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Secukinumab Improves Clinical and Imaging Outcomes in Patients With Psoriatic Arthritis and Axial Manifestations With Inadequate Response to NSAIDs: Week 52 Results From the MAXIMISE Trial
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Background/Purpose: MAXIMISE (NCT02721966) is the first randomized controlled trial evaluating the efficacy of a biologic in the management of the axial manifestations of psoriatic arthritis (PsA) and showed that secukinumab (SEC) 300 and 150 mg provided rapid and significant improvement in ASAS20 responses in these patients through week 12. Here, we present 52-week efficacy results and imaging data from the MAXIMISE trial.
Methods: This phase 3b, double-blind, placebo (PBO)-controlled, multicenter 52-week trial included 498 patients (aged ≥ 18 years) with a diagnosis of PsA and classified by CASPAR criteria, spinal pain VAS score ≥ 40/100 and BASDAI score ≥ 4 despite use of ≥ 2 NSAIDs. Patients were randomized to SEC 300 mg (n = 167) or SEC 150 mg (n = 165) or PBO (n = 166) weekly for 4 weeks and every 4 weeks thereafter. At week 12, PBO patients were re-randomized to SEC 300/150 mg. The primary endpoint was ASAS20 response with SEC 300 mg at week 12. The key secondary endpoint was ASAS20 response with SEC 150 mg at week 12. Week 52 data are presented as observed. Bone marrow edema of the entire spine and sacroiliac joints were assessed centrally with Berlin MRI scores at baseline, week 12 and week 52.
Results: Primary and key secondary endpoints were met; ASAS20 responses were sustained and increased further through week 52. 75.0%/79.7% of the PBO patients re-randomized at week 12 to SEC 300/150 mg achieved ASAS20 response at week 52. ASAS40 responses at week 52 were 69.1% [SEC 300 mg], 64.5% [SEC 150 mg], 62.5% [PBO-SEC 300 mg], and 54.1% [PBO-SEC 150 mg]. At baseline, 59.5% [SEC 300 mg], 54.2% [SEC 150 mg] and 64.2% [PBO] of the patients had positive MRIs for the sacroiliac joints and/or the spine with Berlin MRI score ≥ 1. The reductions of Berlin MRI score for entire spine and sacroiliac joints were statistically significant for patients treated with SEC 300/150 mg vs placebo. There were no new or unexpected safety findings.
Conclusion: Secukinumab improved all evaluated ASAS responses through week 52 in PsA patients with axial manifestations and inadequate responses to NSAIDs and led to significant reduction of inflammatory MRI lesions in the spine and the sacroiliac joints. Safety of secukinumab through week 52 was consistent with previous reports.
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