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Long-term Results from a Phase 3 Study and Open-Label Extension

Objective

To evaluate the efficacy of bimekizumab (BKZ), as measured by complete
or near-complete skin clearance using the Psoriasis Area and Severity
Index (PASI), and its long-term safety in patients with moderate to severe
plaque psoriasis through 4 years of treatment.

Background

« BKZis a monoclonal IgG1 antibody which selectively inhibits interleukin (IL)-17F
in addition to |L-17A1

o Clinical improvements over 3 years, with no unexpected safety findings, were
previously reported with BKZ in the BE SURE (NCT03412747) phase 3 trial and
BE BRIGHT open-label extension (OLE; NCT03598790).2°

Methods

o Patients who completed the 56-week BE SURE phase 3 trial could enroll in the
BE BRIGHT OLE (Figure 1).

o Efficacy data, in terms of PASI 90 (>907% improvement from baseline in PASI)
and PASI 100 response rates, are reported through to Week 200 by initial
randomization treatment groups. Patients who discontinued due to lack
of efficacy or treatment-related adverse events were considered
non-responders; multiple imputation was used for other missing data
(modified non-responder imputation; mNRI).

 Treatment-emergent adverse events (TEAES) occurring whilst receiving BKZ
(incidence/100 patient-years [PY]) are reported through Weeks 0—-200 for
patients receiving >1 dose of BKZ (BKZ Total) and the subset receiving
BKZ Q4W/Q8W/Q8W (dose approved for most patients).

Results

e |In BE SURE, a total of 478 patients were randomized to BKZ Q4W/Q8W (N=161),
BKZ Q4W/Q4W (N=158), and adalimumab (ADA)/BKZ (N=159) (Figure 1). Baseline
characteristics have been reported previously and were similar between the
groups examined.?

« At Week 200, PASI 90 was achieved by 83.2% of BKZ Q4W/Q8W-randomized
patients, 82.4% of BKZ Q4W/Q4W-randomized patients, and 8/7.6% of
ADA/BKZ-randomized patients (mNRI; Figure 2A). PASI 100 was achieved
by 58.5%, 61.9%, and 69.5%, respectively (mMNRI; Figure 2B).

e Through Weeks 0—-200, the rate of serious TEAEs with BKZ was low (4.9/100 PY;

Table 1). The most common TEAEs were nasopharyngitis (12.3/100 PY), oral
candidiasis (8.3/100 PY), and upper respiratory tract infection (6.0/100 PY).

e Most oral candidiasis events (99.2%) were mild or moderate, and no cases of
oral candidiasis led to discontinuation. There were 5 deaths, none were related
to treatment.

e Rates of TEAEs of interest are reported in Table 2.

Conclusions

Clinical improvements achieved after one year of bimekizumab treatment
were maintained through 4 years.

Efficacy outcomes improved in adalimumab-treated patients who switched
to bimekizumab at Week 24 and high responses were durable to Week 200.

Bimekizumab was well-tolerated through Week 200 and no new safety signals
were identified with longer exposure, including in the subset of patients

who received the bimekizumab dosing regimen approved for most patients
(Q4W/Q8W/Q8W).
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Figurel BE SURE and BE BRIGHT study design Figure 2 PASI 90 and PASI 100 response rates through Week 200
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ADA: adalimumab; ALT: alanine aminotransferase; AST: aspartate aminotransferase; BKZ: bimekizumab; Cl: confidence interval; EAIR: exposure-adjusted incidence rate; IBD: inflammatory bowel disease; IL: interleukin; mNRI: modified non-responder imputation; NMSC: non-melanoma skin cancer; OC: observed case; OLE: open-label extension; PASI: Psoriasis Area and Severity Index; PASI 90/100: >90%/100% improvement from baseline in PASI; PY: patient-years; Q2W: every 2 weeks; Q4W: every 4 weeks; Q8W: every 8 weeks;
TEAE: treatment-emergent adverse event; ULN: upper limit of normal.
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