Early and Maintained Response Levels in Psoriasis Patients Treated with Tildrakizumab

Kim Papp,1 Jensen Yeung,2 Neil Shear,3 Lorne Albrecht,4 Charles Lynde,5 Jingchuan Zhang,6 Yang Zhao,6 Alan M Mendelsohn,6 Melinda Gooderham7

1K. Papp Clinical Research, and Probity Medical Research, Waterloo, ON, CA; 2Women’s College Hospital and Sunnybrook Health Sciences Centre, University of Toronto, Toronto, ON, CA; and Probity Medical Research, Waterloo, ON, CA; 3Division of Dermatology, Sunnybrook Health Sciences Centre, University of Toronto, Toronto, ON, CA; 4Enverus Medical and Probity Medical Research, Surrey, BC, Canada; 5Department of Medicine, University of Toronto, Toronto, ON, CA; 6Sun Pharmaceutical Industries, Inc., Princeton, NJ, USA; 7Probity Medical Research, and SKiN Centre for Dermatology, Peterborough, ON, Canada; and Queen's University, Kingston, ON, CA

Introduction: Tildrakizumab is approved in the US, Europe, Australia, and Japan to treat adult patients with plaque psoriasis. We investigated long-term efficacy of tildrakizumab from baseline to week (W)148 among patients achieving various Psoriasis Area and Severity Index (PASI) responses at W28. Methods: This was a post hoc analysis of pooled data from reSURFACE 1 and reSURFACE 2 (NCT01722331/NCT01729754). Part 1 (0–12 weeks) of these trials was placebo controlled. Part 2 (12–28 weeks) re-randomized placebo patients to tildrakizumab 100 or 200 mg. In Part 3 (28–64/52 weeks in reSURFACE 1/2), patients with PASI ≥50 were re-randomized to placebo, or to continue or increase their dose; patients with PASI <50 were discontinued. Patients who received tildrakizumab within 12 weeks and achieved PASI ≥50 at the end of Part 3 were eligible to enroll in the long-term extension (LTE). This analysis included patients treated with tildrakizumab 100 mg in Parts 1–3 (at W0, W4, and every 12 weeks after) and at least one dose during the LTE. Patients were classified into 4 mutually exclusive groups based on their W28 PASI response: PASI 50–74, 75–89, 90–99, and 100. Percent PASI improvement from baseline to W148 was examined for each PASI group using both observed data and imputed data with last observation carried forward. Results: This analysis included 335 tildrakizumab patients: 34, 79, 131, and 91 patients in the W28 PASI 50–74, 75–89, 90–99, and 100 groups, respectively. Response curves for these PASI groups were unique. Mean PASI improvements at W4 were 27.1%, 36.6%, 44.7%, and 52.5% for W28 PASI 50–74, 75–89, 90–99, and 100 groups, respectively. Among patients achieving PASI 75–89, 90–99, and 100 at W28, mean PASI improvements were sustained up to 148 weeks: 85.3%, 92.4%, and 95.4% for the 3 groups, respectively. Patients achieving W28 PASI 50–74 had continuous mean PASI improvement from W28 (64.4%) to W52 (79.4%) and W64 (82.2%), which were further sustained through 148 weeks (81.4%). Conclusions: Patients who received tildrakizumab and achieved PASI ≥90 at W28 had rapid improvements as early as W4. Among patients achieving W28 PASI ≥50, PASI improvements were improved or sustained through 148 weeks. Disclosures: Merck Sharp & Dohme Corp. funded the studies; Sun Pharmaceutical Industries, Inc. the analyses. 
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