Sustained reduction in pain and fatigue with bimekizumab
treatment In patients with active psoriatic arthritis over 3 years:
Results from two phase 3 studies
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Objective Summary Table 1  Baseline characteristics

BE OPTIMAL - BE COMPLETE
To report the long-term impact of bimekizumab (BKZ) _ | o - | (Blologic-nalve) ' (TF-1R)
. . . Pain and fatigue are features of psoriatic arthritis with a profound impact BKZ Total® ! BKZ Total®
treatment on patlent-reported pain and fatlgue to on patients’ quality of life | (n=712) ! (n=400)
3 years in patients with active psoriatic arthritis (PsA) Age, years, mean (SD) | 48.6 (12.2) | 50.5 (12.5)
who were biologic disease-modifying antirheumatic drug oy _ _ a Sex male. n (%) ! 228 (46.1) ! 190 479
. - - . - >50% improvement in FACIT-Fatigue MCID ! !
(biologic)-naive or had inadequate response/intolerance Pain VAS from e I . .
. . .y = . . . . , kg/m?, mean (SD) ! 29.4 (6.5) ! 29.8 (6.2)
to tumour necrosis factor inhibitors (TNFi-IR). baseline (Pain50) from baseline)
Time since first PsA diagnosis (years),” mean (SD) : 5.8 (7.0) : 9.5(9.3)
Year 1 Year 3 Year 1 Year 3 : '
BSA affected by psoriasis >3%, n (%) E 357 (50.1) E 264 (66.0)
: Biologic-naive o o Biologic-naive 29 o PASI score,cmean (SD) E 8.1(6.4) E 9.6 (8.4)
Introduction sl BES) Ml ravlie) BNEES , ,
TJC (of 68 joints), mean (SD) | 169 (12.1) i 18.7 (13.8)
e Pain and fatigue, identified as key symptoms by patients . .

. . . . . 12 . SJC (of 66 joints), mean (SD) ! 9.2 (6.6) ! 9.9 (7.7)
with PsA, negatively impact quality of life.*= Sustained . .
improvements in these symptoms are important TNFi-IR . TNFi-IR 40 FAQ-DL mean (D) l 0851059 l 0291062

1,2 (BE COMPLETE) SRk 59.4% (BE COMPLETE) A% ! ;
treatment goals.” Enthesitis (LEI >0).° n (%) | 213 (29.9) | 142 (35.5)
« BKZ is a monoclonal IgG1 antibody that selectively inhibits LEI score, " mean (SD) : 26 (L5) : 27 (L3
interleukin (IL)-17/F in addition to IL-17A. @ Bimekizumab Total (160 mg Q4W) Dactylitis (LDI >0)¢ n (%) | 89 (12.5) | 48 (12.0)
Bimekizumab treatment demonstrated sustained, clinically meaningful LDl score," mean (SD) E 47.0 (49.6) E 709 (117.0)
M et h Od S improvements through 3 years in patient-reported pain and fatigue in _ | | |
patients with PsA who were biologic-naive or had TNFi-IR Pain VAS/mean (5D) | >4.9(239) | 29> (24.5)
« The phase 3 BE OPTIMAL (NCT03895203; biologic-naive) FACIT-Fatigue, mean (SD) | 371(9.9) | 35.6 (10.3)
and BE COMPLETE (NCT03896581; TNFi-IR) studies assessed FWitched 10 Bimekizumab at Week 16, Pain VAS reporied frorm Year 1 (Week 52 1 biotogic-naive and TFLIR patients) trough | | T | . | -

. 5 Year 3 (Week 160 in biologic-naive patients and Week 156 in TNFi-IR patients). FACIT-Fatigue reported from Year 1 (Week 52 Randomlseq set.n[a] BK,Z Total group m;luded .BKZ—.randomlsgd patlgnts and. PBO patlgnts that switched to BKZoat Week ;6' .[b] Data MISSINg
subcutaneous BKZ 160 mg every 4 weeks (Q4W) in patients in biologic-naive patients and Week 40 in TNFi-IR patients), through Year 3 (Week 148 in biologic-naive patients and Week 156 gfggggl'ccn”;'vvjgaattl'eeg‘tts[zlngjt;':‘nf'ss'ﬁg?gfgtglc[)f(])gl‘cpigIevzt;ﬁ:;?@fr:gSi'ST?fFelﬁtF'{”gang]{ ?;J]rlfgC;ataireenatsffvﬁsteaiﬁigz;?ngetﬁnrg'ss'“g
W|th PSA’ both were p[acebo (PBO) _ Controlled to V\/eek 16 in TNFi-IR patients). [a] In patients with FACIT-Fatigue score <48 at baseline. 1(E(I_)EI1>tC))i)(;l[(§;9]]iS_art]z\].l\r/r;isps;;rtzgérf]i)tr 7 biologic-naive patients and 1 TNFi-IR patient; [h] In patients with' dactylitis at baseline (LDI >0); [i] Data missing

. BE OPTIMAL (Week 52) and BE COMPLETE (Week 16) | o | | | o |
completers were eligible to enter BE VITAL (open-label Figurel Change from baseline in Pain VAS Figure 2  Pain VAS clinically important
extension; NCT04009499), in which all patients received and FACIT-Fatigue scores to improvements (>30/50/70% from
BIRZ 150 g it Week 160/156 (M) baseline) to Week 160/156 (mNRI, OC)
e Data for the BKZ Total group (PBO/BKZ and BKZ-randomised A) Pain VAS (MI)
patients) are reported here.
: : : , o : _ 100 - ) a
e Pain was assessed using Patient’s Assessment of Arthritis Pain PBO/BKZ BKZ Week PBO/BKZ BKZ Weelk '2 0l 74 OyYearln sy 73.2% T e 74.5%
: : : _ _431 52 68 84 100 116 132 160 52 68 84 100 116 132 156 _ T D% L e O mmm O 2 ~O===eeOmm=—=O—mmee N
Visual Analogue Scale (Pain VAS; 0 [no pain] to 100 [most T T T e L s 3 S | o S e e T,
: : : . : S i e -G/ 64.3% 64.0%
severe pain]) up to Week 160/156 (biologic-naive/ TNFi-IR). _ : I
Change from baseline (CfB) and Pain VAS >30/50/70% 2 . o g <
. : 5 £
improvement from baseline (BL) are reported. .| E S - |
_ _ _ E £ % . igg//zBSKf 27%*;3281 52 60 68 76 84 92 100 108 116 124 132 140 148 160
e Fatigue was assessed using the Functional Assessment of 2| & 204 ~20- MNRIN: 281 431 veur s :Vee'; .
. c . = Q ear ear ear
Chronic Illness Therapy-Fatigue (FACIT- Fatlgue) subscale £ E BKZ Total (OC, n/N) 465/635 418/582 395/530
. . T - | 100 ~ a
(O [worst] to 52 [best]) up to Week 148/156 (biologic-naive/ . 50 [ 'g Yearl Year1 —— Years3 (BKZ Total
. . . . : c Wﬁ H/f\f 80 A . . 6% o
TNFi-IR). FACIT-Fatigue CfB and minimal clinically important s _311_7-30.4 308 ~30.0 509 |-293 1 gTH"f\*/}«}—{\Y} 2 I | e 63.8% 635-3{/;___?____(:___0 _____ Eif{_o---_0____t___0___§§b34
difference (MCID): >4-point improvement in patients with v ~34.1 327 o i 59.0% 59.0% 57.1% Yy
BL score <48 are re Orted -40<  Yearl Year 1 —» Year 3 (BKZ Total)? -40-< Yearl Year 1 — Year 3 (BKZ Total)? % E= 40
— P ' Baseline Pain VAS | 56.8 m m 61.7 @ % A 204
. . score, mean (SD) | (23.3) (24.6) £
» Data reported as observed case (OC) and using modified S 0 e ———
_ , e , B) FACIT-Fatigue (M) W ocN: 1sepea 243381 52 60 68 76 84 92 100 108 116 124 132 140 148 160
hon_res_ponder Impu.tatlon (mNRI' b”’]ar}./) or mUltIple 10 97 Year1 Year 1 —» Year 3 (BKZ Total)® 10 Year 1 Year 1 — Year 3 (BKZ Total) MNRIN: 281 431 Vear 1 \\(Neel; Vear 3
. ear ear ear
Imputation _(MI, cc_)ntmgous). MNRI considered all visits 4 o 0 52 Total (OC. /N Py e BAEA
following discontinuation due to adverse events or lack 2 g 8 o 100 Year 1 Year1 —» Year 3 (BKZ Total)*
of efficacy as non-response; all other missing data were g 74 . 71 60 q . 801
imputed with M| and the response derived from the S| £ s I 69 14 5}4 * T - 5}3 ;O s msox R o og. 519""/:_0----G____O____O___‘rfo“’
imputed ValueS. g ﬁ 5 1 W S - % E 404 451% 44.6% 44.7% 44.5%
E— g 4 4 4 ’g_ 20 4
Re SU lts 2 ] N S PBO/BKZ ~ BKZ 52 60 68 76 84 92 100 108 116 124 132 140 148 160
5 2- 2 - I OCn/N: 122/254  183/381 Week
v mMNRI N: 281 431 ee
1 1 1
o I Year 1 Year 2 Year 3
e Overall, 546/712 (76.7%) pat|oents completed Week 160 of . o e K7 Total (OC. ) et a2 rear 3
BE OPTIMAL; 299/400 (74.8%) completed Week 156 of PBOIBC B2 Sz 68 @4 100 s 132 143 PROIBKZ BZ 40 S5 72 88 104120 136 15 - SKZ ol 17101 8- Nl - OC
ee - - ee
BE COMPLETE. E:éelgl;‘?eFaugue 36.0 IBE 37.1 M 35.3 35.6 Ao Gl e
score. mean (Sp) | (10:2) XS] (9.9) 9.9 FOE) (10.3)
. . . . . i 100 Year 1 Year 1 —» Year 3 (BKZ Total)?
o Baseline demographics and disease characteristics are e~ BKZ Total (1=712) ~e- BKZ Total (1=400) @ ceas 72.2% 78.5% o 785%
. _ 80 - . i . _°_ _____ e O ey === = O m e e O===== Om = O=-=-=--" =-=0
Shown N Ta ble 1 Randomised set. Pain VAS reported from Year 1 (Week 52 in biologic-naive and TNFi-IR patients), through Year 2 (Week 104 in biologic-naive "g X 63.4% g—o.;‘\.o.:".o\. o— o —%—
patients and Week 100 in TNFi—.IR p.atien.ts), aruwd Year 3 (Week 160 in biqlogic—ha'l've p{atients and Week 156 in TNFi-IR patignts). .FACI'.I.'—Fatigue qC) _,g 60 58.9% 66.4% 69.4% 65.7%
 Improvements in both pain and fatigue observed at 1 year oaionts and Week 83 in TFLIR patients) and Year 3 (Week 148 1 biologic-naive pationts and Weel 156 n TNFLIR patientd. J £ -
. = otal group include -randomised patients an atients that switched to at Wee ) o o
were sustained through 3 years on BKZ treatment (Figure 1). fal BiCZ Total group Included Bz randomised patients and PO patfents that switched to BKZ at Weelc16 5 IR
. . . . - . . . . . °\° I 1 1 1 1 1 1 1 1 1 1 1 1 1
» Over half of patients treated with BKZ sustained a major Figure 3  FACIT-Fatigue minimal clinically A o 07 97 % & 6 %6 A s a0 8 ds e 52 140 ua 16
. . . . _ _ ; ee
improvement in Pain VAS (>50% improvement from BL)? from important difference (MCID) to Week MARIN: 133 267 Year 1 Year 2 Year 3
1 year through 3 years (Figure 2). 148/156 (m N R| OC) BKZlggtf\l (OC, n/NY) 1 249/345 248/316 ( | 230/293
p g ear Year 1 —» Year 3 (BKZ Total)?
« Similarly, over half of patients treated with BKZ sustained g . 652% o035 68.0% R
- - B I e
FACIT-Fatigue MCID from 1 year through 3 years (Figure 3). i ' 4 = 607 s00% s = . oo
100 - 100 - £ I 54.9% 59.0% 59.4%
Year 1 Year 1 — Year 3 (BKZ Total)? Year 1 Year 1— Year 3 (BKZ Total)* % - 40 1 146.0%
N o
80 80 - igl o
64.6% ) PBO/BKZ BKZ ' ' ' ' ' ' : : ' ' ' , ' '
. 59.9% 60.9% er 7o, 62 6% — B _ 52 60 68 76 84 92 100 108 116 124 132 140 148 156
: ° 61.3% o o % L OCn/N:  56/112 152/233
CO"C[USIO"S < 60- P N s 60451.9% NSRS bt g RS mNRIN: 133 267 Week
o oy OO ——o_ Year 1 Year 2 Year 3
] ] ] ] € 572%5.\._4.7%\’\5;5/ >8.4% 55.9% 54.2% BKZ Total (OC, n/N) 208/345 215/316 213/293
e Bimekizumab treatment resulted in sustained % 40- " 40 m Year 1 Year1 —» Year 3 (BKZ Total)
improvements through 3 years in patient-reported pain . oy
. . . N = o 0%
and fatigue, symptoms that greatly impact the quality of 20- 20 ol 2 607 50.2%  46.1% e e mmmm Ommmmm 0 == O
. . . 12 ) T 37.5% S———C C—
llfe Of patlentS Wlth PSA. ! aE) E 33155 42 5% 45.3%
> .7/0
. = - - T O' T T T T T T 1 O - T T T T T T T 1 9 20 ]
o Consistent results were observed in biologic-naive and PBO/BKZBKZ 52 68 84 100 116 132 148  PBO/BKZ BKZ 40 56 72 88 104 120 136 156 2 0 -
. . . = PBO/BKZ BKZ
TNEi-IR patients. r?]ﬁ Ql/mglzgézgsz 20%3440 Week 541/2184 14%%26 Week % e s 11753 52 60 68 76 84 92 10\5)\, ee1k08 116 124 132 140 148 156
. . . Year 1 Year 2 Year 3 Year 1 Year 2 Year 3 MNRIN: 133 267 Year 1 Year 2 Year 3
e These results complement the clinical improvements BKZ Total (OC, n/N)  346/572 319/520 288/483 200/330 186/297 171/270 BKZ Total (OC, n/N) 159/345 157/316 164/293
With bimekizumab treatment reported previously 3.4 -@ BKZ Total (h=643) & MNRI 0= OC -®- BKZ Total (h=371) -@- BKZ Total (h=400) - mMNRI -O- OC
Randomised set, in patients with FACIT-Fatigue score <48 at baseline. FACIT-Fatigue reported from Year 1 (Week 52 in biologic-naive patients Randomised set. Pain VAS reported from Year 1 (Week 52 in biologic-naive and TNFi-IR patients), through Year 2 (Week 104 in biologic-naive
and Week 40 in TNFi-IR patients), through Year 2 (Week 104 in biologic-naive patients and Week 88 in TNFi-IR patients) and Year 3 (Week 148 patients and Week 100 in TNFi-IR patients), and Year 3 (Week 160 in biologic-naive patients and Week 156 in TNFi-IR patients). Pain VAS >30%
in biologic-naive patients and Week 156 in TNFi-IR patients). [a] BKZ Total group included BKZ-randomised patients and PBO patients that and >50% improvement from baseline represent a meaningful and substantial/major improvement in patient reported pain, respectively.®
switched to BKZ at Week 16. [a] BKZ Total group included BKZ-randomised patients and PBO patients that switched to BKZ at Week 16.

[a] Affiliation at time of studies. Current affiliation: Department of Dermatology, UT Southwestern Medical Center, Dallas, Texas, USA.

BKZ: bimekizumab; BL: baseline; BSA: body surface area; BMI: body mass index; CfB: change from baseline; FACIT-Fatigue: Functional Assessment of Chronic Illness Therapy-Fatigue; HAQ-DI: Health Assessment Questionnaire-Disability Index; IgGl: immunoglobulin G1; IL: interleukin;
LEl: Leeds Enthesitis Index; LDI: Leeds Dactylitis Index; MCID: minimal clinically important difference; MI: multiple imputation; mNRI: modified non-responder imputation; OC: observed case; PASI: Psoriasis Area and Severity Index; PBO: placebo; PsA: psoriatic arthritis;
Q4W: every 4 weeks; SD: standard deviation; SE: standard error; SJC: swollen joint count; TJC: tender joint count; TNFi-IR: tumour necrosis factor inhibitor inadequate response/intolerance; VAS: visual analogue scale.
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