Rates of Malignancies Through 5 Years of Tildrakizumab Exposure in reSURFACE 1 and reSURFACE 2
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Introduction: Immunosuppressive medications may increase malignancy rates. We present malignancy rates for up to 5 years in patients receiving tildrakizumab (TIL), a high-affinity anti–interleukin-23p19 monoclonal antibody approved for treatment of plaque psoriasis in the US, Europe, Australia, and Japan. 

Methods: reSURFACE 1 and 2 (NCT01722331/NCT01729754) were 3-part, double-blind, randomized, controlled studies with optional long-term extensions evaluating TIL monotherapy every 12 weeks in adults with moderate to severe chronic plaque psoriasis. This post hoc analysis reports exposure-adjusted rates of malignancy excluding cervical carcinoma in situ as cumulative incidence per 100 patient years (PY) of exposure to TIL 100 vs 200 mg.

Results: In reSURFACE 1/2, 239/376 and 267/347 patients receiving TIL 100 and 200 mg entered the extension studies for a mean of 154.2/146.8 and 165.7/148.5 weeks, respectively. Total TIL exposure was 1094.6/1513.3 and 1266/1404.7 PY for TIL 100 and 200 mg, respectively, in reSURFACE 1/2. Malignancy rates for reSURFACE 1/2 were 1.6/0.8 vs 0.9/1.0 per 100 PY in patients receiving TIL 100 vs 200 mg, respectively. Melanoma rates were 0.1/0.1 vs 0.1/0.1 per 100 PY and nonmelanoma skin cancer (NMSC) rates were 0.5/0.3 vs 0.4/0.5 per 100 PY in reSURFACE 1/2 patients receiving TIL 100 vs 200 mg, respectively. Excluding NMSC, malignancy rates were 1.1/0.5 vs 0.5/0.5 per 100 PY for reSURFACE 1/2 patients receiving TIL 100 vs 200 mg, respectively. Excluding NMSC and melanoma, the most common solid malignancies were rectal adenocarcinoma (n = 2 TIL 100 mg; n = 2 TIL 200 mg) and pancreatic carcinoma (n = 0 TIL 100 mg; n = 2 TIL 200 mg); all other non-skin malignancies were singular events.

Conclusions: Malignancy rates in reSURFACE 1/2 were similar between patients receiving TIL 100 vs 200 mg for up to 5 years, suggesting no dose-dependent effect on incidence of malignancy. 
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