Comparison of Ixekizumab and Ustekinumab Efficacy in the Treatment of Nail Lesions of

Patients With Moderate-to-Severe Plaque Psoriasis: 52-Week Data From the IXORA-S Trial
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NAPSI Total Score Was Significantly Improved as Significantly More Ixekizumab-treated Patients
BAC KG ROUND RESU LTS Early as Week 16 for Ixekizumab Versus Ustekinumab Achieved Complete Resolution of Nail Psoriasis
= Psoriasis is a chronic inflammatory disorder potentially . g . . and Was Sustained Through Week 52, ITT Population Versus Ustekinumab From Week 16 Through Week 52,
. . . Significantly More Ixekizumab-treated Patients ) : : ) .. : : : . : .
affecting the skin, scalp, and nails1 Achi d PASI 90 and PASI 100 V. Usteki b With Baseline Fingernail Psoriasis, Observed ITT Population With Baseline Fingernail Psoriasis, NRI
= Up to 80% of patients with psoriasis have nalil chieve an el_'sus Ste |m.1ma . . . : : :
=P From Week 4 Through Week 52 (Primary Endpoint),’ = Improvement of nail psoriasis was observed in both = Progressively more patients achieved complete
involvement1,2 | 5 ITT Population, NRI treatment groups resolution (NAPSI = 0) of nail psoriasis in both
= Nail psoriasis is persistent, slow to resolve, difficult to T e omvan s treatment groups
treat’ and reSUItS can impair dally aCtiVitieS3-5 - Improvement Of psoriaSiS was Observed in bOth Induction Dosing Period Maintenance Dosing Period UST (N=105) ——|XE Q2W/Q4W (N=84)
= [XORA-S is a Phase 3b, multicenter trial that compared treatment groups » 190 nducton Dosing Perios Maintenance Dosing Period
the efficacy of ixekizumab with ustekinumab in patients SO0 e eomven e e 2 o0

o]
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with moderate-to-severe psoriasis

— Ixekizumab demonstrated superior efficacy to
ustekinumab in improving skin lesions up to Week
526 and nail psoriasis up to Week 247
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20- 20 baseline NAPSI score as factors Week
L L/ ANOVA=analysis of covariance; ITT=Intent-to-Treat; IXE Q2W/Q4W=ixekizumab 80 mg every 2 weeks to Week % : : har! :
OBJ ECTIVE 024 B 12 16 20 24 28 32 36 40 44 48 52 024 8 12 16 20 24 28 3 36 40 44 48 &2 12 followed by ixekizumab 80 mg every 4 weeks; NAPSI=Nail Psoriasis Severity Index; UST=45 mg /;;lfst,TftS.O;'M’jp;;EO(g;V:Z&V;/rS'US/:J'ST ba:zg on Flsherzexac; thtJ‘jr t;{ej;r:e;t co(rjnzanson
. . . . Week Week teki b f tients <100 kg and 90 teki b f tients >100 kg at Weeks 0 and 4 and 12 =Intent-to-Treat; =jxekizuma mgq every 2 weeks to Wee ollowe
= To evaluate the comparative efficacy of ixekizumab and * | | - o et P ey 10 @ S mg USTEKIUmaD for patients >EC g af Weeks Tand £ and every ixekizumab 80 mg every 4 weeks: NAPSI=Nail Psoriasis Severty Index: NRIsnon-responder mputation;
teki b in the treat t of nail C p<.05 versus UST; T p<.001 versus UST; # p<.0001 versus UST based on Fisher's exact test g UST=45 mg ustekinumab for patients <100 kg and 90 mg ustekinumab for patients >100 kg at Weeks 0
ustekinumab In the treatment Of hall psoriasis In ITT=intent-to-treat; IXE Q2W/Q4W=ixekizumab 80 mg gven; 2 weeks to Wee/f/ 12 fgllowed by ixekizumab 80 Adjusted Change From Baseline in NAPSI Total Score and 4 and every 12 weeks thereafter per label
i i +tA- Iacic | - mg every 4 weeks, NRI=non-responder imputation; PASI 90/100=at least 90%/100% improvement in Psoriasis . . g
Area and Severity Index; UST=45 mgq ustekinumab for patients <100 kg and 90 mg ustekinumab for patients
fatr']e”ts I")V('g‘RrROgerftg tots5ezvere F:(SO”aS'S in the head Was Significantly Greater as Early as Week 8 for
O-nhea - StU a weeks >100 kg at Weeks 0 and 4 and every 12 weeks thereafter per label - . -
y 1. Paul C, et al. J Am Acad Dermatol. 2018;50190-9622:32195-32199, Ixekizumab Versus Ustekinumab and Was Sustained

METHODS _ o Through Week 52, ITT Population With Baseline
o | Studv Desi ORA.S Assessment of Nail Psoriasis Fingernail Psoriasis, mBOCF CONCLUSIONS

igure 1. u esign. - i inQj i . : ..

° d ° » The Rall Psoriasis Se\_/er!ty_lnde{( (NAP-SI) was used to " Improvement from baseline of nail psoriasis was = Improvement in nail psoriasis lesions was observed in
m assess fingernail psoriasis in patients with fingernail observed in both treatment groups P P

Dosing Period Dosing Period Qi I

: : osmg = _ | = ] psorIaSIS at base“ne UST (N=105) —e—IXE Q2W/Q4W (N=84) bOth treatment groups
302 patients | {IXE-treated patients received | Interim i Week in IXORA-S
e | | anavsts Score for Nail Matrix Psoriasis oo 2 ¢ 5 8 1214 78 18 20 %2 242 25 %) %% H PP A LE

Nail Matrix Psoriasis

Indicated by: pitting, leukonychia,
red spots in the lunula, or nail
plate crumbling

= Complete resolution of nail psoriasis was seen in
significantly greater percentages of patients treated with

0 = none
1 = present in 1/4 nail
2 = present in 2/4 nail

IXE Q2W ]
(N=136) 5 .

L12.2%
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LSM Change From Baseline
+

3 = present in 3/4 nail ; o ixekizumab compared with ustekinumab from Week 16
4 = present in 4/4 nail ; — . . 224t
e usT oot Mol Bodt Pecrinc ’ | — i . ¢ = through Week 52 of treatment
= - " core 1or Nal e soriasis 1 . . . . .
.“!ﬂLZZ% E;‘;j;:ﬁce bsence of 0 = none 40 | Induction Dosing Period | Maintenance Dosing Period = Results suggest that ixekizumab provides significantly
: : 1 = present in 1/4 nail i i i i
g%‘;ZOIV;'SSégﬂ'rgtﬂegnh%T2;?2233’ 2 = present in 2/4 nail *p<.05;  p<.0001 IXE versus UST based on ANOVA with treatment, weight, geographic region, and greater clearance of nail psoriasis than ustekinumab
nyperkeratosts 3 = present in 3/4 nail baseline NAPS| score as factors = Longer periods of observation will be required to
EXEH 80 mg IxE IR 50 mg IXE UST: 45 mg UST for patients <100 kg and 90 mg 4 = present in 4/4 nail ANOVA=analysis of covariance; ITT=Intent-to-Treat; IXE Q2W/Q4W-=ixekizumab 80 mg every 2 weeks to . . . . . .
every 2 weeks every 4 weeks UST for patients >100 kg at Weeks 0 and 4 and _ Week 12 followed by ixekizumab 80 mg every 4 weeks; LSM=least squares mean; mBOCF; modified determine if nail lesions continue to improve beyond
i P Total for Each Nail__(0-8) baseline observation carried forward: NAPSI=Nail Psoriasis Severity Index; UST=45 mg ustekinumab for 59 ks of treatment
IXE=ixekizumab; R=randomization; US T=ustekinumab fhagfzr;t;; Z) (()e(z Il;% glnd 90 mgq ustekinumab for patients >100 kg at Weeks 0 and 4 and every 12 weeks WEEKS O eaime

* Inclusion criteria Baseline Patient Demographics and Characteristics, ITT Population With Baseline Fingernail Psoriasis Disclosures
— 218-years-old UST = N. Wasel has provided consultancy services for: Abbott
— Chronic plaque psoriasis for 26 months prior to baseline = = Laboratories, Amgen, Astellas Pharma, Biogen ldec, EMD
- (N=105) IXE Q2W/Q4W (N=54) Serono, Isotechnika, Janssen-Ortho, Ortho Biotech, Schering

B . . . . . S . y ’ - ’ ’ -
challure, contraindication, or intolerance to 21 systemic Age, years 454 (12.7) 43.0 (12.0) Plough, and Wyeth, has performed contract research for: Abbott

erapya | Male, n (%) 80 (76.2) 60 (71.4) Laboratories, Amgen, Astellas Pharma, Biogen Idec, Celgene

- Psorla§|s Area and Severlty Index (PASI) score 210 at Weight, kg 91.3 (24.4) 87.5(21.7) Corp, Centocor Ortho Biotech, Eli Lilly and Company, EMD
screening and baseline <100 kg, n (%) 71 (67.6) 62 (73.8) Serono, Isotechnika, Leo Pharma, Merck Frosst, Novartis

= Exclusion criteria >100 kg, n (%) 34 (32.4) 22 (26.2) Pharmaceuticals, Pfizer, Takeda, and Wyeth; Y. Dutronc is a
— Pattern of pustular, erythrodermic, and/or guttate forms NAPSI total score 24.8 (20.0) 28.3 (19.9) current employee and stockholder of Eli Lilly and Company; B.
of psoriasis Median 0.0 270 Schinzel worked as a freelancer for Clinipace Worldwide to
. . . 1st quartile 90 90 conduct the analysis of this study; J-P Lacour has received grants
— History of drug-induced psoriasis quart : : _ . . e
: . . . 3rd quartile 34 0 435 from: AbbVie, Boehringer, Celgene, Eli Lilly and Company,

- Received systemic non-biologic therapy or . B - Janssen, Leo Pharma, Novartis, and Roche, has been a
phototherapy for pSOI’IaSIS <4 WeekS before base“ne’ or Data are mean (standard deviation) unless otherwise specified Consultant for: AbeIG, Celgene, Elj Lllly and Company, Leo
have had topical psoriasis treatment <2 weeks before = 84 ixekizumab-treated (61.8%) and 105 ustekinumab-treated patients (63.3%) presented with fingernail psoriasis Pharma, and Novartis | | o
baseline . B ine demoaraohi nd characteristi £ batient re similar to th £ batients in the [TT Iation? = Lovisa Berggren of Clinipace Worldwide provided statistical

— Concurrent or recent useb of any biologic agent prior to aseline aemographics and thardCieristes of patients Were simiiar 1o those of patients in the 111 poptiatio o support for this presentation
baseline — No associations between treatment and age, gender, or weight found in patients with/without fingernail psoriasis = This study was sponsored by Eli Lilly and Company. Medical

at baseline writing services were provided by Samantha Forster, PhD, of

aIncluding cyclosporine, methotrexate, or phototherapy; PWithin the following washout periods: etanercept <28
days; infliximab, adalimumab, or alefacept <60 days; golimumab <90 days; rituximab <12 months; or any other
biologic agent <5 half-lives prior to baseline

ITT=Intent-to-Treat; IXE Q2W/Q4W=ixekizumab 80 mg every 2 weeks to Week 12 followed by ixekizumab 80 mg every 4 weeks; NAPSI=Nail Psoriasis Severity Index; UST=45 mg ustekinumab for patients <100 kg and 90 mg ustekinumab ProScribe — pa rt of the Envision Pharma Grou p, a nd were funded
for patients >100 kg at Weeks 0 and 4 and every 12 weeks thereafter per label Cy ’
by Eli Lilly and Company

1.  Reich K, et al. Br J Dermatol. 2017:177:1014-1023.
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patients who discontinued due to adverse events g e O code.Jou e consenng o have your 7 adress and
* Last non-missing pOS t-bas_ellne o_bs_ervatlon carried IT T=intent-to-treat; IXE Q2W/Q4W=ixekizumab 80 mg every 2 weeks to Week 12 followed by IT T=intent-to-treat; IXE Q2W/Q4W=ixekizumab 80 mg every 2 weeks to Week 12 followed by :ﬁtcleirr]?ga;oduuasne ir(r)mrz;li{ :?c:ucroi:?c?r?r?a?itcj);pcv)\il?Sn’oE[)T)réosrrr?alrrfdﬁllsrdaor:;ncl)(t)r?:r’ e
forward used for patlents dlscontlnumg for other reasons ixekizumab 80 mg every 4 weeks; NAPSI=Nail Psoriasis Severity Index; PASI=Psoriasis Area and ixekizumab 80 mg every 4 weeks; NAPSI=Nail Psoriasis Severity Index; PASI=Psoriasis Area purpose, unless required by law. You will not receive any future
(modified baseline observation carried forward) SevertyIndex; UST=45mg ustekinumab fo patons <100 kg and 90 mg ustekinumab fo paderits - and Severly ndy; UST:.45 g ustekinuriab fof patents 5100 kg ang 50 g ustekinumabfor - communiationsfom £ Ly and Cortpery based o th sytomeetainod

Fall Clinical Dermatology Conference - 37th Anniversary (FallCDC); Las Vegas, NV, USA; October 18-21, 2018 Study was sponsored by Eli Lilly and Company



	Slide Number 1

