Bimekizumab continuous maintenance of response at every visit through two years Andrew Blauvelt,! Curdin Conrad,2 Antonio

Costanzo,® Peter van de Kerkhof,* George

In patients with moderate to severe plague psoriasis: Post-hoc results from five phase Han,5 Richard G. Langley,® Leah Davis, Bengt
3/3b trials Hoepken,® Susanne Wiegratz,® Luis Puig®

ObjeCtive Summary Figurel  Study design Table 1 Baseline characteristics

To assess the continual maintenance of >90% improvement from baseline in

Psoriasis Area and Severity Index (PASI 90) responses with bimekizumab (BKZ) at We report the proportions of patients who continuously maintained their PASI 90 R e e oy RADIANT T ey
every single visit from Week 16 through two years of treatment in patients with response from Week 16 through 2 years ) Initial treatment ' ) )
moderate to severe plaque psoriasis. sereening period Heintenance period Openvisbelirestment period Age (years), mean + SD 450+ 155
Response at every study visit <PASI 90 BKZ 320 mg Q4W Male, n (%) 695 (69.8)
BaCkg Frou nd BKZ 320 mg (L1) BERADIANT ; . White, n (%) 872 (87.6)
. . . Qaw =PASI90 | P o Weight (kg), sD 89.1+20.8
« In patients who have already achieved skin clearance, surveys have shown that Bz —e ° ° ° ° ° o—P 2 years BKZ 520 mg 2 PEBRIGHT . eight (kg). mean :
. . ) 0z PASI 90 response All BKZ- Q4w BKZ 320 mg Q8W = Duration of psoriasis (years), mean + SD 18.2+12.6
long-lasting maintenance of response is a key treatment goal.t rendormised R S 20 e oty YT YT
patients =1 mg , + T/
» Considering this goal, and the loss of clinical response often seen over time,? \ <PASI90 BSA (%), mean + SD 269 + 16.0
it is important to evaluate long-term treatment efficacy. Bz 320 mg GBW \ L Do IGA. n (%)
>PASI 90 v v
» BKZ, a monoclonal IgG1 antibody that selectively inhibits IL-17F in addition 86.9% (1,184/1,362) of 81.9% of BKZ Week 16 PASI Response assessment BKZ 320 mg Q8W =~ — 3: moderate 652 (65.5)
to IL-17A,% has demonstrated rapid and superior efficacy in the treatment of 86093 DKZ-randomized patients I 90 responders never lost _ 4: severe 341 (34.3)
patlents Wlth moderate to severe plaque pSOrIaSIS In head_to_head studles aCh|eVed PASI 90 at Week 16 (NR') I’esponse at aﬂy Study VISIt ®---- .Ba.S;l":e. e .W.e:( 1-6. e .\A./efk.4:/5.2/.56. e, 'OI:E'W‘e;ks‘lza:uj.Zf . .O‘LEV‘V;ek48 DLQI total, mean + SD 107 + 6.4
versus ustekinumab, adalimumab, and secukinumab, with established long-term through 2 years (mNRI) 2-5 weeks Year1 Year2 Any prior systemic therapy, n (%) 772(77.6)
ili T *Patients receiving m who achieved > at the end of the feeder studies were randomized 1:1in and 4:1in (o] m ri i i ! % .
durablllty of response 5=E BKZ 320 mg Q4W who achieved >PASI 90 at the end of the feeder stud d d 1:1in BE RADIANT and 4:1 in BE BRIGHT to BKZ 320 mg Q4W Prior biologic therapy. n (%) 383 (38.5)
or Q8W; patients receiving BKZ 320 mg Q8W who achieved >PASI 90 at the end of the feeder studies remained on Q8W dosing; 995 patients achieved >PASI 90 at the end
of the feeder studies an.q entered the OLEs; °In BE RADIANT, at OLE Week 16 or the next scheduled clinic visit, patients switc‘hed to BKZ QSW afteerethe implee?nen(t)athr;rof
M et h od s zc?ryr(:s(z)coor:dasrqgdeEn;{TEt)l\lAnNiEV\?:elfgg StE(\)/\I_\E\ gv/eBeEkBZF:'C?SEllevr\}teseiclkz)l(e)\,l:r?dzBPEASR‘EE/)AOD?/)E\;EBSF\:\(&C—Gt:naSBVé/ gtj;{h;/éngeBthl‘%al-ti?rrvils‘esfgztfn' OLE Weekas dorveara) *Data were pooled for all patients who achieved a PASI 90 response at Week 16 and entered the relevant OLE (BKZ Total)
o Two-year data were pooled from the 52-week BE VIVID and 56-week
BE READY and BE SURE phase 3 trials, 48 weeks of their ongoing Figure 2  Week 16 PASI 90 responders who either never lost Figure 3  Flow of PASI responses among Week 16 PASI 90 responders showing maintenance, loss or regain of response between
;’E‘ir‘fﬁigl eXteES(;O” k()?LE)lq BdE 5R|GHTA & é"j‘éas ths BEf tRhAD'ANT_phase response or lost response at 1 visit, 2 visits or >2 visits study visits (mMNRI)
ria -week double-blinded period an weeks of the ongoing
OLE; Figure 1) >-° thrOUgh 2 years (MNRI) 995 -

e Included patients were randomized to receive BKZ 320 mg every 4 weeks (Q4W) Never lost response 6.8% 3.0% 8.3%
over 2 years

N

A\ 4

to Week 16, then either BKZ Q4W or Q8W until OLE entry (Week 48/52/56; Year 1),
at which point, patients received BKZ Q4W or Q8W based on PASI response and
prior maintenance dose (Figure 1).
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» Continuous maintenance of PASI 90 response at every single visit through OLE
Week 48 (2 years) in Week 16 PASI 90 responders is reported.

» Data are reported using modified non-responder imputation (mNRI); patients who
discontinued treatment due to lack of efficacy or treatment-related adverse events
were considered non-responders at subsequent timepoints; multiple imputation
was used for all other missing data.

500 -

* Week 16 PASI 90 responder rate is reported for context (NRI).

Results

» At Week 16, 86.9% (1,184/1,362) BKZ-randomized patients achieved PASI 90 (NRI);
995 entered the OLEs and are included in these analyses.

250 -

Week 16 PASI 90 responders (N
Week 16 PASI 90 responders (N

— Baseline characteristics of these patients are shown in Table 1. I ! ! I ! I
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o Of the Week 16 PASI 90 responders who entered the OLE, 93.7% also achieved _ . 0
PASI 90 at 2 years; 90.6% continuously maintained PASI 90 at every single Patients (%)
isit th h1 Week 48) and 81.9% at ingle visit th h 2
\(/Il_-?guréo;?nNR%)ear (Wee yan at every singte vis roug years B Never lost response B Lost response at 1 visit Week OLE
- 6.8% only lost PASI 90 at 1 visit, 3.0% only lost PASI 90 at 2 visits, and Lost response at 2 visits Lost response at >2 visits Hl PASI 90 PASI 75 PASI <75

o o o
8.3% lost PASI 90 at >2 visits.
Out of 1,184 BKZ-randomized patients who achieved PASI 90 at Week 16, 995 entered the OLE and are included in these analyses. Of those that had an observed loss of PASI
° The ﬂ.OW Of PAS' responses a mong Week 16 PAS' 90 responders ShOW| ng 90 (N=435), 81.0% only lost PASI 90 response at 1 or 2 visits over 2 years (mNRI) Bar heights are proportional to the number of patients achieving/maintaining PASI 90, PASI 75 or PASI <75 at each visit through OLE Week 48 (2 years). Flows represent the number of patients transitioning to a different PASI response category between visits (color of transition aligns with previous response category).

maintenance, loss, or regain of response between study visits is shown in Figure 3.

BKZ: bimekizumab; BSA: body surface area; DLQI: Dermatology Life Quality Index; IGA: Investigator's Global Assessment; mNRI: modified non-responder imputation; NRI: non-responder imputation; OC: observed case; OLE: open-label extension; PASI: Psoriasis Area and Severity Index; PASI 75/90/100: >75%/>90%/100% improvement from baseline in PASI; Q4W: every 4 weeks; Q8W: every 8 weeks; SD: standard deviation.
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