BMS-986165, an Oral Selective TYK2 Inhibitor, in the Treatment of Moderate to Severe Psoriasis as Assessed by the Static Physician’s Global Assessment (sPGA)/Body Surface Area (BSA) Composite Tool (sPGA×BSA), a Clinically Useful Alternative to PASI
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Introduction: In a Phase 2 trial of the oral, selective tyrosine kinase 2 (TYK2) inhibitor BMS-986165, in 267 patients with moderate to severe plaque psoriasis (NCT02931838), 67%–75% achieved PASI 75 at Wk12 (primary endpoint) at doses ≥3 mg twice daily (BID) versus 7% with placebo (P<0.001).1 The product of sPGA and BSA (sPGA×BSA) accounts for the extent and severity of psoriasis and may be a simple, clinically useful alternative to PASI.2–5
Methods: This post hoc analysis of the Phase 2 trial evaluated sPGA×BSA for assessing response to BMS-986165. Patients were randomized (n=44–45/group) to 1 of 5 oral BMS-986165 doses (3 mg every other day, 3 mg once daily [QD], 3 mg BID, 6 mg BID, 12 mg QD) or placebo. Assessments included: PASI, sPGA, BSA, and Dermatology Life Quality Index (DLQI).1 Spearman correlation coefficients (corr) for all treatment groups evaluated sPGA×BSA and PASI relationship at baseline and Wk12. Agreement was based on concordance rates.
Results: All randomized patients were assessed. Percentage change from baseline to Wk12 was similar for sPGA×BSA and PASI in BMS-986165 treatment groups and the placebo group. At Wk12, sPGA×BSA correlated strongly with PASI (corr=0.94) and moderately with DLQI (corr=0.58) across all treatment groups. A 75% reduction in sPGA×BSA and PASI was achieved by similar proportions of patients receiving the most effective BMS-986165 doses (≥3 mg BID) (sPGA×BSA 75: 78.4%; PASI 75: 70.1%) and by similar proportions of placebo recipients (sPGA×BSA 75: 13.3%; PASI 75: 6.7%).
[bookmark: _GoBack]Conclusion: In patients with moderate to severe psoriasis, PASI strongly correlated with sPGA×BSA at Wk12 in all BMS-986165 treatment groups and placebo, further supporting sPGA×BSA as a simple, accurate, convenient alternative to PASI.  
References 
1. Papp K et al. N Engl J Med. 2018;379(14):1313-1321.
2. Walsh JA et al. J Am Acad Dermatol. 2013;69(6):931-937.
3. Duffin KC et al. J Drugs Dermatol. 2017;16(2):147-153.
4. Gottlieb AB et al. Dermatology. 2019;235(4):348-354.
5. Merola JF et al. J Invest Dermatol. 2018;138(9):1955-1961.

Funding: This work was sponsored by Bristol Myers Squibb.

Acknowledgments:
Professional medical writing from Ann Marie Fitzmaurice, PhD and editorial assistance was provided by Peloton Advantage, LLC, an OPEN Health company, Parsippany, NJ, 
and was funded by Bristol Myers Squibb.

Relationships and Activities:
ABG: Grant/research funding (paid to institution): Boehringer Ingelheim, Incyte, Janssen-Ortho, Novartis, UCB, XBiotech; Honoraria or consultation fees (paid to ABG): Abbott (AbbVie), Amgen, Bristol Myers Squibb, Celgene, Eli Lilly, Incyte, Janssen Biotech, Janssen-Ortho, Leo Ph arma, Lilly ICOS, Novartis, Sun Pharma, UCB, XBiotech, Avotres (no direct compensation received from Avotres); Stock options: XBiotech.
BS: Honoraria or consultation fees: AbbVie, Almirall, Amgen, Arena, Boehringer Ingelheim, Bristol Myers Squibb, Celgene, Dermavant, Dermira, Eli Lilly, GSK, Janssen, Kyowa Hakko Kirin, Leo Pharma, Medac, Meiji Seika Pharma, Novartis, Ortho Dermatologics, Pfizer, Regeneron, Sanofi- Genzyme, Sun Pharma, UCB; Speaker: AbbVie, Janssen, Lilly, Ortho Dermatologics; Scientific Director (consulting fee): Corrona Psoriasis Registry; Investigator: AbbVie, Corrona Psoriasis Registry, Dermavant, Dermira. 
DT: Research support/principal investigator (clinical trials): AbbVie, Almirall, Amgen, Biogen Idec, Boehringer Ingelheim, Celgene, Chugai, Dermira, DS-Pharma, Eli Lilly, Galderma, GSK, Janssen-Cilag, Leo, MSD, Novartis, Pfizer, Regeneron, Roche, Sandoz-Hexal, Sanofi, UCB; Consultant: AbbVie, Almirall, Celgene, Dignity, Galapagos, Leo Pharma, Maruho, Mitsubishi, Novartis, Pfizer, Xenoport; Lectures: AbbVie, Almirall, Amgen, DS-Pharma, Janssen, Leo Pharma, MSD, Novartis, Pfizer, Roche-Posay, Sandoz-Hexal, Sanofi, Target-Solution, UCB; Scientific advisory board: AbbVie, Amgen, Celgene, DS Pharma, Eli Lilly, Galapagos, Janssen-Cilag, Leo Pharma, Morphosis, MSD Novartis, Pfizer, Sandoz, Sanofi, UCB.
KG: Grant support and consulting fees: AbbVie, Boehringer Ingelheim, Bristol Myers Squibb, Celgene, Eli Lilly, Janssen, Novartis, UCB; Consulting fees: Amgen, Almirall, Dermira, Leo Pharma, Pfizer, Sun Pharma.
SK, RK, LW, SB: employees and shareholders: Bristol Myers Squibb. 
JFM: Consultant and/or investigator for Merck, Abbvie, Dermavant, Eli Lilly, Novartis, Janssen, UCB, Celgene, Sanofi, Regeneron, Arena, Sun Pharma, Biogen, Pfizer, EMD Sorono, Avotres, Leo Pharma.

