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Objective Summa ry Figurel Proportion of patients with baseline skin and nail psoriasis achieving ACR50, PASI100, and MDA over time to Week 104/100 (NRI, OC)

To assess the efficacy and safety of bimekizumab (BKZ) to 2 years in patients with psoriatic arthritis (PsA) who Efficacy and safety of bimekizumab treatment were assessed up to 2 years in patients with
BE COMPLETE (TNFi-IR)

also had skin and nail psoriasis, and were biologic disease-modifying antirheumatic drug (bDMARD)-naive or had PsA who also had skin and nail psoriasis, and were bDMARD-naive (BE OPTIMAL) or TNFi-IR (BE COMPLETE). BE OPTIMAL (bDMARD-naive)
prior inadequate response or intolerance to tumor necrosis factor inhibitors (TNFi-IR).

The high levels of treatment responses across joint, skin, and composite outcomes

observed at 1 year were sustained up to 2 years with bimekizumab treatment (NRI): PBO/BKZ 160 mg Q4W BKZ 160 mg Q4W Reference arm:
Backg round —— - @ NRI O~ OC ~®- (BE OPTIMAL: n=88; -@- (BE OPTIMAL: n=133; @~ ADA 40 mg Q2W-/BKZ 160 mg
. | o | . " In bDMARD-naive patients switching BE COMPLETE: n=54) BE COMPLETE: n=105) Q4W (n=42)
« BKZ, a humanized monoclonal IgG1 antibody that selectively inhibits interleukin (IL)-17F in addition to IL-17A, has W . from adalimumab to bimekizumab at
. . . . . L. bDMARD-naive bimekizumab- ¢
demonstrated efficacy and tolerability to 1 year in patients with PsA and psoriasis (>3% body surface area [BSA]),? randomized patients in 58 6% 57 1% 579 %‘ Week 52, ACR50 and MDA responses
and in patients with moderate-to-severe plaque psoriasis.? BE OPTIMAL at Week 104 }Ne:ﬁ su_s.talned E::Intd I?/,VASIlkoltz)Zresponses Double- Active treatment- Open-label Double- Active treatment- Open-label Double- Open-label

« Among patients with psoriasis, nail involvement is associated with increased risk of PsA, more severe disease, urtherimprovedto wee ' blind period blind period treatment period blind period blind period treatment period blind period treatment period
and decreased quality of life.3* Therefore, it is clinically important to evaluate the efficacy and tolerability of new TNFi-IR bimekizumab- Bimekizumab was well tolerated
treatments in patients with PsA who also have skin and nail psoriasis. rEnComIZEe PEiEnts In Sl St e 10 2 RIS Bl 11D By E21E 100 - | : 100~ : : 100~ I

BE COMPLETE at Week 100 signals observed. | 71.31[0C] 70.3 [OC] i 5 243 [OC 5 65.3 [OC] /0.7 [OC]

M h d 80 - : 66.710CI . O... 67.1 [OC] 80 — : | 3 [OC] 80 — | 61-0 INRI 69.0 [OC]

et O S Bimekizumab treatment demonstrated sustained clinical efficacy up to 2 years in patients with PsA who also had skin and nail psoriasis. 3 A O-eeeeeeeee ORI RO : 66.7 [OC] O O... O | IR Oy O we

e BE OPTIMAL (NCT03895203; bDMARD-nalve) and BE COMPLETE (NCT03896581; TNFi-IR), both placebo [a] l\é\DA re:;ponsle dgﬁnedlas achievement of >5 of the following 7 criteria: TIC <1, SIC <1, PASI <1 or BSA <3%, PtAAP <15 mm, PGA-PsA <20 mm, HAQ-DI <0.5, and 25 60 — : T /.: \ ..... 60 — | ?; o—® 60— | L SR, L
(PBO)-controlled to Week 16, assessed subcutaneous BKZ 160 mg every 4 weeks (Q4W) in patients with PsA; render entheseat points <. c . 65.4[NRI] 58.6 [NRI] | 61.9'INRI] 61.9 [NRI]

. . . (¥ | | 58.0 [NRI] . | / 60.9 [OC] 61.9 [NRI]

PBO-randomized patients switched to BKZ at Week 16. B 40- - 63.6:[NRI] - 40 | | 40 519 [NRI] 53.7 [NRI]

e BE OPTIMAL included a reference arm (adalimumab [ADA] 40 mg Q2W); these patients switched to BKZ at Q L : : :
- 20 — | | 20 — | — 20 —

Week 52 with no washout between treatments. Table 1 Safety to Week 104 :/ : : ADA : BKZ
« BE OPTIMAL Week 52 and BE COMPLETE Week 16 completers were eligible for the open-label extension :

BE VITAL (NCT04009499). BE OPTIMAL (bDMARD-naive) BE COMPLETE (TNFi-IR) 0 | | | | | | | | | | | | 0 € | | | | | | | | | | | | | 0 — | | | | | | | | | | | |

| | | | o | - . | Week 0—-104 Week 0—-104 0 8 16 24 32 40 48 56 64 72 80 88 96 104 0 8 16 24 32 40 48 56 64 72 80 88 096 104 0 8 16 24 32 40 48 56 64 72 80 88 096 104

« Post hoc data are reported for patients with baseline skin psoriasis (>3% BSA) and nail psoriasis (modified Nail BKZ 160 mg Q4W Total (n=260)  BKZ 160 mq Q4W Total* (n=155)

Psoriasis Severity Index [MNAPSI] >0). EAIR/100 PY (95% CI) 9431 9 pY B 9281 0 PY B

« Efficacy outcomes are reported to Week 104 (BE OPTIMAL) and Week 100 (BE COMPLETE). Any TEAEs 154.9 (135.2, 176.7) 78.8 (64.8. 94.9) 100 - ; : 100 - ; : 100 - : 881 [OC]

e Missing data were imputed using non-responder (binary), multiple (continuous), or worst-category (categorical) Serious TEAES 6.6 (4.3, 9.5) E 5.2(29, 8.8) 70.4110C] 69.1 [OC] 79.4 [OC] 67710C] e
Imputation. Severe TEAEs 5.0(3.1, 7.7) 5 4.0 (2.0, 7.2) 80 : 68.1,[0C] oo O.. 68.8 [OC] 80 - : : Qe O 80 | 66.0 [OC] . Q- O ------ - 70.7 [OC]

- - - - - o Study discontinuation due to TEAEs 4.2 (2.5, 6.7) : 3.2(1.5,6.1) Q | NI o S @ Lt R O | 53.8/[0C] = e | S R G i 2
o Safety data are reported for all BKZ-treated patients with baseline skin and nail psoriasis. = X | - | e TS - L e A —HQ—Q\‘
Y P P P Drug-related TEAEs 28.2 (22.7, 34.7) : 174 (12.4, 23.7) o w00+ | +\$/*/.* =" 60 — | et * 64.3 [NRI] NPT~ Sk _—
° o i (= = 64.8![NRI] | 68.5 [NRI]
Deaths, n (%) 2 (0.8) ; 1 (0.6)° 4 £ 60.9'[NRI] 60.2 [NRI] | S8l [N 61.9 [NRI]
Res u lts Most common TEAEs® 5 gt’ '..g 40 | 57.1INRI] 40 | | 574 INRI
Pati h o Nasopharyngitis 10.1 (7.2, 13.8) 5 2.6 (1.0, 5.3) o o ! 5O-OE[NR”
atient characteristics SARS-CoV-2 (COVID-19) infection 8.3 (5.8, 11.6) ; 77 (4.7 11.8) 20 - : 20 - . ADA —'» BKZ

« Among patients with baseline skin and nail psoriasis, 230/263 (87.5%) bDMARD-naive and 136/159 (85.5%) TNFi-IR Upper respiratory tract infection 54 (3.4, 8.1) 5 3.3 (1.5, 6.3) 7 | ! |
patients completed Week 104/100. Oral candidiasis 4.6 (2.8,72) 5 2.2(0.8,4.7) 0 R G, S 00— . — - S

e Baseline characteristics were generally similar across treatment arms and studies (Supplementary Table 1, Urinary tract infection 4.5 (26, 69) : 3.7 (18, 69) 0 8 16 24 32 40 48 56 64 /2 80 88 96 104 0 8 16 24 32 40 48 56 64 /2 80 88 96 104 24 32 40 48 56 64 /2 80 88 96 104
accessible via QR code). Safety topics of interest® 5

_ Adjudicated MACE 0.5(0.1, 1.7) 0.7 (0.1, 2.6)9

Efficacy Neutropenia 1.7 (0.7, 3.4) ; 2.6 (1.0, 5.3) 100 - . . 100 - . . 100 - .

e Improvements seen with BKZ treatment at Week 52 were sustained to Week 104/100, with high proportions Serious infections 0.7 (0.1, 2.0) 5 1.5(0.4, 3.7)x | | 694 [OC] : | : 690 [OC]
of bDMARD-naive and TNFi-IR patients achieving >50% improvement from baseline in American College of Opportunistic infections 1.4 (0.5, 3.1) 5 0.4 (0.0, 2.0)m 80 - gg% {ﬁgﬂ] 579 [NRI] 80 - 68.6 [OC] 80 - 57.6 [OC] 59.8 [OC]
Rheumatology response criteria (ACR50) and 100% improvement from baseline in Psoriasis Area and Severity Serious hypersensitivity 0.2 (0.0, 1.3)" 5 0.4 (0.0, 2.0)" Q : Iy : 64.1,10C] P o o O | 54.3 [NRI] )
Index (PASI100; Figure 1). Injection site reactions 1.7 (0.7, 3.4) 1.1 (0.2, 3.2) % 60 | 0 : Q ........ o o« o [ o : @) O

e The proportion of patients achieving Minimal Disease Activity (MDA), a composite outcome spanning joint, skin, Adjudicated 5IB | | 0.5(0.1,1.7) E 0.0 g: "qé; ' 59.5/[NRI] 571 [NRI] —@
and patient-reported outcomes, at Week 52 was sustained to Week 104/100 (Figure 1).* Hepatic adverse events or hepatic enzyme elevations 0.710.1,2.0) : 0.410.0, 2.0) = ® 40- | 51.2,[0C] ggé [[CI\DI%]] 40 - : | 40 7 46.8 [OC] 53.7 [NRI]
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« ACR50 and MDA responses were sustained in bDMARD-naive patients who switched from ADA to BKZ at l’;\/\;t%?s;(ssslée[;flucjmg non-melanoma skin cancer %%((%11 1177)) ! 0.7 (%1(’) 26) Q : 48.o0 : : 40.7 [NRI] 52.4 [NRI]

Week 52, with further improvement seen in PASI100 achievement following the switch. J e ’ ' 20 - ; ; 20 - ; ADA —— BKZ 20 -

. " . : : : : : Safety set, in patients with baseline skin psoriasis >3% BSA and mNAPSI >0. [a] BKZ Total includes PBO/BKZ Week 16 switchers (for both BE OPTIMAL and BE COMPLETE), includes events : : : :

» Similar trends were observed for additional JOIﬂt, Sklﬂ, ﬂall, phySICal fUﬂCtIOﬂ, and Comp05|te outcomes during BKZ treatment only; BE OPTIMAL also includes patients who switched from ADA to BKZ at Week 52, includes events during BKZ treatment only; [b] 1 death due to a motorcycle ! ! !

(Su pp[ementa ry Table 2: accessible via QR code). accident occurred before Week 52, reported as unrelated to the study treatment; 1 death due to cardiac arrest occurred after Week 52, reported as unrelated to the study treatment; 0% o | | | 1 | | | | | | 0 € | | | | | 1 | | | | | | 0 | | | | | | | | | | |

' [c] Sudden death in 54-year old patient with a history of hypertension, aortic regurgitation, and electrocardiogram changes of coronary artery disease occurred before Week 52, reported as 0 8 16 24 32 40 48 56 64 /72 80 88 96 104 0 8 16 24 32 40 48 56 64 /72 80 88 96 104 0 8 16 24 32 40 48 56 64 /72 80 88 96 104
S afet unrelated to the study treatment; no further information available as no autopsy was performed; [d] Top 5 most common TEAEs in any BKZ-treated group at the Week 104 data cut;
y [e] No cases of active tuberculosis or uveitis were reported; [f] 1 thrombotic cerebral infarction, 1 acute myocardial infarction; [g] 1 cerebral hemorrhage, 1 sudden death; [h] 6 neutropenia, Week Week Week
- - - - - i 1d d neutrophil count; il 4 neut ia, 3d d neutrophil count; [j] 1 ia, 1 extradural abscess, 1 SARS-CoV-2 (COVID-19) infection; [K] 1 bursitis infective, 1 a,

* The Table reports Safety data for BKZ-treated patlents with baseline skin and nail p>0Oriasis. 1 pce)zi?gzeeraﬁ/% rv(\)/gulncc:loizpectlion,nf%;e)lpc))ennelihritiicarsji:; [l?eSUCr;)/Sd/I'dgoizpectjionz,ngl;umn%r;lainfztirgnl;rio?c esizzf/\s/here Classi(f)ied; Im] 1 Candilo;]aei(riffcntion; [n]ulr\lscl)lzLnagck:w;\l/aecticprr]ee:crgggf Randomized set, in patients with baseline skin psoriasis >3% BSA and mMNAPSI >0. In BE OPTIMAL patients were randomized 3:2:1 to BKZ 160 mg Q4W:PBO:reference arm (ADA 40 mg Q2W), in BE COMPLETE patients were randomized 2:1 to BKZ 160 mg Q4W:PBO. In both studies, patients on PBO switched to BKZ 160 mg Q4W at Week 16. In BE OPTIMAL, patients on
A Exposu re—adjusted incidence rates per 100 patient—yea rs (EA| R/lOO PY) to Week 104 for >1 treatment—emergent associated with BKZ were reported; [0] 1 breast cancer, 1 ovarian cancer; [p] 1 gastric cancer, 1 gastric cancer recurrent; [g] Cases deemed definite or probable IBD by the investigator. ADA switched to BKZ 160 mg Q4W at Week 52. [a] Reference arm; study not powered for statistical comparisons of ADA to BKZ or PBO; [b] MDA response defined as achievement of >5 of the following 7 criteria: TIC <1, SJC <1, PASI <1 or BSA <3%, PtAAP <15 mm, PGA-PsA <20 mm, HAQ-DI <0.5, and tender entheseal points <1.

adver;e event (TEAE) were 154.9 for bDMARD_ naive and /8.8 for TNFi-IR patlents, incidence rates (EAl R/].OO PY) *MDA response defined as achievement of >5 of the following 7 criteria: TJC <1, SJC <1, PASI <1 or BSA <3%, PtAAP <15 mm, PGA-PsA <20 mm, HAQ-DI <0.5, and tender entheseal points <1. ACR50: 50% improvement from baseline in American College of Rheumatology response criteria; ADA: adalimumab; bDMARD: biologic disease-modifying antirheumatic drug; BKZ: bimekizumab; BSA: body surface area; EAIR: exposure-adjusted incidence rate; HAQ-DI: Health Assessment
of serious TEAEs were 6.6 and 52, respectlvely. Questionnaire-Disability Index; IBD: inflammatory bowel disease; IL: interleukin; MACE: major adverse cardiovascular event; MDA: Minimal Disease Activity; mNAPSI: modified Nail Psoriasis Severity Index; NRI: non-responder imputation; OC: observed case; PASI: Psoriasis Area and Severity Index; PASI100: 100% improvement from baseline in Psoriasis Area and Severity Index; PBO: placebo; PGA-PsA: Patient’'s Global Assessment of Psoriatic Arthritis; PsA: psoriatic arthritis;
PtAAP: Patient’s Assessment of Arthritis Pain; PY: patient-years; Q2W: every two weeks; Q4W: every four weeks; SIB: suicidal ideation and behavior; SJC: swollen joint count; TEAE: treatment-emergent adverse event; TJC: tender joint count; TNFi-IR: prior inadequate response or intolerance to tumor necrosis factor inhibitors.

e To Week 104, 2 deaths occurred in bDMARD-naive patients and 1 death occurred in a TNFi-IR patient; all were
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