Antonio Costanzo,! Kim Papp,??

Bimekizumab response through 3 years in patients with plague psoriasis Chivstiesler . M. Criifra s D Resmain

Luis Puig,” George Han,® Nicola Tilt,° Krista Wixted,*
Balint Szilagyi,'t Jéremy Lambert,? Andrew Blauvelt*®

who stopped and re-started treatment

Objective Summary Figure2  Achievement of PASI 90 and PASI 100 over 3 years in patients in the Week 16—56 PBO

To understand how well clinical responses can be maintained after withdrawal of bimekizumab . Group (OQC)
(BKZ) treatment and to identify whether clinical responses can be re-captured and maintained _ Analysed patient groups P
for up to 2 years with BKZ re-treatment. Two BE READY patient groups who stopped and re-started treatment were analysed
Both groups were randomised to BKZ 320 mg Q4W, achieved PASI 90 at Week 16, and were re-randomised to PBO PB PASI 90 PASI 100
- (o)
Introduction ~ (maintained PASI 75) BE BRIGHT OLE
» Patients with moderate to severe plaque psoriasis may report interruptions in biologic treatment. !9 Week 16-56 PBO Group \ .@ Escape Group \ 100 96.4%
. Therefore, it is important to understand how long responses can be. maintained after treatment (1 Patients who maintained PASI 75 (X Patients who relapsed (lost PASI 75) at any visit 90 A 96.9% o5 79,
withdrawal, and whether responses can be re-captured and maintained upon re-treatment. from Week 16—56 with PBO from Week 20-56 with PBO 80 :
 Inthe BE READY phase 3 trial, the median time to relapse (loss of PASI 75 [>75% improvement 81.3%
from baseline Psoriasis Area and Severity Index]) from last BKZ dose (Week 12) in Week 16 PASI >75 275 >75 275 275 275 275 275 275 275 PASI 275 275 >75 QIR e S0 701 OLE
PASI 90 responders was 32 weeks;! median time to loss of PASI 90 was 28 weeks.? Q@@ @@ @@ @ @@ Q@ @@ S 60- ENTRY
o Here, we report responses to BKZ through 3 years in two BE READY patient groups who Week Week Week Entrgth éi—v\\//veek open-label v 51 5%
stopped and re-started treatment. 20 56 20 escapearm k5 501 =
@ Q00 Escape Week 12 E 40 -
M et h Od S \ Randomised-withdrawal period j \ Randomised-withdrawal period / 30 Last BKZ dose at Week 12; Week 56 33.3%
« Data are reported from the BE READY randomised-withdrawal trial and its ongoing 20 reSpo”;f;::é‘:c;ei::ti:::tweeks
open-label extension (OLE), BE BRIGHT.*? Almost one third of patients did not relapse after withdrawal of BKZ The vast majority of patients who relapsed regained high levels of
« Included patients were initially randomised to BKZ 320 mg every 4 weeks (Q4W), Levels of skin clearance greatly improved after re-starting BKZ treatment skin clearance after re-starting BKZ treatment 10 1 Week 16-56 Receiving BKZ (pooled Q4W + Q8W)?
achieved PASI 90 at Week 16, and were re-randomised to placebo (PBO) for the 40-week 0 | L . . . .
randomised-withdrawal period, before entering the OLE (Figure 1). High responses were durable through 2 years of BKZ re-treatment Week 16 20 24 28 32 36 40 44 48 52 56  OLE Week 0° OLE Week 24 OLE Week 48 OLE Week 72 OLE Week 96
— Patients who maintained PASI 75 throughout the randomised-withdrawal period Patients, n 33 33 33 32 8
continued to receive PBO to Week 56, then entered the OLE (Week 16—56 PBO Group);
these patients underwent a mandatory switch to BKZ Q4W on OLE entry.
— Patients who relapsed while receiving PBO (<PASI 75 response at any visit between Week Figure 1 BE READY/BE BRIGHT Study design Table 1 Baseline characteristics Figure 3 Achievement of PASI 90 and PASI 100 over 3 years N
20-56) entered a 12-week escape arm and were re-treated with open-label BKZ Q4W. Those : :
who achieved PASI 50 after 12 weeks of escape treatment entered the OLE (Escape Group), Week 16-56 PBO Group Escape Group All patients : : patle nts in the Escape Grou P (OC)
and received either BKZ Q4W or Q8W depending on Escape Week 12 PASI 90 response. re-randomised | Vgggkclfo—:: | Escape Group
» Proportions of patients achieving near-complete/complete skin clearance (PASI 90/PASI 100) G iR s R T e Oy L G e to PBO ; (N=33) ! (N=66) 080 . PASI 90 PASI 100
arek:eported throggh OL.E Week 96, as observed case (patients with non-missing measurements ) B2 520 m 7 ) B2 520 mg ; (N=105) (relapsed) S:rarﬁe BE BRIGHT OLE
at the respective timepoint). N=349 Q4w N=105 S FB0 N=33 T Qaw Age (years), mean + SD L 423+116 0 4124107 | 432+118 100 -
Resu ltS (<PASIF;§lZ?Ziyvisit Male, n (%) 77(73.3) 22 (66.7) 50 (75.8) 90 96.7% 93.2%
between Week 20-56) ) ) White, n (%) E 95 (90.5) E 32 (97.0) E 59 (89.4) 80 - 90.8% o o
. At Week 16, 317/349 (90.8%) BKZ Q4W-randomised patients achieved PASI 90;! 105 of i PASISO— N=54 2o e Ween 46 or . : : : : 83.3% 78.0%
- N >€d pat . ' | <PASI 90 Investigator  OLE Week 48 or next Weight (kg), mean + SD : 876 +19.2 i 81.8+209 | 908+183 _ 704
these patients were re-randomised to PBO. Their baseline characteristics are presented eek discretion schedledvist Duration of psoriasis (years) ' ' ' E 60
in Table 1.2 e arm: - | ’ | | | v 63.1%
IOf hese, 31.4% (33/105) d on PBO for 40 weeks and d PASI 75 o2 320 g Gaw o \ | mean + 5D | Dowles p MeRRS L OrRY 5 %01
. these, 31.4% continued on or 40 weeks and maintaine at every ; : : : S 40
visit until OLE entry at Week 56 (Week 16—56 PBO Group). 2PASI90 41 i PASI, mean + SD ; 194168 : 182448 ; 197475 a 20 .
— 51.5% (17/33) maintained PASI 90 and 33.3% (11/33) achieved PASI 100 at Week 56 N=12 ‘ BKZSS\(/)vmg BSA (%), mean + SD : 229+ 145 : 189 +10.4 : 246 +16.0 o .
(OLE Week 0). IGA, n (%) 1 4-40 12 weeks Receiving BKZ
} ) . Baseline Week Week Week 56/ Week Week Week ' ' ' 10 { weeks BKZ Q4W (pooled Q4W + Q8W)?
- Wesposes grerly lnproved welleting BIRZ e-isaimei Up e Ol tieek Ol (HEE 2, DO TOOOOUU TS EUUUTUOUT A EUUUOOOPUREERIUIO oot spAvovosos SOOI or-A ST 3: moderate . /395 a2y 45(68.2) 0
« Of the patients re-randomised to PBO, 62.9% (66/105) relapsed during the randomised- wgeLEo wge%(Em Weoehis erf% 4: severe E 32 (30.5) : 9 (27.3) : 21 (31.8) Week  Escape Escape Week12/  OLE OLE OLE OLE
ithd ( iod (E G d entered th bef tering the OLE. , , i Week O OLE Week 0¢ Week 24 Week 48 Week 72 Week 96
W rawat perio o ( scape I’OLIF:)) and entere © escoape arm e 9re entenng N Full study designs have been reported pr_evicu_Jsty_l3 BE READY treatment arms not included in these analyses are not shown. Out of 105 patients who achieved DLQI total score, mean + sD ; 94 t 57 N 94 t 6.2 ; 9.6 + 57 Patient e6e6 65ee = ego & ee59
e . e G e = Gel Pl D el o e OLE P i ek 1558 80 Goup s P75 o ey b L iy 4 Mo 56 o vy v Any prior systemic therapy,n (%) | 77(73.3) | 19(576) |  54(8L8) atients.
12 Weeks Of BKZ Q4W re-treatment (OI—E Week O) BKZ 320 mg Q4W (N=33). All Escape Group patients achieved PASI 50 at Escape Week 12 and entered the OLE (PASI measurements recorded for 65 patients at . R R o ' ' ' “Data reported from the BE BRIGHT OLE are pooled for patients who received BKZ 320 mg Q4W and Q8W; ®Patients in the Week 16-56 PBO Group had their
. . . Escape Week 12/OLE Week 0; 1 patient missed a visit). Escape patients entered the OLE straight after their 12 weeks of open-label BKZ treatment, so could have Prior blOlOgIC therapy, n (A) ' 40 (381) ' 6 (182) H 33 (500) OLE Week 0 study assessments at the end of the 40-week randomised-withdrawal period (Week 56), having maintained PASI 75 at every visit throughout;
- PASI 90 I’eSpOﬂseS were SUSta|ned to OLE Week 96, Wh|le PASI 100 I’eSpOﬂseS |ncreased entered before or after Week 56. 54 Escape Group patients started the OLE on BKZ Q4W and 12 patients started on BKZ Q8W, before dose switching occurred. By “Patients in the Escape Group had their OLE Week O study assessments at the end of the 12-week escape arm, having achieved PASI 50 at the end of the 12
(Figure 3). OLE Week 96, all ongoing Week 16-56 PBO Group (N=28) and Escape Group (N=59) patients had switched to BKZ Q8W. Data are reported for patients who achieved PASI 90 after 16 weeks of BKZ treatment and were re-randomised to PBO. weeks; 65/66 patients had a PASI measurement recorded at Escape Week 12/OLE Week 0, as one patient missed this visit.

BKZ: bimekizumab; BSA: body surface area; DLQI: Dermatology Life Quality Index; IGA: Investigator's Global Assessment; OC: observed case; OLE: open-label extension; PASI: Psoriasis Area and Severity Index; PASI 50/75/90/100: >50%/>75%/>90%/100% improvement from baseline in PASI; PBO: placebo; Q4W: every 4 weeks; Q8W: every 8 weeks; SD: standard deviation.

Conclusions

Almost one third of patients treated with BKZ Q4W who achieved PASI 90 at Week 16
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