Bimekizumab remission and high disease control over 4 years In
patients with psoriasis achieving complete skin clearance at Week 16:
Results from four phase 3 trials

Richard B. Warren,! Bruce Strober,%* Denis Jullien,* Mark Lebwonhl,> Kilian Eyerich,®° Richard G. Langley,” Balint Szilagyi,® Rhys Warham,?° April Armstrong

Dermatology Centre, Northern Care Alliance NHS Foundation Trust & Division of Musculoskeletal and Dermatological Sciences, Manchester NIHR Biomedical Research Centre, Manchester Academic Health Science Centre,

University of Manchester, Manchester, UK; 2Department of Dermatology, Yale University, New Haven, Connecticut, USA; *Central Connecticut Dermatology Research, Cromwell, Connecticut, USA; “Department of Dermatology,

Hoépital Edouard Herriot, Hospices Civils de Lyon, University of Lyon, Lyon, France; >°Department of Dermatology, Icahn School of Medicine at Mount Sinai, New York, New York, USA; °Department of Dermatology, Medical Center,
University of Freiburg, Freiburg, Germany; “Division of Clinical Dermatology & Cutaneous Science, Department of Medicine, Dalhousie University, Halifax, Nova Scotia, Canada; 8UCB, Monheim am Rhein, Germany; *Veramed, London, UK;
1UCB, Slough, UK; “University of California Los Angeles (UCLA), Los Angeles, California, USA.

Summary

Figurel Study design

Objective

] ] ] Continuous maintenance of high efficacy levels, allowing
To assess whether bimekizumab (BKZ)-treated patients who

for up to 4 visits with lower, yet still favourable, responses BE BRIGHT

BE SURE, BE VIVID, and BE READY

(pooled, double-blinded) (open-label extension)

PASIO PASI=<2 BSA=<1%—

achieve complete skin clearance after 16 weeks maintain V v v v
. .. : : p p PR . S T T
remission of psoriasis or high disease control over 4 years. PASI <2 PASI<5 BSA<3% it Maintenance
Screening treatment treatment Open-label treatment period
period period
Introduction 512 520 mg QAW
Maintenance of high disease control BKZ 320 mg <PASI 90 . a1 :Dose switch®
_ . : o . o 320 mg aaw ZPASIO90™ v |
e With the emergence of newer blolog|c.s, achieving ahd maintaining PASI O at every visit, PASI <2 at every visit, BSA <1% at every visit, Ag BKZ- 4 Q4w y BKZ 320 mg Q8W >
complete_l;_/ clear skin |n.th.e long term is now an achievable goal.for allowing for up to allowing for up to allowing for up to ra:at‘?;':":: N=989 BKZ 320 mg Q4W
patients living with psoriasis.! Therefore, new concepts surrounding 4 visits between 4 visits between 4 visits between BKZ  -pasi 90 : |
ealaA . : - : 2 PAS| >0-<2 PAS| >2-<5 BSA >1%-<3% 320mg———— ;Dose switch®
remission in psoriasis are increasingly being explored. = = o= Qsw_ 2PASI 90 \ H
_ _ _ _ Q G Q BKZ 320 mg Q8W i >
o Given the loss of disease control often seen over time with
biologics,? it is important to evaluate whether high efficacy
levels with biologics such as BKZ are continuously maintained in 2-5 Baselne  Week Week Week Week Week
the long term weeks 16 52/56° 76/80° 100/104° 196/200
. .. ........ ’ ............ ’ ............................ . ...................... . ................... . ......... / //. ........... ’
72.0% 01.8% 81.7% Year 1 Year 2 Year 4

e Here, we report the proportions of patients continuously maintaining
high efficacy levels at every visit over 4 years, allowing for up to
4 visits with lower, yet still favourable, responses (referred to here
using exploratory definitions of remission and high disease control).

Methods

Data were pooled from the BE SURE, BE VIVID, and BE READY phase
3 trials, and their open-label extension (OLE) BE BRIGHT (Figure 1).4~/

Included patients received BKZ 320 mg every 4 weeks (Q4W) to
Week 16, then BKZ Q4W or every 8 weeks (Q8W) into the OLE; all

patients received BKZ Q8W from Week 100/104 (OLE Week 48) or
the next scheduled visit.

Included patients in these analyses (N=503) were randomised to BKZ in the initial treatment period and
continued to receive BKZ in the maintenance period and OLE, and achieved PASI O at Week 16. BKZ-randomised
patients who were re-randomised to placebo at Week 16 in BE READY were not included in these analyses.

[a] BE VIVID had a duration of 52 weeks, and BE SURE and BE READY had a duration of 56 weeks; [b] At Week
76/80, patients achieving PASI 90 could switch to BKZ Q8W at the investigator’s discretion, and all patients were
re-assigned to BKZ Q8W at Week 100/104 or the next scheduled visit.

The majority of BKZ-treated patients with complete skin clearance at Week 16 (N=503)
maintained remission or high disease control through 4 years

Figure 2  Week 16 PASI O responders who maintained remission/high disease control through 4 years (mNRI-LOCF)
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treatment-related adverse events were considered non-responders
at subsequent timepoints; last observation carried forward (LOCF)
was used for other missing data (modified non-responder imputation
[MNRI]-LOCEF).

Results

Patients maintaining PASI O response (%) Patients maintaining PASI <2 response (%) Patients maintaining BSA <1% response (%)

Response levels were assessed at every study visit from Week 16 to Year 4 (29/30 further visits [study-dependent]). Continuous maintenance of PASI 0/PASI <2/BSA <1% was defined as having PASI 0/PASI <2/BSA <1% at every visit up
to and including Week 196/200, and allowing for up to 1/2/3/4 visits where patients did not maintain PASI 0/PASI <2/BSA <1% but retained PASI <2/PASI <5/BSA <3%, respectively. To be included in the analysis, patients had to have an
observed Week 16 PASI O response. One patient in the BE READY trial did not have a Week 16 PASI assessment; however, this patient had a PASI O response at Week 12 and Week 20 of BE READY, which was maintained through
Week 56, and so they were included in the analysis. [a] Among 17 patients who lost PASI O at 4 visits but retained PASI <2, 1 patient lost their response at 4 consecutive visits; [b] Among 2 patients who lost PASI <2 at 4 visits but
retained PASI <5, neither lost their response at 4 consecutive visits; [c] Among 3 patients who lost BSA <1% at 4 visits but retained BSA <3%, 1 patient lost their response at 4 consecutive visits.

» Overall, 503 BKZ-randomised patients who achieved PASI O at Week 16 Table 1 Baseline characteristics
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Only patients who entered the OLE were included in these analyses. [a] Baseline characteristics for BKZ Total Week 16 PASI O responders (N=503) were published previously;! [b] Allowing for up to 4 visits with PASI >0-<2;
[c] One additional patient had an IGA of 2 (mild) at baseline.

BKZ: bimekizumab; BSA: body surface area; DLQI: Dermatology Life Quality Index; IGA: Investigator's Global Assessment; IL: interleukin; LOCEF: last observation carried forward; mNRI-LOCF: modified non-responder imputation-last observation carried forward; OLE: open-label extension; PASI: Psoriasis Area and Severity Index; Q1: first quartile;

Q3: third quartile; Q4W: every 4 weeks; Q8W: every 8 weeks; SD: standard deviation; TNF: tumour necrosis factor.
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