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Background: The treatment of hidradenitis suppurativa (HS) has always been a real challenge for dermatologists; to date, 
adalimumab the only biologic drug approved for HS is adalimumab, an anti-tumor necrosis factor (TNF)-α drug, the approval of 
this drug dates to 2015, data provided by real life show an effectiveness rate of about 60% percent. Recently (31 October 2023) FDA 
approves secukinumab for moderate-severe HS. The treatment and management of HS is very challenging as available treatments are 
very limited and show very variable outcomes.
Methods: We conducted a prospective monocentric study designed to evaluate the efficacy and safety of secukinumab treatment in 
HS patients in a real-life setting.
Results: The initial cohort of patients recruited included 21 HS patients including 12 females and 9 males. About 57.1% of patients 
achieved the primary endpoint and recorded significant decrease in all the severity assessment scales (IHS4, DLQI and VAS pain 
scale) at week 16 and 52, when HiSCR reached 71.4%.
Conclusion: The results of our study highlight that treatment with secukinumab in patients with severe HS who failed adalimumab 
may be a safe and effective therapeutic weapon.
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Introduction
Hidradenitis suppurativa (HS), is a chronic, inflammatory, recurrent and debilitating skin disease affecting hair follicles, 
the manifestations are characterized by inflammatory, painful and localized lesions in body districts where apocrine 
glands are present.1,2 The underlying pathogenic mechanism of HS is not yet known certainly follicular hyperkeratosis 
within the pilosebaceous-apocrine unit represents the initial lesion. New studies show new insights into the role of pro- 
inflammatory cytokines in the pathogenesis of HS, helping to fill some existing gaps in the knowledge of the develop-
ment of this pathology.3,4

The treatment of HS has always been a real challenge for dermatologists; to date, the first FDA biologic drug 
approved for HS is adalimumab, an anti-tumor necrosis factor (TNF)-α drug, whose approval dates to 2015. Several real- 
life studies highlight a mean clinical success rate of about 60%.5–8 However, primary or secondary lack of efficacy may 
occur.9–13 Secukinumab, an anti-interleukin 17A drug approved for moderate to severe psoriasis, psoriatic arthritis and 
ankylosing spondylitis has shown effective results in clinical trials improving signs and symptoms of HS with a good 
safety profile and response up to 52 weeks.14 Even few real-life data are already in line with the studies carried out.14 

Recently, European Commission (EC) has approved secukinumab, for use in adults with active moderate to severe HS 
and an inadequate response to conventional systemic HS therapy,15 while FDA approval has been reached recently 
(31 October 2023).
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The treatment and management of HS is very challenging as available treatments are very limited and show very 
variable outcomes. Indeed, different new drugs are being tested for HS (eg, spesolimab and porvocitinib).

It is therefore important for the future to select new therapeutic targets for HS establishing a universally and shared 
treatment algorithm. Among future drugs, secukinumab certainly represents the most immediate novelty.

Methods
We conducted a prospective monocentric study designed to evaluate the efficacy and safety of secukinumab treatment in HS 
patients in a real-life setting. The inclusion criteria followed the criteria established during the clinical trials conducted for HS.15,16

Inclusion criteria were: i) age ≥  18 years; ii) diagnosis of moderate to severe HS (Hurley II or III); particularly eligible 
patients were required to be diagnosed at least 1 year before the baseline visit and have a total abscess and inflammatory nodule 
(AN) count ≥ 3 at baseline, HS lesions in ≥ 2 distinct anatomical locations, a draining fistula count ≤ 20 at baseline, and 
inadequate response to oral antibiotics for the treatment of HS. iii) Adalimumab primary or secondary inefficacy, and/or 
Adalimumab discontinuation due to adverse events or Adalimumab contraindication (eg multiple sclerosis, severe heart 
failure); iv) secukinumab treatment according to the classical schedule for psoriasis: 300 mg administered subcutaneously 
weekly for 5 weeks, then every 4 weeks. Exclusion criteria: relevant medical conditions (such as hepatitis B, hepatitis C, HIV 
or tuberculosis) or pregnancy or lactation. The real-life study was carried out up to 52 weeks of treatment. At baseline, 
demographic data, HS clinical data, duration, treatment history and severity [Hurley score, International HS Severity Scoring 
System (IHS4), Dermatology Life Quality Index (DLQI) and VAS pain scale] were registered. HS clinical data, treatment 
history and disease severity as well as eventual adverse events and were performed at each follow-up (week 16, 32 and 52) in 
addition with laboratory analysis. Safety was assessed by treatment-emergent adverse events, physical examinations, and 
laboratory monitoring. The primary objective was the proportion of patients reaching Hidradenitis Suppurativa Clinical 
Response (HiSCR) score at 16 weeks. The secondary objective included HiSCR, International HS Severity Scoring System 
(IHS4), Dermatology Life Quality Index (DLQI) and VAS pain scale16–18 at week 16, 32 and 52.

The study was conducted in accordance with the protocol and applicable ethical guidelines and principles derived from 
the 1964 Declaration of Helsinki. The study protocol was reviewed and approved by Local Ethic Committee University of 
Naples Federico II. Patients provided written informed consent before undergoing the specific study procedures.

Statistical Analysis
The collected data were processed using Graph-Pad Prism software (GraphPad Inc., La Jolla, CA, USA). Parameters 
were calculated for each variable (number of days of therapy performed, IHS4, VAS, DLQI) using mean ± standard 
deviation. Paired t-test was used to compare data collected before starting Secukinumab and after 1 year of therapy. In 
addition, paired t-test was used to compare the same variables (data collected at the beginning of Secukinumab treatment 
with data collected after 1 year of therapy (T12) within the original sample. P-value <0.05 with a 95% confidence interval 
was considered statistically significant in all analyses performed.

Results
The initial cohort of patients recruited included 21 HS patients including 12 females and 9 males with a total mean age of 30.7 
years. The majority included people aged 18 to 29 (11 patients, 52.4%) (Figure 1). Seven of the 21 patients initially recruited 
(33%) did not complete the study until week 52 (as treated analysis). Particularly, two patients (9.5%) showed primary 
inefficacy (week 16), one (4.7%) developed an adverse event (pneumonia) at week 12 and 4 (19%) did not present for 
scheduled follow-ups and were therefore excluded. Hence, treatment discontinuation for inefficacy or adverse events was 
14.3%. Consequently, evaluations at week 52 were performed on the remaining 14 patients (66.7%). The enrolled patients had 
HS for at least 10 years (mean HS history was 14.7). All patients had been on at least one line of treatment (antibiotic therapy 
with clindamycin plus rifampicin or tetracyclines). Among the 21 patients enrolled, 17 patients (81%) had previously failed due 
to secondary inefficacy treatment with Adalimumab (anti TNF-alpha), the other 4 patients were bio-naïve (19%) but showing 
contraindication to adalimumab. As regards disease severity, the IHS4 score calculated at baseline showed a moderate-severe 
disease in all patients, with an average value at baseline of 10.4. Indeed, the patient had a severe impact on quality of life 
showing an average DLQI value of 27.6. The huge severity of HS at baseline is highlighted by the mean average of VAS pain 
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scale which was 9.2. As regards the primary endpoint, HiSCR was achieved at week 16 by 57.1% (8/14) of patients. This score 
continued to improve at every follow-up reaching 71.4% (10/14) at week 52. As regards, the other severity index, IHS4 was 
statistically significantly improved at week 52 reaching 8.5 (P<0.05). Specifically, 7 patients obtained a decrease in value of 4 
points and 7 patients obtained a decrease in value of 3 points at the end of the study (week 52) (Figure 2).

Figure 1 Data and baseline characteristics of the sample.

Figure 2 Data regarding IHS4 from week 0 to week 52.
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DLQI greatly improved at week 52 showing the average value dropped by 7 points to 19.7 (p<0.001). Although this 
decrease was significant, the recorded DLQI value still remained high, indicating that HS shows a constant strong 
psychological impact on patients even their clinical situation improves (Figure 3).

As regards VAS pain, the average value found at week 52 was 4.8, therefore there was a decrease of approximately 
50% compared to the initial value (P<0.001) (Figure 4).

In conclusion, 33% of patients did not obtain met the primary endpoint of the study (HiSCR at week 16) and did not 
obtain a significant decrease in IHS4 values at baseline.

However, 57.1% of patients achieved the primary endpoint and recorded significant decrease in all the severity 
assessment scales (IHS4, DLQI and VAS pain scale) at week 16 and 52, when HiSCR reached 71.4%.

Discussion
The results of our study highlight that treatment with secukinumab in patients with severe HS who failed Adalimumab 
may be a safe and effective therapeutic weapon. Adalimumab was the only FDA biologic drug approved for HS until 
31 October 2023, when secukinumab received FDA approval for HS.10–14

Data from the SUNSHINE and SUNRISE trials compared HS patients treated with secukinumab every 2 weeks vs 
patients treated with secukinumab every 4 weeks vs placebo; the HiSCR rates ranged from 42% to 46% under different 
regimens up to 52 weeks.13

Figure 3 Data regarding DLQI from week 0 to week 52.

Figure 4 Data regarding VAS pain score from week 0 to week 52.
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The efficacy of secukinumab in real life has been widely discussed in the literature through case series, case reports, 
and retrospective studies. In particular, clinical data to date show encouraging results. Particularly, Prussick et al18 

described of 9 patients 55.5% (5/9) achieved HiSCR at week 16 and that 67% (6/9) at week 24 continued to have this 
result. Casseres et al19 found that 13 of 20 patients (65%) achieved HiSCR at week 16. In the study by Reguiai et al20 

involving 20 patients, 75% of patients (15/20) achieved HiSCR at week 16. Ribero et al21 concluded that 26% (8/24) of 
patients achieved HiSCR at week 16 and 41% (7/17) at week 28. Finally, Melgosa et al22 recruited 23 patients, of whom 
73.9% (17/23) achieved HiSCR at week 16, 71.4% (15/21) at week 24, 71.4% (10/14) at week 36, and 83.3% (10/12) at 
week 52 of secukinumab treatment.

Hence, from all real-life data, a mean of 58.4% was achieved at week 16 while a mean of 75% at week 52. Our study 
is in line with these results: indeed, HiSCR at week 16 was 57.1% while at week 52 was 71.4%.

In addition, good results have also been reported by several case reports reporting data on the efficacy and safety of 
the drug in patients suffering from HS.23–26. However, real life data with high number of patients are still limited. In our 
opinion, there are still few real-life data in the literature especially the number of samplings is too small, so it is necessary 
to have more and more real-life studies that can confirm this positive trend of Secukinumab in HS.

The elevated levels of IL17 found in the serum of individuals with hidradenitis suppurativa (HS), the increased 
presence of IL-17A/C/F transcripts in the affected tissue, the detection of IL-17A in serum, and the identification of 
CD4+ IL-17+ T cells in both the affected and surrounding tissues have all been extensively reported in scientific 
literature. These findings potentially underlie the rationale behind the observed effectiveness of Secukinumab treatment 
in managing HS.27,28 However, the validation of this hypothesis warrants extensive large-scale studies in the future. 
These studies should aim to corroborate this hypothesis, further elucidating data regarding potential variations in 
treatment efficacy between Adalimumab-naive and Adalimumab-treated HS patients, as well as across different clinical 
presentations of HS. Such comprehensive investigations will be pivotal in refining our understanding of the disease 
pathogenesis and optimizing therapeutic strategies for diverse HS patient populations.

Patients with HS require long-term management and frequent follow-up due to the highly recalcitrant nature of the 
disease; to date, first-line therapies such as antibiotics fail to guarantee results in severe forms of HS.16,29,30

Unfortunately, adalimumab may experience primary or secondary lack of efficacy and paradoxical reactions have 
been described; in these patients an alternative therapy needs to be found.31–35 In this scenario, secukinumab which has 
shown promising results in clinical trials and real life with active moderate to severe HS and an inadequate response to 
conventional systemic HS therapy becomes very important to ensure a successful therapeutic alternative.13

The evolving understanding of hidradenitis suppurativa’s (HS) pathogenesis has spurred the creation of novel, 
targeted medications characterized by high efficacy and safety. Recent years have seen extensive discourse regarding 
the pivotal role of IL-23 in HS. Multiple scholarly articles have delved into the involvement of the IL-23/TH17 
pathways, elucidating their potential significance in the disease’s development. Notably, research has highlighted the 
overexpression of IL-23 in lesions present in HS patients, alongside the discovery of elevated serum levels of IL-23 
among individuals affected by HS. This accumulating body of evidence signifies a promising avenue for exploring the 
mechanisms underlying HS, offering potential targets for therapeutic interventions aimed at modulating IL-23-related 
pathways to mitigate disease progression.36–40

There will certainly be an increase in the number of therapies available for HS over the next few years to ensure an 
individualized approach for each patient also based on comorbidities. Several publications of ongoing clinical trials 
discuss the use of spesolimab (anti-IL-36 receptor) and JAK inhibitors, but so far there are too few reports to express 
a definitive opinion.41–58

Larger Phase 3 studies will be needed to truly understand the efficacy and safety of these drugs for HS.

Strengths and Limitations
The main point is certainly the real-life experience until 52 weeks, to date there are few data with a long period. The 
limitations include the small sample size, the open-label design with no control group.
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Conclusion
In conclusion, the results of our real life study show that treatment with secukinumab in patients with severe HS who 
failed adalimumab may be safe and effective, in particular showed HiSCR was achieved at week 16 by 57.1% of patients. 
This score continued to improve at every follow-up reaching 71.4% at week 52. These data confirm previous data 
regarding efficacy and safety of secukinumab in treatment of HS available in literature.16–29
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