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Bimekizumab PASI response levels in Week 16 PASI responders with moderate to

severe plaque psoriasis through 4 years: Results from BE BRIGHT
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Objective Summary

To evaluate the maintenance of 100%/>90%/>75% Percentage of Week 16 PASI 100 responders achieving PASI 100/90/75 at Year 1 and Year 4 (mNRI)

improvements from baseline in Psoriasis Area Severity Index
(PASI) over 4 years in patients who achieved complete skin

clearance after 16 weeks of bimekizumab (BKZ) treatment. 100- 99.2 96.2
98.2
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Introduction 89.3

e Patients with psoriasis treated with biologic therapies often
lose their response to treatment over time. Therefore, it is
Important to study the durability of treatment efficacy to
determine if responses are maintained throughout long-term
management of the disease.
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e Treatment with BKZ, a monoclonal IgGl antibody that inhibits 0 Year 1 . Year 4
interleukin (IL)-17F in addition to IL-17A, has demonstrated

rapid and high levels of complete skin clearance through Around three-quarters of patients who achieved complete skin clearance (PASI 100) at Week 16 maintained this response over 4 years.

. 'years ! patler']ts Wlth moderate to severe. plague psoriasis, Nearly 90% maintained PASI 90 and over 95% maintained at least PASI /5 over 4 years.
with low reduction in response rates over time.!?

Year 1 Year 4

 Here, patients who achieved the most stringent outcome
(PASI 100) after 4 months (16 weeks) of BKZ treatment were
followed through 4 years. Figurel BE BRIGHT study design

— We report the proportion of patients maintaining PASI 100,
alongside the proportions of patients maintaining BE SURE, BE VIVID, and BE READY?* BE BRIGHT?
PASI 90 and PASI /5, to help understand the magnitude of
any fluctuations in their symptoms over time.

MethOds <PASI 90

BKZ 320 mg Q4W Dose switch® Dose switch®
>PASI 90 i i

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

Initial treatment period Maintenance treatment period Open-label treatment period

BKZ 320 mg Q4W

 Data were pooled from the 52-week BE VIVID and

BKZ 320 mg Q8W v K
56-week BE SURE and BE READY phase 3 trials, and their All BKZ- BKZ 320 mg BKZ
. . _ randomised Q4W Total
open-label extension (OLE), BE BRIGHT (Figure 1).3-¢ B o8- ot
: : . BKZ 320 Q4W
— Included patients were randomised to receive <PASI 90 - 5 5
BKZ 320 mg every 4 weeks (Q4W) to Week 16, then BKZ 320 mg Q8W | Dose switch®  Dose switch®
- : PASI 90 : :
received BKZ Q4W or every 8 weeks (Q4W) in the - \ 32 520 mo Q8w ; ; }Ex(z Q4W/QdBW
: : approve
maintenance period and OLE. dose)
_ _ Baseline Week 16 Week 52/56¢ Week 76/80¢ Week 100/104¢ Week 196/200¢
— All patients received BKZ Q8W from OLE Week 48 or the @ e, @ e @ e @ e ® /ST, ®
next scheduled clinic visit. Yearl Year2 Year 4
¢ PAS' 100/90/75 responses are reported in Week 16 PAS' 100 [a] In BE READY, some BKZ-randomised patients were re-randomised to placebo at Week 16. These patients were excluded from this analysis; [b] At Week 76/80 (OLE Week 24), patients achieving >PASI 90 could switch to Q8W at the
investigator's discretion; all patients were re-assigned to BKZ Q8W at Week 100/104 (OLE Week 48) or the next scheduled visit via protocol amendment; [c] Different week numbers are presented due to different feeder study lengths;
responders over 4 years.

for example Week 52/56 refers to Year 1/start of OLE, and corresponds to Week 52 in BE VIVID and Week 56 in BE SURE and BE READY.
e Data are reported regardless of dosing regimen

(BKZ Total), and for the subset of patients who received : :
BKZ Q4W to Week 16 then Q8W continuously into the OLE Figure 2 PASI response in Week 16 PASI 100 responders to Year 4 (mNRI and OC)

(Q4W/Q8W:; the approved dosing regimen for most patients

with psoriasis).’ A) BKZ Total group
 Responses are reported using modified non-responder 99.2 99.0
impUtatiOﬂ (mNR|) 98:2 97:1 SZZ gg%
— Patients who discontinued due to lack of efficacy/ Week 16 _ 100 :
treatment-related adverse events were considered PASI 100 X a0- i
non-responders at subsequent timepoints. responders 2 89.3 85.6 80.7
— Multiple imputation was used for all other missing data. € - O
) :
e Observed case (OC) data are also reported. 62.7% § ;
g 40° e
Results 2 5 BKZ Total (N=503):
@ 20 5 PASI 75
- At Week 16, 620 BKZ patients achieved PASI 100 (NRI); Al L ranomied @ el SE BRIGHT SO
503 (81.1%) of these patients entered the OLE, receiving BKZ pat'e"tlflél =989) o et — . . . . . PA.Sl 00 . |
continuously up to 4 years (BKZ Total). Week 16 20 24 28 32 36 40 44 48 52 56 60 64 68 72 76 8084 88 92 9610 112 124 136 148 160 172 184 196
— 147 of these patients received BKZ Q4W/Q8W. E'L(:I;‘;tal (OC), n/N,, 4;232;5 42:72:5 4126/‘228 4?83/;‘1‘1
o« Of tkle Week 16 PASI 1QO responders that entered ttwe OLE, PAS| 90 489/495 A57/465 435/448 387/411
gféé 2\1;\5228 J\j’taltpat'te;‘ts completediveana (857 01 PASI 100 447/495 414/465 385/448 332/411
patients).
e For the BKZ Total group, 89.3% (95% confidence intervals B) BKZ Q4W/Q8W group
[Cls]: 86.5%, 92.0%) of Week 16 PASI 100 responders
maintained PASI 100 to Year 1; 73.0% (95% Cls: 68.7%, 77.4%) 100 99.3 97.9 95.2
maiﬂtaiﬂed PASI 100 tO Year 4 (Flgure 2) 100 @ 25 Se— 99_?1 ........... '_‘ ............... . ............ 9682 ............ _. ................ ‘ .. 881
— PASI 90 was maintained by 98.2% (95% Cls: not estimable x\ieselligg S |v*et o e®* e 0,00 .o . e T "‘:-'::'-".'8
[NE]) at Year 1 and 89.3% (95% Cls: 86.2%, 92.3%) at Year 4. responders = 80- i 88.3 I *\8§>9/‘\'———'\0
— PASI 75 was maintained by 99.2% (95% Cls: NE) at Year 1 € E 76.7
and 96.2% (95% Cls: 94.5%, 98.0%) at Year 4. s ©07 ;
72) I
« In the subgroup who received BKZ Q4W/Q8W, PASI 100/90/75 62.7% § 20- 5
responses were similarly high through 4 years. S BKZ Q4W/Q8W (N=147)
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Conclusions All BKZ-randomised & BE VIVID, BE READY, | --@-- PASI 90
patients (N=989) 0 BE SURE BE BRIGHT —e— PASI 100
H'gh prc;portlorl\stof ﬁ!melklzumab-(gr:g::igg)at:ntz who " NRI Week 16 20 24 28 32 36 40 44 48 52 56 60 64 68 72 76 8084 88 92 9610 112 124 136 148 160 172 184 196
achieved complete skin clearance after 4 months BKZ Q4W/Q8W (OC) n/N  Year 1 Year 2 Year 3 Year 4
maintained this response through 4 years. A large majority PASI 75 (0. °b51 427; 46 1;;;37 13?/131 1;;;17
of patients who did not maintain PASI 100 sustained PASI 90, PAS| 90 145/146 137/137 129/131 109/117
and almost all maintained at least PASI 75 over 4 years. PASI 100 137/146 125/137 114/131 100/117

For mNRI, patients who discontinued due to lack of efficacy/treatment-related adverse events were considered non-responders at subsequent timepoints; multiple imputation was used for all other missing data. Patients who entered
the BE READY escape arm were considered as non-responders from the date of escape until the end of BE READY, after which they were considered in the same way as all other non-escape patients during the BE BRIGHT OLE.*
BE VIVID lasted 52 weeks and BE SURE and BE READY lasted 56 weeks; to pool data across studies, Week 56 data were not included. In this figure, the period after Week 52 corresponds to the BE BRIGHT OLE.

BKZ: bimekizumab; CI: confidence interval; IL: interleukin; mNRI: modified non-responder imputation; NE: not estimable; N_, : observed N; NRI: non-responder imputation; OC: observed case; OLE: open-label extension; PASI: Psoriasis Area and Severity Index; PASI 100/90/75: 100%/>90%/>75% improvement from baseline in PASI; Q4W: every 4 weeks; Q8W: every 8 weeks.
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