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Objective Summary

To report the impact of bimekizumab (BKZ) on Over 48 weeks, patients treated with BKZ /
patient-reported outcomes (PROs) in patients with

) " _ showed clinically meaningful improvements
moderate to severe hidradenitis suppurativa (HS) from Health-related

the phase 3 BE HEARD I&ll studies. 1) PRIERH T PRI GRS HS symptoms ===, ity of life by
by HSSQ DLQ
Introduction
e HS s a chronic, painful inflammatory skin disease which has
a substantial negative effect on patients’ quality of life.}?
« BKZ, a humanised IgG1l monoclonal antibody that
selectively inhibits interleukin (IL)-17F in addition to IL-17A, : :
has demonstrated clinical efficacy in phase 3 clinical trials.>* BEERy -tudy design
e« Here, we report the impact of BKZ on PROs in patients E— T ro—
with moderate to severe HS through Week 48. Screening treatment period Double-blind maintenance treatment period
- BKZ 320 mg Q2W
€ OdS °F I;IEE?RD N=292 BKZ 320 mg Q2W —— BKZ 320 mg Q4W Open-label
» Pooled data from two identically designed, randomised, N=1,014 N=288 BKZ 320 mg Q4W extension
double-blinded, placebo (PBO)-controlled, multicentre 2:2:2:1
/ ' N=146
trials (BE HEARD I811) included an initial (Weeks 0-16) and "Eo oKz 320 mg G2
maintenance (Weeks 16—48) treatment periOd (Figure 1) .3 @:--ccccccccccans PYY YT TTTTY TTTTY YRR YOUUr Sy Qs Sy S T T T P TIPS o
Week -5 012 4 6 8 10 12 14 16 48

e HS Symptom Questionnaire (HSSQ) symptom item

mean scores (range: 0 ['[no symptom’] to 10 ['symptom as Primary endpoint: HiSCR50

bad as you can imagine’], on a numeric rating scale) are
reported to Week 48 fOI’ all itemS: Skl N pain, itCh, Smell or tAk’]tebnaséeé?%Z%OéAé Fg;\?vn’;(s)\@v\}tezlznigerate to severe HS were randomised 2:2:2:1 to BKZ 320 mg Q2W to Week 48, BKZ 320 mg Q4W to Week 48, BKZ 320 mg Q2W to Week 16 then BKZ 320 mg Q4W to Week 48, or PBO to Week 16

odour and drainage or oozing.

e Proportions of patients achieving minimal clinically
iImportant difference (MCID) for Dermatology Life
Quality Index (DLQI; scored 0—-30; improvement from
baseline score >4) are reported at Week 16 and Week 48.

Tablel  Baseline characteristics Figure 2 HSSQ mean scores by item at baseline,
Week 16 and Week 48 (OC)

BKZ 320 mg ! BKZ 320 mg ! BKZ 320 mg ! PBO/BKZ

« DLQI domain scores are reported at baseline, Week 16 Q2W/Q2W | Q2W/Q4W : Q4W/Q4W : 320 mg BKZ 320 mg Q2W/Q2W BKZ 320 mg Q2W/Q4W
: . _ N=288 ! N=292 ! N=288 ! N=146 Skin pain
and Week 48 across six subdomains: symptoms and , , , , 10 10
feelings, daily activities, leisure, personal relationships Age (years) mean + 5D | 5684124 : 3/0+124 : 558+116 ; 5754128 Svmotom
- BMI (kg/m?), mean + SD: 327 +86 | 327+79 | 338+79 | 331+8.3 Drainage ltch 0
(scored: 0-3). : : : : or 0ozing
Dat ted . q (OC) Racial group, white, n (%) ; 232 (80.6) | 233(79.8) @ 224 (778) : 119 (81.5)
atd are reported as Observed case ' Weight (kg), mean + SD | 967 + 256 | 959 + 24.0 | 99.0 + 23.6 | 975 4 24.3
g g _ , ! !
Duration of HS (years), ! E E E
Results e 15D  76%74 | 83177 | 73473 | 98494 Smell or odour
AN count, mean + SD | 147 +116 | 172 +168 | 177+ 209 | 144 +10.0 BKZ 320 mg Q4W/Q4W PBO/BKZ 320 mg Q2W
Baseline demographics DTcount, mean +SD | 38+44 | 38+44 | 33+41 | 34138 10 10
. . Hurley Stage, n (%) E E E | /\ l Symptom
: : : : Improvement
. gyerall,ll),014 patients were randomised to BKZ or PBO | . 166(576) | 160 (548) | 160(556) | 79 (54.1) /\ Y P
'gure 2. I | 122(424) | 132(452) | 128(444) | 67 (459)
» Across treatment arms, baseline demographics and DLQI Total score, 12465 108467 & 117474 | 122471
baseline scores within each of the HSSQ items and DLQ mean + SD e S S el Week 16 Week 48
: - - HSSQ symptom item | | | aseline = ee HE ee
domains were comparable (Table 1, Figure 2, Figure 3). scores mean + SE | | | |
Skin pain . 58401 ! 58+01 : 58+01 ! 58402 . . .
Impact of BKZ on PROs - 0400 | 48400 | 21200 | 20+00 n-values for HSSQ ~ BKZ Q2W/ | BKZ Q2W/ | BKZ Q4W/ | PBO/BKZ
At Week 16 : : d : c | S o g | S T i assessment: Q2w : Q4W : Q4w : Q2w
e At Wee . greater !mprovements (i.e. score re uctions) Smell or odour . 46+02 ; 46+02 @ 47402 : 474023 Baseline | 585 | 84 ; 585 ; 144
from basglme Qver F'me were Obs?rved in each HS_SQ Drainage oroozing : 50+02 ; 51+02 ; 50402 : 51+0.2 Week 16 256 ; 262 ; 257 ; 135
symptom item in patients treated with BKZ vs PBO (Figure 2). Baseline antibioticuse, : 55 151) | 2896 | 1863 | 11(75) Week 48 205 i 209 193 101
: n (%) : ' : ' : ' : '
B From WeekS 16_48' HSSQ Iitem scores were ' ' ' ' The total number of patients initially randomised to each treatmentgrou.p were as follows: BKZ Q2W/Q2W: 288;
|_' ht _ |_ d b d _ th t t d Randomised pooled set; baseline characteristics evaluated at Week O. patients undertaking HSSQ assessment at each timepoint across treatment armes.
slight numerical decreases observed in those treate
with BKZ from baseline (Figure 2). : . . : . . L
At Week 16 o 2 s ductions) Figure 3 DLQI domain scores at baseline, Week 16 Figure 4  Proportion of patients achieving MCID for
o ee , greater improvements (i.e. score reductions
from baselinz aCross DFI)_QI domains were seen in patients and Week 48 (OC) DLQI at Week 16 and Week 48 (OC)
treated with BKZ vs PBO (Figure 3).
: BKZ 320 mg Q2W/Q2W BKZ 320 mg Q2W/Q4W BKZ 320 mg BKZ 320 mg BKZ 320 mg PBO/BKZ 320 mg
— DLQI domain scores were markedly reduced from Symptoms and feelings Q2W/Q2W Q2W/Q4W Q4W/Q4W Q2W

Weeks 16—48 in Week 16 PBO switchers, with further 6 6 1007
numerical improvements observed in those treated Personal 4 Daily 4 Sumotom
with BKZ from baseline (Figure 3). relationships activities improvement 1231165 65/85
At Week 16, MCID in DLQI was achieved in a greater 0 807 12773/_1473 74.5 76.5
proportion of patients treated with BKZ vs PBO (Figure 4). Treatment 3 Leisure 3 144/223 113/178  139/219

_ /,
$S
: : _ Work and school @ 64.6 63.5 i //
— At Week 48, the proportion of patients treated with BKZ 320 mg Q4W/Q4W PBO/BKZ 320 mg Q2W £ 60 123/224
BKZ from baseline achieving MCID in DLQI increased 6 6 E 54.9 56/114
further numerically, with Week 16 PBO switchers 4 y = 49.1
attaining similar proportions (Figure 4). f%r;r%t\?e':‘nent 5 10
| O §
Conclusions : : 5
Baseline H Week 16 mE " Week48 50 -

Bimekizumab-treated patients demonstrated clinically
meaningful improvements in HRQoL and HS symptoms

from basel_me to Week 16, with improvements maintained n-values for DLQI BKZ Q2W/ | BKZ Q2W/ | BKZ Q4W/ | PBO/BKZ /
or further improved to Week 48. assessment: QW . Q4w . Q4w . Q2w 0 - , | | | | 777
Baseline 283 . 285 . 285 . 143 16 48 16 48 16 48 16 48
Patients who switched from placebo to bimekizumab at Week 16 | 257 | 263 | 257 | 135 Week
Week 16 achieved similar improvements to Week 48 as Week 48 e . 209 . 195 . 101 o » | N -
i i i i MCID in DLQI is defined as a >4-point improvement (reduction) from baseline in DLQI Total score, in patients

those who received bimekizumab from baseline. The total number of patients initially randomised to each treatment group were as follows: BKZ Q2W/Q2W: 288; with a baseline score of >4. Across treatment groups, the total number of patients with a baseline total score in
BKZ Q2W/Q4W: 292; BKZ Q4W/Q4W: 288; PBO/BKZ Q2W: 146. The variable 'n’ represents the number of patients DLQI of >4 was as follows: BKZ Q2W/Q2W: 249; BKZ Q2W/Q4W: 247; BKZ Q4W/Q4W: 245; PBO/BKZ Q2W: 125.
undertaking DLQI assessment at each timepoint across treatment arms. Symptoms and feelings, daily activities, leisure OC n/Nsub denominator represents number of patients with a DLQI Total score assessment in the given week,
and personal relationships domains are scored 0—6; work and school, and treatment subdomains are scored: 0-3. and percentages were calculated accordingly.

AN: abscess and inflammatory nodule; BKZ: bimekizumab; DLQI: Dermatology Life Quality Index; DT: draining tunnel; HS: hidradenitis suppurativa; HSSQ: HS Symptom Questionnaire; IL: interleukin; MCID: minimal clinically important difference; OC: observed case; PBO: Placebo; PRO: patient-reported outcome; SD: standard deviation; SE: standard error; Q2W: every 2 weeks; Q4W: every 4 weeks.
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