Efficacy and Safety of Tildrakizumab 100 mg for Plaque Psoriasis in Patients Randomized to Treatment Continuation vs Treatment Withdrawal with Retreatment upon Relapse in reSURFACE 1
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Introduction: Residual psoriasis after tildrakizumab (TIL) treatment interruption, relapse, and retreatment was analyzed post-hoc.

Methods: Adult patients receiving TIL 100 mg who achieved ≥75% Psoriasis Area and Severity Index (PASI) improvement at week (W)28 in the double-blind, randomized, controlled, phase 3 reSURFACE 1 (NCT01722331) study were rerandomized to placebo (N = 113) or TIL 100 mg (N = 116). PASI and adverse events (AEs) were evaluated through W64. Upon relapse (≥50% loss maximum improvement) patients received TIL 100 mg; efficacy analyses included retreated patients (response: regaining ≥50% maximum improvement) ≥12 weeks. Missing data were imputed using last observation carried forward. 

Results: Relapse occurred in 61/113 patients rerandomized to placebo: median PASI at baseline, W28, and relapse was 20.3, 0.8, and 11.0, respectively. Median time to relapse was 238 days. Among 51 patients retreated ≥12 weeks, median response time was 28 days. Median PASI was 5.9, 3.2, and 2.7 after 4, 8, and 12 weeks of retreatment; at W64, 72.1%/31.2%/13.1% achieved PASI 75/90/100, respectively. No patients experienced rebound.
Of patients rerandomized to placebo, 52 did not relapse: median PASI was 0.8, 2.6, and 4.0 at weeks 28, 52, and 64, respectively. Of patients continuing TIL, 8/116 patients relapsed; W64 median PASI was 1.4. Response was maintained in 93.1% of patients on TIL: median PASI at W28, W52, and W64 was 1.0, 1.0, and 1.2, respectively. 
In 2/113 patients rerandomized to placebo, 2 prespecified AEs (cerebellar infarction, basal cell carcinoma) occurred; 3/135 continuing TIL reported 4 (basal cell carcinoma, Bowen’s disease, carcinoma in situ of skin, sinusitis). 

Conclusions: Relapse was successfully retreated in the majority of patients. In patients receiving TIL who relapsed and were retreated, a response was recaptured in a median of 28 days.
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