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1-Year Phase 3 Results from BE HEARD I&l|

Barbara Horvath,! Michael F. Mgrup,? Leah Davis,® Bartosz Lukowski,* Jérémy Lambert,> Alice B. Gottlieb®

Table 1 Baseline Characteristics

Objective

To explore the association between achievement of increasingly

Summary

Achievement of higher clinical responses (HISCR)

Week 48 All patients

stringent, or higher, clinical responses and improvements in were associated with greater improvements in: N=1,014
patient-reported outcomes for pain, health-related quality of Age (years), mean (SD) 36.6 (12.2)
life (HRQoL) and work productivity to 1 year in patients with Sex, Female, n (%) 576 (56.8)
moderate to severe hidradenitis suppurativa (HS). Racial group, White, n (%) 808 (79.7)
Skin pain, as HRQol, as BMI (kg/m?), mean (SD) 331(8.1)
measured by 9
Bac kg rou n d HSSQ skin pain mﬁisslg%jl_by Duration of disease (years), mean (SD) 8.0 (7.8)
reSponse AN count, mean (SD) 16.3 (16.1)
e HS s a chronic inflammatory skin disease characterised by painful Baseline DT count, mean (SD) 36 (4.3)
and recurrent skin lesions.? Hurley Stage, n (%)
e Patients with HS experience debilitating symptoms including I 565 (55.7)
severe pain, drainage, odour and fatigue, that significantly reduce Lower disease severity, as defined by IHS4, was 1l 449 (44.3)
a patient’s quality of life (QoL) and work productivity.*~* associated with greater improvements in: IHS4 score, mean (SD) 34.2 (30.2)
e Bimekizumab (BKZ) is a humanised IgG1l monoclonal antibody IHS4 category, n (%)
that selectively inhibits interleukin (IL)-17F in addition to Severe 869 (85.7)
IL-17A and has demonstrated clinical efficacy in patients with Work Moderate 144 (14.2)
moderate to severe HS.* f‘nke';‘szfgé Sf, HRQoL, as Productivity, Mild 1(0.1)
 The importance of new HS treatments that help patients reach HSSQ skin pain mi,"";‘gﬁ,dfy VgseArlaﬁe\,(,%erEt HSSQ skin pain score, mean (SD) 5.8 (2.4)
higher thresholds of clinical response has been demonstrated in a Anselne (ESPOTSE impairment HiSQOL total score, mean (SD) 25.2 (13.4)
previous analysis, in which achievement of higher clinical response Prior biologic use,® n (%) 191 (18.8)
after 16 weeks translated into improved patient outcomes.> Baseline antibiotic use, n (%) 86 (8.5)

Pooled randomised set. [a] Patients received prior biologic therapy for any indication.

Methods

- (I e B HEARD 150 phiese 3 il pelians widh medersie Figurel BE HEARD I&ll Study Design Figure 2 HSSQ Skin Pain Response at Week 48
to severe HS were randomised 2:2:2:1 to BKZ 320 mg every (by HISCR Threshold and IHS4 Severity
2 weeks (Q2W), BKZ every 4 weeks (Q4W), BKZ Q2W/Q4W, Categories at Week 48 [OC])
or placebo/BKZ Q2W (Figure 1).° Screening Double-blind initial  Double-blind maintenance
_ _ . treatment period treatment period 100 ,
e In this analysis, patients were pooled regardless of treatment. !
Patients were then grouped by achievement of mutually 85 8 84.0
exclusive clinical response levels or disease severity at Week 48: (216/261) (226/269)
— HS Clinical Response (HISCR) levels: <50% improvement from bRz 320 mg QaW 80 — (9;%29)
baseline (<HiISCR50); 50-<75% improvement (HISCR50-<75); > E
/5—-<90% improvement (HISCR75-<90); 90-100% N=288 = 620 (9?)%21)
improvement (HISCR90-100); N (62/100) . 576
— International Hidradenitis Suppurativa Severity Score System 2 60 . (118/205)
(IHS4) categories: >11 points (severe HS); 4-10 points N=292 - BKZ 320 mg Q2W — BKZ 320 mg Q4W 8-, (647/91'25)
(moderate HS); <3 points (mild HS). - 5
e Associations between achievement of higher thresholds BE HEARD I&lI Open-label 8
of clinical response (HiSCR) or disease severity (IHS4) and N=1,014 extension £ 40- |
improvements in the following patient-reported outcomes at ezl 8 |
Week 48 were assessed: N=288 BKZ 320 mg Q4W §
— HS Symptom Questionnaire (HSSQ) skin pain change from 50 — 0 o =
baseline (CfB) score (11-point numeric rating scale ranging from o v Y T | N
0: 'no skin pain’ to 10: ‘skin pain as bad as you can imagine’); N=146 g § N § 0 *g
— HSSQ skin pain response (30% reduction and >1-point reduction % % v v 5 % 3 2
from baseline in patients with a score of >3 at baseline); 0 L= ~ _ = = L = =
Placebo —BKZ 320 mg Q2W —— HiSCR threshold ! IHS4 category
— HS QoL (HISQOL) total score change from baseline Baseline HSSQ 58 6.2 57 57 | 64 58 54
(score range 0—-68, higher score indicates lower HRQol); @ oveerneennnn @ cverrerrrnnennenneenns @ overerernereraereeeaneenes Y skin pain score, (54, (5.8, (54, (54, (6.1, (5.5, (5.1,
— Change from baseline in Work Productivity and Activity Week -5 0 16 48 mean (95% CI) 0:2) °0) o1 >9) 5 °7) o1 >7)
Impairment (WPAI) percent overall work impairment (assesses ﬁ?ﬁﬁ;ﬁ I:::rc: ég éi éj (11% (gé ég (i'g
employment status, work absenteeism, work impairment mean (95% CI) 4.6) 4.4) 31) 21 L 44 37) > 1)

while working, overall work and daily activity impairment
attributable to HS).

e Observed case (OC) data are reported.

Categories are mutually exclusive; IHS4 categories: >11 points (severe HS); 4-10 points (moderate HS); <3 points
(mild HS). HSSQ skin pain response defined as a 30% reduction and >1-point reduction from baseline in HSSQ
skin pain score; reported in patients with a HSSQ skin pain score of >3 at baseline.

Baseline

Primary endpoint: HiSCR50

Results Figure 3 HiSQOL Improvement from Baseline at Week 48 Figure 4 WPAI Percent Overall Impairment
(by HISCR Threshold and IHS4 Severity Improvement from Baseline at Week 48
» Of the 1,014 patients randomised in BE HEARD 1511, 720 (71.0%) Categories at Week 48 [OC]) (by HISCR Threshold and IHS4 Severity
completed Week 48. Baseline characteristics for all randomised Categories at Week 48 [OC])
patients are presented in Table 1.
. . . . i : HiSCR threshol : IHS4 cat
o At Week 48, as patients achieved higher HiSCR levels or lower 0.0 T— HL'OSCR threc“:'hdd = — 'HS; Categobry 0.0 T— mISC :s old — — ‘1 ca eg:y
disease severity as measured by IHS4, a greater proportion of 10 iy = S .0 © = S Xy iy o S 0 © S
patients achieved HSSQ skin pain response (Figure 2). § Sl o é 3 o 2 § %' R é 3 8
e At Week 48, mean improvements (reductions) from baseline in B0 T O O O 5 = 2 T O O O i =
HSSQ skin pain score (95% confidence intervals [Cl]) increased G T T T | 0 T T T |
with achievement of more stringent response thresholds: § 5 f |
<HiSCR50: -1.5 (-1.9, —1.1); HISCR50-<75: =2.3 (-2.9, -1.7); c 5 E ~10.0 5
HiISCR75-<90: -3.0 (-34, -2.6) and HISCR90-100: -3.8 (4.1, -3.5). g | £ i
e Similarly, numerically greater mean improvements (reductions) ﬂg -9.0 | E’ E
were seen at Week 48 in the HiISQOL total score in patients 9 5 I |
achieving more stringent HiISCR thresholds and in patients with I | % |
lower disease severity, per IHS4 (Figure 3). E 98 | . |
. . _ : @ -20.0 1 : y
o At Week 48, numerically greater improvements were observed § (_171;)9' | 5 £ _12.5 . -14.8
for WPAI percent overall work impairment in patients with lower T _150- | | 5 (:E'Z 2 ~16.3 (=204, | (:égéz'
disease severity, per IHS4 (Figure 4). No linear improvements = -12.6 . _102) i & (-22.0, —47) L : | _18. 1
. - . . o L 71020 437 2 | -198 85 57
were observed in WPAI with increasing HISCR thresholds. O (_113'12)’ -14.4 5 (-15.6, —15.0 £ ~107) ~19.7 (-240, ! (235 5,5
Y (163, -158 | _117) (163, @ (252, -156) “134) 175y
Conclusions Nl 7 ) e 5
—14. ! -30.0 - !
Achievement of increasingly stringent, or higher, clinical _2104 Patients, n /3 59 80 173 | 106 98 181
responses and lower disease severity was associated with greater Patients, n 154 108 147 289 | 221 166 31 Baseline WPAI 334 324 313 287 | 315 327 263
improvements in skin pain and HRQol at 1 year in patients with : percent overall (270 (248 (256, (249 ' (264 (276 (228
: : : /i 7 Baseline HISQOL 26.0 26.7 25.0 23.3 : 27.9 25.6 22.1 impairment, N o o PN : i ) "
HS, W'th Some |mprovem_ents A1 1530 Il CRlS [IRe e it sy el total score, (239, (241, (229, (219, (262, (237 (207 mean (95% Cl) 9.3 3990 3700 324) E 3650 377 298)
decreasing disease severity. mean (95% Cl) 281) 293) 271) 248) . 296) 276) 236 i
T : l Week 48 WPAI 163 223 145 94 | 168 158 73
These analyses demonstrate that achieving higher efficacy Week 48 HiISQOL 162 14.0 10.6 75 5 15.9 11.9 7.2 percent overall 117 1es (08 o s oS o
thresholds results in less pain, better QoL and improvements in total score, 142 (118 OL (65 (143 (103 (6.3 Impairment, 209) 277) 181 118) | 203) 194)  91)
mean (95% Cl) 181)  16.2)  12.1) 85 1750 135 8.2) mean (95% ClI) |

work productivity, which are important treatment goals.

Categories are mutually exclusive; IHS4 categories: >11 points (severe HS); 4-10 points (moderate HS); <3 points
(mild HS).

Categories are mutually exclusive; IHS4 categories: >11 points (severe HS); 4-10 points (moderate HS); <3 points
(mild HS).

AN: abscess and inflammatory nodule; BKZ: bimekizumab; BMI: body mass index; CfB: change from baseline; Cl: confidence intervals; DT: draining tunnel; HS: hidradenitis suppurativa; HiSCR: HS Clinical Response; HiISCR50/75/90/100: 50%/75%/90%/100% reduction in total abscess and inflammatory nodule count
from baseline with no increase from baseline in abscess or draining tunnel count; HISQOL: HS Quality of Life; HRQoL : health-related quality of life; HSSQ: HS Symptom Questionnaire; IHS4: International Hidradenitis Suppurativa Severity Score System; IL: interleukin; OC: observed case; QoL: quality of life;
Q2W: every 2 weeks; Q4W: every 4 weeks; SD: standard deviation; WPAI: Work Productivity and Activity Impairment.
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