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INTRODUCTION

Figure 5: Time course of PASI 90 and (A) DLQI overall or (B) DLQI Question 1* responses.

Improvement in the overall DLQI score and individual DLQI questions
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worsens their health-related quality of life (QoL).'-2 with the higher doses of BMS-986165 versus placebo (Figure 2). 80 .- —e— 3mgBID
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¢ Improvement in health-related QoL, as measured by the Dermatology Life Quality Index Figure 2: Mean change from baseline in DLQI overall score over time. - 12 mg QD
(DLQI),* is an important patient-reported outcome in psoriasis trials. 5 o /
Week 50
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the previous week. 5 - o
o DLQI overall (total) scores range from 0 to 30, with higher scores indicating worse .
health-related QoL.*
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¢ BMS-986165 is an oral, selective inhibitor of tyrosine kinase 2, an intracellular kinase that a
activates cytokine signaling pathways of interleukin-23 and Type | interferons that are central in § B oLl
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¢ In patients with a baseline DLQI score of =2 for an individual question, 85.7-97.4% in the
combined dose group versus 42.9-76.9% in the placebo group improved to a score of 0/1 for
that question at Week 12 (Figure 3).

“Question 1 states, ‘Over the last week, how itchy, sore, painful, or stinging has your skin been?
BID=twice daily; DLQI=Dermatology Life and Quality Index; PASI 90==90% improvement in Psoriasis Area and Severity Index score; QD=every day.

OBJECTIVE

Figure 6: Time course of sSPGA 0/1 and (A) DLQI overall or (B) DLQI Question 1* responses.

e To evaluate: Figure 3: Frequency of patients with response of 0/1 on individual DLQI questions at Week 12 among those with

o . response of =2 for that question at baseline (from patients who had DLQI overall score =2 at baseline). A 004 D'—Q:I_
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¢ In this Phase 2 trial, adults with moderate to severe plaque psoriasis were randomized equally
to receive 1 of 5 BMS-986165 doses or placebo for 12 weeks (Figure 1). Created problems with your partner, close friends, or relatives B
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SPGA=3) R L * Animprovement as early as Week 4 (earliest time point evaluated) was observed in the

« Total 267 patients

— proportion of patients attaining scores of 0/1 on DLQI overall (Figures 4A, 5A, and 6A), and a
BMS-686165: 6 g BID score of 0 (‘not at all’) on the individual DLQI Question 1 (‘How itchy, sore, painful, or stinging

has your skin been?’), which reflects the most relevant subjective symptoms of psoriasis
(Figures 4B, 5B, and 6B).
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“Question 1 states, ‘Over the last week, how itchy, sore, painful, or stinging has your skin been?'

BMS-986165: 12 mg QD BID=twice daily; DLQI=Dermatology Life and Quality Index; QD=every day; sPGA=static Physicians Global Assessment.
4

(n=44)
Placebo * At Week 12, the proportion of patients with a score of 0/1 on DLQI overall and 0 on Question 1
) was as high as 64% and 59%, respectively, in the combined BMS-986165 dose group versus
q 0, 0, H 1
S4c rv:ilr:g > < 12-week treatment phase > <— Follow-up —b 4% and 9%, respectively, with placebo.
BID=twice daily; BSA=body surface area; PASI=Psoriasis Area and Severity Index; QD=every day; QOD=every other day; sPGA=static Physician Global Assessment. ¢ Improvements in scores of 0/1 on DLQI overall or 0 on DLQI Question 1 occurred concordantly

with improvements in PASI 75 (Figure 4), PASI 90 (Figure 5), and sPGA 0/1 (Figure 6) with each

. ¢ Treatment with BMS-986165 improved health-related QoL, as measured by the
dose over time.

proportions of patients in whom the disease had no impact on health-related
QoL (scores of 0/1 for DLQI overall), as well as those without bothersome

Analysis of DLQI score

¢ The proportion of patients achieving DLQI overall score 0/1, indicative of no impact on the
patient’s health-related QoL,' over time to Week 12 was calculated.

Figure 4: Time course of PASI 75 and (A) DLQI overall or (B) DLQI Question 1* responses.

A pLal subjective symptoms of psoriasis (score of 0 for DLQI Question 1).
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¢ Time courses of PASI 75, PASI 90, sPGA 0/1, and DLQI were analyzed. 204
10 References
0 1. Mahil SK et al. Semin Immunopathol. 2016;38:11-27. 5. Tokarski JS et al. J Biol Chem. 2015;290:11061-11074. 8. Yao Y et al. PLoS One. 2008;3:e2737.
2. Armstrong AW et al. PLoS One. 2012;7:e52935. 6. Gillooly K et al. Arthritis Rheumatol. 2016;68(suppl 9. Papp K et al. N Engl J Med. 2018;379:1313-1321.
3. Dubertret L et al. Br J Dermatol. 2006;155:729-736. 10):abstract 11L. 10. Hongbo Y et al. J Invest Dermatol. 2005;125:659-664.
R E s B 100 pLal 4. Finlay AY, Khan GK. Clin Exp Dermatol. 1994;19:210-216 7. Harden JL et al. J Autoimmun. 2015;64:66-73.
T Question 1*:
PASI75 score0
90 Acknowledgments
P t' t 804 :: : g I:](;eg E(?n_:“:g) This study was by Bristol-Myers Squibb. medical writing and editorial assistance was provided by Katerina Kumpan, PhD, at Caudex and was funded by Bristol-Myers Squibb.
atients 6 mg BID (n=4 BMS-98616!
704 P, —— mg (n=45) g 5 .
_ 12 mg QD (n=44) Disclosures
L4 Overall, 267 patients were randomized and treated in this study, and 224 (84%1) completed the SR DT: grant/research support: AbbVie, Almirall, Amgen, Biogen Idec, BioSkin, Boehringer Ingelheim, Bristol-Myers Squibb, Celgene, Chugai, Dermira, Dignity, Eli Lilly, Forward Pharma, GlaxoSmithKline,
N ) Janssen Cilag, LEO Pharma, Novartis, Pfizer, Regeneron, Roche, Sanofi, Sandoz-Hexal, UCB; consultant: AbbVie, Almirall, Bristol-Myers Squibb, Celgene, Dignity, Galapagos, LEO Pharma, Lilly, Novartis,
12-week treatment penod ) < 50 Pfizer, UCB; honoraria: AbbVie, Almirall, Amgen, BioSkin, Celgene, Dignity, Janssen, La Roche Posay, LEO Pharma, Merck Sharp & Dohme, Novartis, Pfizer, Sandoz-Hexal, Sanofi, UCB; advisory board:
2 AbbVie, BioSkin, Bristol-Myers Squibb, Celgene, Dignity, Eli Lilly, Galapagos, GlaxoSmithKline, Janssen Cilag, LEO Pharma, MorphoSys, Novartis, Pfizer, Sandoz, Sanofi, UCB. KAP: speakers bureau:
. A . A —_ —_ - AbbVie, Ar , Astellas, Cel , Eli Lilly, Galde , Ji , Ky Hakko Kirin, LEO Ph: , Merck (Merck Sh: & Dohme), Novartis, Pfizer, Valeant; W h rt: AbbVie, Akros, All N
© 134 patients were included in the 3 highest dose groups, 3 mg BID (n=45), 6 mg BID (n=45), & e Pt Bl o g, S Sy S, oo, Do, Dow e i Catr, G, s, o
- . . . . . . . . K Hakko Kirin, LEO Ph: , Medl , Meiji Seika Ph: , Merck Se , Novartis, Pfizer, Roche, fi , Takeda, UCB, Valeant; Itant: AbbVie, Akros,
and 12 mg QD (n=44), which had similar PASI responses; 45 patients were included in the %0 Amgon, Arcuts, Aiclas, AsraZonoca, Bavats, Baxter Bochringer Ingelheim, BriselMiyers Sauibb, CanFite, Celgono, Coherus, Dermira, Dow Pharma, il Lily, Forward Pharma. Galderma, Genentech,
I b 204 Janssen, Kyowa Hakko Kirin, LEO Pharma, Meiji Seika Pharma, Merck (Merck Sharp & Dohme), Merck Serono, Mitsubishi Pharma, Novartis, Pfizer, Regs , Roche, fi ,
p acebo grou p Takeda, UCB, Valeant; honoraria: AbbVie, Akros, Amgen, Baxter, Boehringer Ingelheim, Celgene, Coherus, Eli Lilly, Forward Pharma, Galderma, GlaxoSmithKline, Janssen, Kyowa Hakko Kirin, Merck
104 (Merck Sharp & Dohme), Merck Serono, Novartis, Pfizer, Takeda, UCB, Valeant; scientific officer/steering committee/advisory board: AbbVie, Akros, Amgen, Anacor, Astellas, Baxter, Boehringer Ingelheim,
. . . C s . . . Bristol-Myers Squibb, Celgene, Dow Pharma, Eli Lilly, Galderma, Janssen, Kyowa Hakko Kirin, Merck (Merck Sharp & Dohme), Merck Serono, Novartis, Pfizer, Regeneron, Sanofi-Aventis/Genzyme,
* Patient demographlcs and disease characterlstlcs, |nc|ud|ng baseline DLQI scores, were 04 Valeant. KG: grant/research support, consultant: AbbVie, Almirall, Amgen, Boehringer Ingelheim, Bristol-Myers Squibb, Celgene, Dermira, Eli Lilly, Janssen, Novartis, Pfizer, Sun, UCB. AM: grant/research

generally comparable across treatment groups.®

o Baseline mean (standard deviation) DLQI scores were as follows: placebo: 12.6 (7.1);
3 mg BID: 12.5 (5.5); 6 mg BID: 11.3 (6.5); 12 mg QD: 13.0 (7.4).

“Question 1 states, ‘Over the last week, how itchy, sore, painful, or stinging has your skin been?
BID=twice daily; DLQI=Dermatology Life and Quality Index; PASI 75==75% improvement in Psoriasis Area and Severity Index score; QD=every day.
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