Efficacy and Safety of Long-Term Tildrakizumab for Plaque Psoriasis: 4-Year Results from reSURFACE 1 and reSURFACE 2
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Introduction: Tildrakizumab (TIL) is a high-affinity, humanized, anti–interleukin-23p19 monoclonal antibody approved to treat moderate-to-severe plaque psoriasis. Methods: reSURFACE 1/2 were double-blind, randomized, controlled studies evaluating TIL 100 and 200 mg in adults with moderate-to-severe chronic plaque psoriasis. Patients with ≥50% Psoriasis Area and Severity Index score (PASI 50) improvement at base study completion (week 64/52) could enter long-term extension at same dose. PASI response, Physician’s Global Assessment (PGA) response (0 or 1 with ≥2 grade reduction), and prespecified adverse events (AEs) are presented up to week 208/200 for reSURFACE 1/2. Results: Of 638/756 patients completing the reSURFACE 1/2 base studies, 506/731 entered the extension studies (2210.8/2768.3 total patient-years [PY] follow-up). At week 208 in reSURFACE 1, 82%/56%/28% (N=178) of patients receiving TIL 100 mg and 82%/55%/27% (N=226) receiving TIL 200 mg achieved PASI 75/90/100; 58%/60% receiving TIL 100/200 mg achieved PGA response. At week 200 in reSURFACE 2, 89%/64%/35% (N=322) receiving TIL 100 mg and 89%/62%/30% (N=298) receiving TIL 200 mg achieved PASI 75/90/100; 65%/66% of patients receiving TIL 100/200 mg achieved PGA response. Long-term results were similar to at base study completion. From base study completion to week 208/200, 22%/21% receiving TIL in reSURFACE 1/2 discontinued, most due to patient withdrawal. For all prespecified AEs, exposure-adjusted rates per 100 PY for patients receiving TIL 100 or 200 mg were ≤1.1/≤1.6 in reSURFACE 1/2. Drug-related hypersensitivity, confirmed major adverse cardiac events, and malignancies occurred at ≤0.2, ≤0.7, and ≤1.3 events/100 PY, respectively, in both studies. Conclusions: During 4 years of TIL treatment, PASI and PGA responses were high and durable, with low prespecified AE rates. Disclosures: Merck Sharp & Dohme Corp. funded the studies and Sun Pharmaceutical Industries, Inc., analyses including statistical support from Jeff Parno.


