
• 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 (HiSCR is defined as at least 50% decrease 
in abscess and inflammatory nodule count with no increase in the number of abscesses or 
in the number of draining fistulae relative to baseline). 

• 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 (flares are defined as at least a 25% increase in AN counts with a 
minimum increase of 2 AN relative to baseline), and the proportion of patients with NRS30 
(skin pain) response (reported as pooled data from both trials) at Week 16. NRS30 is 
defined as at least a 30% reduction from baseline and at least a 2-unit reduction in 
patient’s global assessment of skin pain at worst.
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• Hidradenitis suppurativa (HS) is a difficult-to-manage, chronic, inflammatory skin disease, 
with limited effective treatment options available.

• Secukinumab (SEC), 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.

• 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. Figure 1 describes the SUNSHINE and SUNRISE study design. 

Figure 1. SUNSHINE and SUNRISE study desgin

BSL, baseline; EOT1/EOT2: end of treatment period 1/2; F8, end of 8-week follow-up period; Q2W, every two weeks; Q4W, every four
weeks; s.c., subcutaneous; SEC, secukinumab 300 mg.

Study design

Study objectives

• 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]). Table 1 describes the baseline characteristics of the study populations. 

Table 1. Baseline characteristics

HS, hidradenitis suppurativa; N, number of patients in group; n, number of patients with characteristic; Q2W, every two weeks; Q4W, 
every four weeks; SD, standard deviation; SEC, secukinumab 300 mg.

• 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: SEC¬Q2W [-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.

Study population

Primary and key secondary endpoints

• 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%]). 

• The primary endpoint is described in Figure 3. 

Safety

Figure 3. Primary endpoint

One-sided nominal p-values are based on a logistic regression model, the primary estimand, and multiple imputation. Error bars represent 95% 
CI. Green represents statistical significance and red represents non-significance compared with placebo. CI, confidence intervals; HiSCR, 
hidradenitis suppurativa clinical response;  N, number of patients in group; Q2W, every two weeks; Q4W, every four weeks; SEC, secukinumab
300 mg; Wk, week.

• 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.

• Table 2 describes the safety profile of both SEC dosages in both trials. 

• The SUNSHINE and SUNRISE Phase 3 trials both met their primary endpoint (HiSCR) 
demonstrating superiority of secukinumab over placebo with rapid symptom relief in 
patients with moderate to severe HS.

• Secukinumab demonstrated sustained efficacy beyond the Week 16 primary efficacy 
analysis (long term data are based on an interim analysis where 95% of patients completed 
or discontinued by week 52).

• Secukinumab was well tolerated in patients with moderate to severe HS, consistent with 
the known favorable safety profile in other approved indications.

• Secukinumab is expected to be a new, safe, and effective biologic treatment option with a 
novel mode of action in moderate to severe HS. 
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• Clinical response (HiSCR) to secukinumab is in line with sustained and continued 
improvement up to 52 weeks of treatment (long term data based on an interim analysis 
where 95% of patients completed or discontinued by week 52). 

https://www.ismpp.org/gpp3
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