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Bimekizumab simultaneous skin and nail clearance in patients with psoriasis:

Assessing comparative efficacy in four phase 3/3b studies

Joseph F. Merola,! Richard B. Warren,2* Diamant Thaci,* Kenneth B. Gordon,> Emi Nishida,® Bruce Strober,”® Curdin Conrad,” Sarah Kavanagh,*
José Manuel Lopez Pinto,** Bengt Hoepken,'* Paolo Gisondi*?

Objective

To evaluate simultaneous complete skin and nail clearance in
patients with moderate to severe plaque psoriasis treated with
bimekizumab (BKZ) or active comparators.

Background

e 40-607% of patients with plaque psoriasis have simultaneous
nail involvement and, due to their structure and growth rate,
nails are often more difficult to treat than skin.*? Nail psoriasis
has been identified as a medium to long-term risk factor for
psoriatic arthritis (PsA) development.2=

e Psoriasis of the nails disproportionately impacts physical and
emotional well-being,®” and clearance of nails could improve
patients’ health-related quality of life.?

e Complete skin clearance (100% improvement from baseline
In Psoriasis Area and Severity Index [PASI 100]) is becoming an
achievable treatment goal with new biologics;®~** however, the
PASI does not include assessment of nail clearance.?

e Complete clearance of nalil psoriasis in addition to skin may
result in lower rates of progression to PsA.*

e Therefore, it is important to evaluate simultaneous clearance
of nail and skin psoriasis.

Methods

 Data were analysed from patients receiving BKZ 320 mg every
4 weeks (Q4W) or Q8W vs active comparators or placebo (PBO)
in four phase 3/3b trials (BKZ Total represents BKZ Q4W and

QB8W dose groups combined):

— BE SURE: BKZ Total vs adalimumab (ADA) to Week 24,

— BE RADIANT: BKZ Total vs secukinumab (SEC) to Week 48;%
— BE VIVID: BKZ Q4W vs ustekinumab (UST) to Week 52;°

— Pooled BE VIVID/BE READY: BKZ Q4W vs PBO to Week 16.8°

e Patients included in these analyses had fingernail involvement
at baseline, defined as a modified Nail Psoriasis Severity Index
(MNAPSI) >0.

e Proportions of patients who achieved simultaneous complete
clearance of skin (PASI 100) and complete clearance of nails
(MNAPSI O) are reported.

e Data are reported using non-responder imputation (NRI) and
as observed case (OC).

Results

» Proportions of patients with mNAPSI >0 at baseline were:

— BE SURE: 181/319 (56.7%) BKZ- and 95/159 (59.7%)
ADA-randomised patients;

— BE RADIANT: 204/373 (54.7%) BKZ- and 179/370 (48.4%)
SEC-randomised patients;

— BE VIVID: 194/321 (60.4%) BKZ- and 109/163 (66.9%)
UST-randomised patients;

— Pooled BE VIVID/BE READY: 404/670 (60.3%) BKZ- and
101/169 (59.8%) PBO-randomised patients.

e Baseline characteristics of patients with mNAPSI >0 are reported
in Table 1.

o At Week 16, 20.4% BKZ vs 6.3% ADA patients (BE SURE),
28.4% BKZ vs 26.8% SEC patients (BE RADIANT), 16.5% BKZ
vs 4.6% UST patients (BE VIVID), and 21.3% BKZ vs 0.0% PBO
patients (BE VIVID/BE READY) achieved PASI 100 and mNAPSI O
simultaneously (NRI; Figure 1A-D).

e At the end of comparator-controlled periods, 39.2% BKZ vs
16.8% ADA patients (BE SURE Week 24), 56.9% BKZ vs
33.0% SEC patients (BE RADIANT Week 48), and 44.8% BKZ vs
22.0% UST patients (BE VIVID Week 52) achieved PASI 100 and
MNAPSI O simultaneously (NRI; Figure 1A-C).

Conclusions

Rates of simultaneous complete skin and nail clearance ranged
16.5-28.4% in BKZ-treated patients as early as Week 16, increased
further to the end of controlled study periods, and were higher
for BKZ-treated patients vs active comparators or PBO. This
underscores the consistent and durable efficacy of BKZ across
multiple domains of psoriatic disease, including nail involvement -
one of the known risk factors for progression to PsA.*

Summary

Proportion of patients achieving simultaneous PASI 100

and mNAPSI 0 in comparator-controlled periods (NRI)
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Simultaneous clearance of skin and nail psoriasis was achieved in higher proportions of

Table 1

PASI 100

e 100% improvement
from baseline in PASI,
indicating complete
skin clearance

MNAPSI O

e Each nail scored 0-13, for a total
score out of 130

« MmNAPSI 0 = complete nail clearance

« MNAPSI scoring scale:

Nail plate Red spots
Onchylosis crumbling Pitting in lunula
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Leukonychia
Splinter Nail bed
haemorrhages hyperkeratosis

BKZ-treated patients than in patients treated with comparators.

BE VIVID/BE READY

Baseline characteristics of patients with mNAPSI >0 in BE SURE, BE RADIANT, BE VIVID, and pooled

BE SURE BE RADIANT BE VIVID BE VIVID/BE READY
BKZTotal |  ADA BKZTotal |  SEC BKZQ4W |  UST BKZQ4W |  PBO
(N=181) : (N=95) (N=204) | (N=179) (N=194) | (N=109) (N=404) | (N=101)
Age (years), mean + SD 452 + 124 | 455+ 139 | 464 +147 | 447 +13.0 | 453+ 13.6 | 469+ 129 | 457 +13.0 | 470 + 127
Male, n (%) 138 (76.2) | 72 (75.8) 151 (74.0) ' 142 (79.3) | 162(83.5) ! 86 (78.9) 328 (81.2) | 81(80.2)
White, n (%) 158 (87.3) | 86(90.5) | 188(92.2) | 176(98.3) | 140(72.2) : 76 (69.7) 335(82.9) | 85(84.2)
Weight (kg), mean + SD 0314222 1 90.2+20.6 | 914 +204 | 914 +181 | 917 +239 | 886+199 | 91.0+ 219 | 939 + 249
an:;a:"j“ng psoriasis (years). 155919 0 163+107 | 1914136 | 178 4116 | 166+107 | 183 +110 | 183 +12.3 | 20.3 +13.3
mNAPSI, mean + SD 220+219 | 183+181 | 182+18.0 : 19.2+20.1 | 205+20.1 | 21.0+21.0 | 20.5+ 20.7 | 19.7 + 20.6
PASI score, mean + SD 208+71 ' 191+60 | 21.0+84 | 198+65 | 23.0+89 | 214+85 | 223+86 | 207+ 75
BSA (%), mean + SD 274 +153 | 253+153 | 264 +171 | 23.0+133 | 305+ 183 | 269 +169 | 286 +175 | 269 + 16.3
IGA, n (%) ; | : |
3: moderate 115 (635 | 68(71.6) | 122(59.8) | 128 (71.5) | 115(59.3) | 62(569) | 249 (616) | 63 (62.4)
4: severe 66 (36.5) | 27 (28.4) 81(39.7) | 51 (28.5) 78 (40.2) | 47 (43.1) 154 (38.1) | 37 (36.6)
Any prior systemic therapy, n (%) 121(66.9) '« 71(74.7) 152 (74.5) ' 137 (76.5) 163 (84.0) |« 93(85.3) 336 (83.2) « 77(76.2)
Any prior biologic therapy, n (%) 55 (30.4) . 32 (33.7) 73(35.8) | 67(374) 76 (39.2) | 42 (38.5) 161 (39.9) 38 (3/.6)

BKZ Total represents BKZ 320 mg Q4W and Q8W dose groups combined. [a] One additional patient had mild IGA.
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Data shown are NRI (%) or OC (% [n/N_, 1), as indicated. All patients randomised to each treatment regimen, with mNAPSI >0 at baseline, are included. [a] BKZ Total represents BKZ 320 mg Q4W and Q8W dose groups combined.

ADA: adalimumab; BKZ: bimekizumab; BMI: body mass index; BSA: body surface area; IGA: investigator’s global assessment; mNAPSI: modified Nail Psoriasis Severity Index; N_, : N observed; NRI: non-responder imputation; OC: observed case; PASI 100: 100% improvement from baseline in Psoriasis Area and Severity Index; PBO: placebo; PsA: psoriatic arthritis;

Q4W: every 4 weeks; Q8W: every 8 weeks; SEC: secukinumab; UST: ustekinumab.
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