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Introduction & Objectives: Hidradenitis suppurativa (HS) is a difficult-to-manage, chronic, inflammatory skin
disease characterised by deep painful inflammatory nodules, abscesses and draining tunnels, with limited effective
treatment options available. Secukinumab, a fully human, monoclonal antibody which selectively neutralises
interleukin 17A (IL-17A), was evaluated in patients with moderate to severe HS. Here, the primary endpoint
analysis (Week 16) results from SUNSHINE (NCT03713619) and SUNRISE (NCT03713632), two double-blind,
identical, Phase 3 randomised controlled trials of secukinumab in patients with moderate to severe HS, are
described.

Materials & Methods: In both trials, male and female patients aged ≥18 years with moderate to severe HS were
randomised to receive subcutaneous secukinumab 300 mg every two (SECQ2W) or four weeks (SECQ4W), or
placebo. The primary objective of both trials was to demonstrate the superiority of secukinumab over placebo with
respect to the proportion of patients achieving a hidradenitis suppurativa clinical response (HiSCR) at Week 16.
Key secondary endpoints included the percentage change from baseline in abscess and inflammatory nodule (AN)
count at Week 16, the proportion of patients experiencing a flare over 16 weeks, and the proportion of patients
with NRS30 (skin pain) response (reported as pooled data from both trials) at Week 16.

Results: Overall, 1,084 patients were randomised in SUNSHINE (n=541, SECQ2W [n=181]; SECQ4W [n=180];
placebo [n=180]) and SUNRISE (n=543, SECQ2W [n=180]; SECQ4W [n=180]; placebo [n=183]), with 93.6%
(1,015/1,084) of patients completing 16 weeks of treatment. More patients were female (56.3%), and the mean
age was 36.2 years across both trials. The primary and key secondary outcome results are shown in Table 1. The
SECQ2W dose regimen met the primary endpoint (HiSCR at Week 16) in both studies (SUNSHINE: SECQ2W
[45.0%] vs placebo [33.7%]; SUNRISE: SECQ2W [42.3%] vs placebo [31.2%]). SECQ2W met all of the secondary
endpoints in both trials except for the proportion of patients experiencing a flare (met only in SUNSHINE); a
significantly greater decrease in AN count (SUNSHINE: SECQ2W [-46.8%] vs placebo [-24.3%]; SUNRISE: SECQ2W
[-39.3%] vs placebo [-22.4%]) and significantly higher NRS30 response (pooled data: SECQ2W [38.9%] vs placebo
[26.9%]) compared with placebo at Week 16. Significantly fewer patients in the SECQ2W dosing regimen
experienced flares over 16 weeks versus placebo in SUNSHINE (15.4% vs 29.0%), with numerically fewer flares
observed versus placebo in SUNRISE (20.1% vs 27.0%). The SECQ4W dose regimen also demonstrated clinical
efficacy, but primary and all secondary endpoints (excluding pain) were only met in SUNRISE; HiSCR (SECQ4W
[46.1%] vs placebo [31.2%]), change in AN count (SECQ4W [-45.5%] vs placebo [-22.4%]) and proportion of
patients experiencing flares (SECQ4W [15.6%] vs placebo [27.0%]). Treatment with both dose regimens of
secukinumab in both trials was well-tolerated with no new or unexpected safety signals compared to its well-
established safety profile.



Conclusion: In SUNSHINE and SUNRISE, secukinumab was clinically effective in improving signs and symptoms
in patients with moderate to severe HS and a favourable safety profile was observed, demonstrating that IL-17A
inhibition appears to be an efficacious therapeutic option in this patient population.

Table 1. Primary and key secondary outcome results in the SUNSHINE and SUNRISE trials.
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