years), mean + SD 19.7 + 13.8
Bimekizumab is a monoclonal IgG1 antibody that selectively N=567 (BE BRIGHT) PASI, mean + SD 20.1 + 6.8
inhibits IL-1/F in addition to [L-1/A. Both of these interleukins are BSA (%), mean + SD 27.0 +16.3
. . . . . L. 1-2 IGA, n (%)°
implicated in the immunopathogenesis of psoriasis (PSO). 3 moderate 54 (65.1)
: : : _ : : : Baseline Week 16 Week 52 4- 28 (337
Bimekizumab led to substantial clinical improvements in patients @ ronrenerierisentonene @-teostiaertesertesesessesestesensessnsnn, . DLQSIetvetrel 5 T O( 6)8
. . 5_5 weeks 20 weeks after otal, mean + Ut 0.
with moderate to severe plaque PSO in the phase 2 BE ABLE last dose: safety Any prior systemic therapy, n (%) 64 (77.1)
Study’ Wlth NO unexpected Safety ﬁndlngs4,5 90 and IGA 0/1 at Week 16 fOllOW—Up PI;ELE)_;_(I)\}(F)gIC therapy, N (/o) ?_2 Eigg))
fU;tekinumap dosing was based oh weigh?: patients glOQ kg at baseline.re'cei\'/ed one ustekinumab 45 mg injection and one placebo anti-1L-17 18 (21:7)
injection, patients >100 kg at baseline received two ustekinumab 45 mg injections. anti-|L-23 5 (6.0)

Methods

Adult patients with moderate to severe PSO were enrolled in the

aUstekinumab (Q12W) dosing was based on weight: patients <100 kg at baseline received one ustekinumab 45 mg injection and one

F|g u re 2 Res ponder rates Over 52 Wee |-(S (lTT, N Rl) placebo injection, patients >100 kg at baseline received two ustekinumab 45 mg injections; °In each treatment group, one patient with

mild IGA score was mistakenly enrolled.

pivotal phase 3 BE VIVID study (NCT0337/0133), a randomized, — Placebo (n=83) Bimekizumab 320 mg Q4W (n=321) Ustekinumab?® (n=163) Table 2 Caf
double-blinded superiority study in which patients were treated A) PASI 90 able arety
with bimekizumab, ustekinumab, or placebo (Figure 1). 100 - Initial Period Initial and Maintenance
: . L . . 85 0%t o (Weeks 0-16) Periods (Weeks 0-52)
i — 81.6%'
e The co prlmary.endpomts were superiority of bimekizumab g < ; Placebo
versus placebo in PASI 90 and IGA 0/1 at Week 16. 28 0 5<0.001 p<0,001 (n=83)
. o5 | | n (%)
e Secondary endpoints: PASI 100 at Week 16, PASI 75 at Week 4, “g < oy |43.6%" ! = g, Incidence of TEAES
and Safety_ 9 8 49.7% Any TEAE 39 (47.0)
S o Serious TEAEs 2 (2.4)
. . . . . : = D5 - : : :
e Missing data were imputed with non-responder imputation (NRI). oS 3.1% Discontinuation due to 602
. o © 5 4% 4 8% TEAEs '
» Treatment emergent adverse events (TEAEs) were classified ) oge=—0t—0eo—° | | | | | | | | Drug-related TEAEs 3 (9.6)
USiﬂg MedDRA version 190 012 4 8 12 16 20 24 28 32 36 40 44 48 52 Severe TEAEs 3 (3.6)
Week Deaths 1(1.2)
Common TEAEs (>5% of Patients)
Results B) IGA 0/1 Nasopharyngitis 7 (84)
100 - Oral candidiasis 0
41%T '
Patient Populat :
Q _
atien Opu ation = g /> p<0.001 p<OIOOl Urinary tract infection 5 (6.0)
. . . . o o :
 Baseline characteristics are shown in Table 1. = 5 49.8%" 1 50 7% Back pain 2124)
—— 50 - 53 4% e Headache 0
. QS ¢ Hypertension 1(1.2)
Effica Cy g > o _ Safety Topics of Interest
L
: : .. : : 0 G 12 9% Inflammatory bowel
o At Week 16, the proportions of patients receiving bimekizumab g © > 4% 4.8% disease 0
who achieved PASI 90 and IGA 0/1 were significantly greater I A TS e . e . Adjudicated SIB 0
than f ki b acebo (Fi ) 012 4 8 12 16 20 24 28 32 36 40 44 48 52 Malignancies L(L2)F
an Tor ustekKinumap Oor plaCebo (rigure <). Week Neutropenia 0
« Response was rapid, with 76.9% of bimekizumalb-treated patients C) PASI 100 fé@%@ﬁ?f'“v'w 0
achieving PASI 75 at Week 4, compared to 15.3% for ustekinumab 100 - Adjudicated MACE 0
and 2.4% for placebo (p<0.001 vs ustekinumab and placebo). 28 Acute myocardial 0
o _ infarction
20 75 o5 ,
S f ® 3 58 6% 64.2% Cardiac arrest 0
d ety ug'cztv ; OT001 Myocardial infarction 0
. . . . . a 50 - P<Y; Cerebral infarcti 0
« Overall, bimekizumab was well-tolerated and discontinuation 5o 5<0.001 | ieoatic ovents e
due to TEAEs was low (Table 2) g:a 254 15 0% | 38.0% Liver function arjalyses@J 1(1.2)
+ The vast majority of the oral candidiasi localized g% 2.4% 209% i et ;
JO” y O € Oral CahndldlasIls Ccases were [OCallzZeq, © ek A 0% Candida infections 0
mild or moderate superficial infections, and did not lead to O 8 15 16 20 o4 28 25 36 40 44 48 o Tinea infections 0
' ' ' aUsteki b (Q12W) dosi based ight: patients <100 kg at baseli ived teki b 45 injecti d
d ISCOﬂtI N uatIOﬂ (Ta ble 2) ] QLW 0 Week onseepllanc?ergg injection, pC;StEEt\;Vi(()}(? T(eg a?ggzslliag rsc?eliigdstwo ust%lznu?nsgtl)nf;fncg li\llqejecc’zirc])isljsblenc‘ilnuudrgs patiemg ;C\J/i%:?ng?‘?om
. . . . aUstekinumab (Q12W) dosing was based on weight: patients <100 kg at baseline received one ustekinumab 45 mg injection and one lacebo to bimekizumab 320 m 4W at Week 16; only events occurring after switching are included in this column; <One esophageal
® A”. IﬂCIdeﬂCeS Of maJOr adve rse Cda I’d |1aC eveﬂtS (MAC E) OCCU I’I’ed placebo injection, patients >%OO kg at baseline rgceivzd two ustekingmab 45 mg injections; "p<0.001 vs placebo; Tgp<(J).001 vs ustekinumab; gdenocarcinoma; 90One gastric c%ncer; ¢*One basal cell Zarcinoma; nypengsensitivity reac%ions were predominantly cutaneous an% °
. . . . . . ¢ inal p<0.001 lacebo; * inal p<0.001 teki b. l for th ' f treat t based on th bcut , with f hylaxis i treat t ; 9Incid f LFT elevati bimeki b-treated patient
18 patleﬂts W|th 22 pl’e-eXIStlﬂg Cd rdlovaSCUlaI’ ”Sl‘( faCtO 'S gggpllrr;a?w—pMantel—\lﬁazigzeelczesr’:?:g:fzathz genera\{Sagjoeci;ntili)r:;anofn\i/r?alfisv;Lesefgro trk?szr:r?er;a?asrsec?cgteign%\r/(e)gepéz\a/\s/gjeor? Zest:z)agﬁej \S;\L/Jascgeizer;)lllj; lc;/\\;\ll annc? cC;rSnep?acr)at?lre]at% gl:zlesblg :% Ji’?eli?ri?m?asliill fSEIc_gael?rC\]‘eecc:)tions r?oetvé]la;(;:i?ieac;n a:)sngar;glr;dealég%?nea :/?/Zree c?aas;ieﬁnecsj as
Cochran—Mantel-Haenszel test where region and prior biologic exposure were used as stratification variables and were not controlled for fungal infections NEC; 'In addition, all opportunistic infections were localized mucocutaneous fungal infections defined as opportunistic by
(Ta ble 2) . multiplicity. At Week 16, patients receiving placebo were switched to bimekizumab 320 mg Q4W. convention; there were no systemic opportunistic infections or cases of active tuberculosis reported.
. . - . . BSA: bod f ; DLQI: D tol Life Quality Index; IGA 0/1: f O (clear) or 1 (al t clear) with >2-cat ' t relative to Baseline in | tigator's Global A t, d 5-point scale; IL: interleukin; ITT. intent-to-treat; LFT: liver function test;
» Overall incidence of MACE across the bimekizumab in PSO ACE o e ot e N e et Sosshes R o Pt oo AL e e Sty e FA. o, S vty & o v 3w . St oo S s Geaso venonor TEAEs: vestmr s
clinical program (phase 2/phase 3/open-label extension to acverse events: T tumor necrosts factor
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and the safety profile was consistent with previous studies.”’~1¢ Previously presented at AAD 2020




