Bimekizumab efficacy through Year 1 in patients with moderate to severe

plague psoriasis who had not achieved a PASI 90 response by Week 16:
A pooled analysis from four phase 3/3b trials

Synopsis

e A >90% reduction from baseline PASI (PASI 90) has been associated with improved

quality of life.!

High PASI 90 response rates, sustained through three years, have been observed
INn patients with moderate to severe plague psoriasis treated with BKZ, a
monoclonal IgGl antibody that selectively inhibits interleukin (IL)-17F in addition
to IL-17A.%77

Summary

We report PASI responses through Year 1 in patients who had not
achieved a PASI 90 response by Week 16 of the phase 3/3b BKZ trials
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Objective

To evaluate Psoriasis Area and Severity Index (PASI) response, including 80-
patient-level PASI response, through Year 1 in patients who had not achieved a
PASI 90 response at >1 visit up to and including Week 16, in four phase 3/3b trials
of bimekizumab (BKZ) in moderate to severe plaque psoriasis.

Methods

e Data were pooled from the 52-week BE VIVID,* 56-week BE READY,* and 56-week
BE SURE> double-blind phase 3 trials, and the 48-week double-blind period of the
BE RADIANT phase 3b trial.°
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Tablel Baseline characteristics

45.1% 45.4%

e This analysis includes all patients randomized to receive BKZ 320 mg every 42.3%

4 weeks (Q4W) from baseline to Week 16 (BKZ Total); at Week 16 patients either

continued to receive BKZ 320 mg Q4W or switched to BKZ 320 mg Q8W until the
end of the double-blind trial period.
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e Analyses focus on patients who had not achieved PASI 90 at >1 visit up to and

including Week 16 (PASI 90 non-responders by Week 16). Age (years), mean + SD

451+ 13.6 446 + 13.6

22.1%

Proportion of patients with PASI response (%)

— PASI response, including patient-level response, is reported through Year 1 Male, n (%) 949 (69.7) 874 (69.3) /3 (75.3)

(Week 52 for BE VIVID; Week 48 for other trials). 20-
White, n (%) 1,188 (87.2) | 1,110 (88.0) | /4 (76.3)

21.6%

e Data are also reported through Year 1 for two additional subsets of PASI 90
non-responders by Week 16:

— Patients randomized to BKZ 320 mg Q4W to Week 16, followed by BKZ 320 mg
Q8W (BKZ Q4W/Q8W; a dosing regimen approved for the majority of patients).

Weight (kg), mean + SD 89.7 + 219 89.0 + 21.1 99.5 + 28.5

Duration of psoriasis 182 + 126 i 181 + 12.5 5 201 + 14.2 0.0% 0.0
(years), mean + SD ; 5 0¢ O O ®
: | 8
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— Patients who completed the double-blind period of the phase 3/3b trials. 44 48/52°

Any prior biologic

therapy, n (%) 506 (37.2)

467 (37.0) 39 (40.2)

e Data are reported using non-responder imputation (NRI) and observed case (OC).
Patients with missing data at a given week are considered non-responders in the
NRI analysis.

PASI 75 (OC)

BSA (%), mean + SD
n/Nsubc 21/95 41/91 41/82 44/78 41/61 41/57 43/56 43/55 43/54 44/53 45/52 41/51

26.0 + 156 26.1+ 156 249 +16.1

PASI, mean + SD 20.7 + 76 208 + /6 19.7+ 8.0

PASI 90 (OC)
n/Nsubc 0/95 0/91 0/82 0/78 23/61 26/5/ 24/56 25/55 30/54 29/53 31/52 30/51

Results

e Overall, 1,362 patients were randomized to receive BKZ Q4W at baseline (BKZ Total).
Most patients treated with BKZ achieved PASI 90 at >1 visit by Week 16 (92.6%,;
1,261/1,362) while only 7.1% (97/1,362) were PASI 90 non-responders by Week 16.

[a] Included all patients randomized to receive BKZ in the 52-week BE VIVID, 56-week BE READY, 56-week BE SURE double-blind phase 3 trials, and the 48-week double-blind period of the

BE RADIANT phase 3b trial. The sum of responders (n=1,261) and non-responders (n=97) does not equal the overall population (N=1,362) because baseline PASI data were unavailable for four
patients; [b] Included patients treated with BKZ, who achieved a PASI 90 response at >1 visit up to and including Week 16 (based on observed data); [c] Included patients who had not achieved a
PASI 90 response at >1 visit up to and including Week 16 (based on observed data).

[a] Included patients treated with BKZ, who had not achieved a PASI 90 response at >1 visit up to and including Week 16 (based on observed data); [b] This analysis considered Week 48 as the Year 1
timepoint for the BE SURE, BE READY, and BE RADIANT trials, and Week 52 as the Year 1 timepoint for the BE VIVID trial; [c] Nsub represents the number of patients with a non-missing measurement.

Figure 2 Patient-level PASI response by visit among PASI 90 non-responders by Week 16 treated with BKZ Q4W/Q8W (OC)

— Baseline characteristics are presented in Table 1.
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e PASI 90 non-responders by Week 16 (n=97) still achieved high PASI response

during the double-blind trial. Week

— At the Year 1 visit, 42.3% and 30.9% of PASI 90 non-responders by Week 16 4 8 12 16 20 24 28 32 36 40 44
achieved PASI 75 and PASI 90, respectively (NRI; Figure 1).

— Up to and including the Week 16 visit, 72.2% of patients who had not achieved
PASI 90 achieved PASI 75 at >1 visit; up to and including the Year 1 visit, 83.5%
achieved PASI 75 at >1 visit (NRI).

— Median (minimum, maximum) percentage change from baseline PASI increased
from —77.31 (-=89.7, 20.0) at Week 16 (n=7/8; OC) to -92.9 (-100.0, 90.7) at Year 1
(n=51; OQC).

o Of the 97 PASI 90 non-responders by Week 16, 61.9% (n=60) completed their
respective double-blind phase 3/3b trials.

— Of these patients, 96.7% (58/60) and 55.0% (33/60) achieved PASI 75 and
PASI 90, respectively, at >1 visit by Year 1 of the double-blind period (OC).

e The BKZ Q4W/Q8W subgroup (n=480/1,362) had 25 patients who were PASI 90
non-responders by Week 16.

BKZ Q4W/Q8W-treated
patients without a
PASI 90 response

at >1 visit by Week 16
(n=25)

— Patient-level PASI response for patients treated with BKZ Q4W/Q8W is
presented in Figure 2 (OC); 96.0% (24/25) and 48.0% (12/25) of patients
achieved PASI 75 and PASI 90, respectively, at >1 visit by Year 1 of the
double-blind period (OC).

— There were 15 patients who completed their respective double-blind
phase 3/3b trials; of these, 100.0% (15/15) and 66.7% (10/15) achieved PASI 75
and PASI 90, respectively, at >1 visit by Year 1 of the double-blind period (OC).

[a]l This analysis considered Week 48 as the Year 1 timepoint for the BE SURE, BE READY, and BE RADIANT trials, and Week 52 as the Year 1 timepoint for the BE VIVID trial; therefore, the final visits of the double-blind period of BE READY and BE SURE are not included here.

e By Year 1, only 44% (60/1,362) of all patients treated with BKZ had not achieved
PASI 90 at >1 visit.

BKZ: bimekizumab; BSA: body surface area; IgGl: immunoglobulin G1; IL: interleukin; NRI: non-responder imputation; OC: observed case; PASI: Psoriasis Area and Severity Index; PASI 50/75/90: >50%/>75%/>90% improvement from baseline PASI; Q4W: every 4 weeks; Q8W: every 8 weeks; SD: standard deviation.

Conclusions

The majority of patients treated with BKZ, achieved PASI 90 at >1 visit by Week 16
in four phase 3/3b trials of BKZ in moderate to severe plaque psoriasis.
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Among the limited number of patients who had not achieved PASI 90 at >1 visit by
Week 16, the PASI 90 and PASI 75 response rates increased through Year 1.
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