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Abstract: The treatment of hidradenitis suppurativa (HS) has always been a real challenge for dermatologists; to date, the only
biologic drugs approved for HS are adalimumab, an anti-tumor necrosis factor (TNF)-a drug, authorized in 2015, and secukinumab,
recently licensed. The management of this condition is challenging as the available treatments show variable results, and the course of
the condition is often chronic-recurrent; therefore, it will be necessary for the future to identify new therapeutic targets for HS. In
recent years, studies have focused on the development towards new therapeutic targets. The purpose of our review was to perform
a comprehensive literature review of real-life data on anti-IL23 (guselkumab, tildrakizumab, and risankizumab) in HS to summarize
the existing evidence on the efficacy and safety of these drugs. We selected 64 articles, among which 32 had the characteristics that we
were looking for in our review. To date, the positive data expressed in real-life experiences contrast with the three existing Phase 2
studies conducted so far, where it seems that these drugs may be useful only for a subgroup of patients with HS whose features need to
be elucidated. Data from Phase 3 studies and other real-life experiences, perhaps more detailed and with higher numbers, will certainly
be needed to fully understand the efficacy and safety of this class of drugs.
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Introduction

Hidradenitis suppurativa (HS), also known as acne inversa or Verneuil’s disease, is a chronic, inflammatory, recurrent,
and debilitating skin disease of the hair follicles, characterized by inflammatory, painful, and deep-rooted lesions in body
areas characterized by the presence of apocrine glands.'** Although the exact mechanism of HS has not been entirely
elucidated, lesion formation is believed to be centered around follicular hyperkeratosis within the pilosebaceous-apocrine
unit.>* Recent research has provided new insights into the role of pro-inflammatory cytokines in the pathogenesis of HS,
helping close existing knowledge gaps in the development of this condition.** In particular, several pro-inflammatory
mediators have been reported to play a key role in the formation of inflammatory nodules, abscesses, fistulas, and sinus
tracts such as Interferon (IFN)-y, Tumor Necrosis Factor (TNF)-a, interleukin (IL)-1, IL-17, and IL-12/23.* Moreover,
several comorbidities are often associated with HS including obesity, metabolic syndrome, and autoimmune diseases
such as Crohn’s disease, which negatively affect both the treatment of this pathology and the quality of life of patients
with HS.>® The treatment of HS has always been a real challenge for dermatologists. Historically, the only biologic drug
approved for HS is adalimumab, an anti-TNF-a drug, approved in 2015.”'° The results of this drug in real life evidence
have been discussed for years where it would seem that this drug can achieve a success rate of about 70%.” '® Recently,
Secukinumab, an anti-IL 17 drug, has been approved, showing effective results in clinical trials, improving the signs and
symptoms of HS with a good safety profile and response for up to 52 weeks.'' Real-life data were also in line with the
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studies carried out.'' The European Medicines Agency (EMA) has approved secukinumab for use in adults with active
moderate-to-severe HS and an inadequate response to conventional systemic HS ‘[herapy.12

Globally, the management of HS is very difficult as the treatments available to date show variable results, and the
course of the condition is often chronic-recurrent; therefore, it will be necessary for the future to identify new therapeutic
targets for HS. In recent years, studies have focused on the development towards new therapeutic targets.'

Bimekizumab, the latest available IL-17 inhibitor on the market, is a humanized monoclonal immunoglobulin (Ig) G1
antibody that neutralizes both IL-17A and IL-17F,"* and has shown promising results in a recently published phase 2
study.'> Among the new therapeutic targets, there has been much discussion in recent years regarding the role of anti-
interleukin-23 drugs and their use in the treatment of HS. To date, there have been few phase 2 studies on these drugs and
various case reports and case series with highly variable results. The purpose of our review was to perform
a comprehensive literature review of real-life data on anti-IL23 (guselkumab, tildrakizumab, and risankizumab) in HS
to summarize the existing evidence on the efficacy and safety of these drugs.

Methods

A comprehensive review of the English-language medical literature was performed using the PubMed, Ovid, Scopus,
Embase, and Cochrane Library databases from their inception until May 2023 using Medical Subject Headings (mesh) (if
applicable) and medical terms for the concepts of guselkumab, tildrakizumab, and risankizumab use in a real-life setting.
The search strategy to identify articles was performed using the following search terms: “IL-23 inhibitors”, “guselk-
umab”, “tildrakizumab”, “risankizumab”, AND “real life”, AND “real world evidence”, AND “hidradenitis suppurativa”,
hidradenitis suppurativa. The search involved all fields, including the title, abstract, keywords, and full-text. Clinical and
epidemiological studies, reviews, and systematic reviews of the use of guselkumab, tildrakizumab, and risankizumab in
real-world settings were included. Only English language manuscripts were included in this study. This article is based
on previous studies and does not include any studies with human participants or animals performed by any of the authors.
Manuscripts were identified, screened, and extracted for relevant data following the PRISMA (Preferred Reporting Items
for Systematic Reviews and meta-analyses) guidelines'® (Figure 1).

Eligibility Criteria and Study Selection

The inclusion criteria were as follows: (1) placebo- or active comparator-controlled human studies; (2) trials focusing on
the efficacy and safety of IL-23 inhibitors in HS; (3) randomized clinical trials (RCTs) with at least one of the following
outcomes reported: Hidradenitis Suppurativa Clinical Response (HiSCR), Dermatology Life Quality Index (DLQI), and
adverse events; and real-life evidence has been includedin particular, letters to editors, case reports, and case series, as
there are still very few reports in the literature. The quality of the enrolled studies was evaluated using the revised
Cochrane risk-of-bias tool for RCTs.'®

Results
We selected 64 articles, among which 32 had the characteristics that we were looking for in our review. This section will
be divided into subparagraphs in which the efficacy and safety data present in the literature on IL-23 will be reported.

Tildrakizumab

Tildrakizumab is a humanized monoclonal antibody (IgG1-k) against interleukin-23, particularly with a high affinity for
the p19 subunit, and is approved for moderate-to-severe plaque psoriasis.'®!®

To date, no clinical trials or large-scale studies have reported on the use of tildrakizumab in HS. There were two case
series with a total of nine patients and two case reports of tildrakizumab treatment for HS.

Kot et al*” published a case series of 5 patients with HS treated with tildrakizumab. Four patients had Hurley stage III
disease, and one patient had Hurley stage II disease. Assessments were performed at weeks 8 and 20 with registered data
according to the Dermatology Life Quality Index (DLQI) and number of lesions; however, there were no data on the
International Hidradenitis Suppurativa Severity Score System (IHS4) or Hidradenitis Suppurativa Clinical Response

(HiSCR). The authors reported a mean reduction in abscess and nodule count of 16.8 (P=0.04) at week 8 from baseline;
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2021;372:n71. Creative Commons.'”

data were confirmed at week 20. In addition, all patients reported improvement in their quality of life. There were no
reported side effects reported, but one patient had to discontinue treatment at week 8 due of pregnancy.?’

The same authors”' published other data with a total of 9 HS patients also including five patients from their previous
case series with up to 15 months of treatment. Of these nine patients, only four had 15 months of treatment with
tildrakizumab alone, while the other subjects received antibiotic therapies with clindamycin, rifampicin, or resorcinol for
15 months. Only 1 patient underwent corticosteroid therapy (prednisone) because of pyoderma gangrenosum as
a comorbidity. Two patients required deroofing procedures, and two patients underwent incision and drainage.
According to the authors, this does not affect the treatment outcomes. Moreover, the authors only evaluated the DLQI
and the number of lesions, while there were no more precise data on IHS4 and HiSCR. The authors reported
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a statistically significant reduction in mean abscess and nodule count of 23.50 (P = 0.032) at month 15.>' Regarding the
DLQI, the authors reported that the data did not reach statistical significance because the initial DLQI was low. No
adverse events were reported, and the only report was a non-drug-related diarrhea episode lasting 3 days, which did not
affect treatment, while the patient who discontinued treatment for pregnancy at week 8 did not report pregnancy sequelae
or fetal abnormalities.”'

Dasmin??

recently described the case of a 38-year-old patient with HS and psoriasis who had previously failed
adalimumab, secukinumab, and guselkumab, and was therefore switched to tildrakizumab. Prior to treatment, the patient
had Hurley stage 2 and a Hidradenitis Suppurativa-Physician Global Assessment (HS-PGA) score of 4 (ie, severe).
HiSCR was achieved at week 40 with complete remission of psoriasis (PASI100), Hurley stage 2, and HS-PGA score 2
(mild). The results were confirmed at week 52, and the authors reported no side effects.*”

The other case described in the literature concerns a case of a 50-year-old patient affected by PASH syndrome who
had had a significant worsening of HS;** the patient had practiced in the past with only limited benefit unspecified
antibiotic therapy and adalimumab (interrupted for ineffectiveness); therefore, the authors report having started treatment
with tildrakizumab. At baseline, the patient had an abscess and nodule count of 45, DLQI score of 26, and visual analog
scale (VAS) pain score of 10 was reported.”> After 5 months of treatment, the patient presented with an abscess and
nodule count of 5 and a VAS score of 7 but a DLQI score of 19. No side effects during the treatment were reported by the
authors during treatment.*

We believe that there are still insufficient data to express an opinion on the efficacy of tildrakizumab in HS. The lack
of large-scale data or more accurate evaluation parameters, such as IHS4 and HiSCR, represents a real limitation of

existing literature. In the future, we hope to review other more detailed articles, such as psoriasis.>*2°

Risankizumab

Risankizumab is a humanized IgG1 monoclonal antibody that specifically inhibits interleukin 23 (IL-23) by binding to its
pl9 subunit. Risankizumab has been approved for the treatment of moderate-to-severe plaque psoriasis, psoriatic
arthritis, and Crohn’s disease.’® Several studies have demonstrated the efficacy and safety of this drug in these
conditions.>' ® However, there are few reports on the use of this drug in HS. In particular, there has been a recently
published phase 2 study and some case reports.

Kimball et al’’ recently conducted a Phase II multicenter, randomized, placebo-controlled, double-blind study to
investigate the efficacy and safety of risankizumab in patients with moderate-to-severe HS. A total of 243 patients were
enrolled in this study. There were two treatment periods in this study. The first ranged from week 0 to week 16, which
was randomized in a double-blind study in which patients received a 1:1:1 ratio of placebo, risankizumab 180 mg, and
risankizumab 360 mg. The second period ranged from week 16 to week 68, when treatment was open-label with
risankizumab. The primary endpoint was the achievement of HiSCR after the first double-blind period after 16 weeks of
treatment, and the data were compared after week 68 of risankizumab open-label treatment.*” The proportion of patients
who met the endpoint after week 16 was very similar for patients who received risankizumab 180 mg or risankizumab
360 mg versus those who received placebo (46.8% vs 43.4% vs 41.5%); therefore, not having reached the planned
endpoint, the study was terminated early.?’ In this study, as in other studies performed on HS, a high placebo effect was
reported, probably because of the chronic relapsing course of HS.*® Additional efficacy and safety data from this study
are summarized in Table 1.

Repetto et al*” conducted a retrospective study from November 2020 to December 2021 with 6 patients enrolled, 4
with Hurley Stage I1I and two patients had Hurley Stage II. All patients had previously received adalimumab treatment,
and none were bionaived. No concomitant treatment with risankizumab has been described. The HS was evaluated using
IHS4 and HiSCR. Of the six patients, three achieved HiSCR at month 3, and all patients achieved HiSCR at month 6.
There were no statistically significant data instead regarding IHS4, all patients reported a marked improvement in their
quality of life. The authors concluded that none of the patients experienced adverse events.>”

Licata et al*® described the case of a 50-year-old patient with psoriasis and HS who had previously failed
cyclosporine and adalimumab therapies. The patient was staged as Hurley stage 2 with a PASI of 25 and a BSA of

20, and after 16 weeks of treatment, the authors reported complete resolution of both pathologies. There are no detailed
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Table | Data Risankizumab from Clinical Trial

Authors

Study Design

Patient Enrolled

Effectiveness

Safety

Kimball et a

37
I

Phase Il multicenter,
randomized, placebo-
controlled, double-
blind study.

A total of 243 patients
were randomized
(risankizumab 180 mg,
n = 80; risankizumab

HiSCR was achieved by 46.8% of
patients with risankizumab 180 mg,
43.4% with risankizumab 360 mg,
and 41.5% with placebo at week 16

Double-blind period:

headache (10.6%), nasopharyngitis
(8.1%), back pain (4.4%), urinary tract
infection (4.4%), fatigue (3.8%),

(ClinicalTrials.gov 360 mg, n=8l;

placebo, n =82)

nausea (3.1%), upper respiratory
identifier:

NCTO03926169)

tract infection (3.1%), and worsening
of hidradenitis suppurativa (3.1%)
Open label period:

worsening of hidradenitis suppurativa
(11.0%), headache (5.5%), and
diarrhea (3.7%)

No deaths were reported.

data on HS in this article from the authors; IHS4 or HiSCR are missing, and it is not clear whether there were any side
effects.*

Marques et al*' described two cases of patients who first achieved HiSCR with adalimumab and then discontinued
therapy due to loss of efficacy. The two patients were staged before risankizumab treatment with Hurley III scores, IHS4
scores of 28 and 43, DLQI scores of 19 and 25, VAS of 5.9 and 7.5, respectively. The results after 4 months of therapy
were as follows: for patient 1: reduction of IHS4 from 28 to 4, DLQI from 19 to 5, and VAS from 5.9 to 2, whereas for
patient 2, reduction of IHS4 from 43 to 6, DLQI from 25 to 9, and VAS from 7.5 3.1.4

No adverse events other than one episode of tonsillitis were reported in patient 1, which did not affect the treatment.*'
Caro et al*? reported the case of a 39-year-old female with HS, psoriasis vulgaris, and Hashimoto thyroiditis. He had
undergone various antibiotic therapies and surgery for recurrence, and biological therapy with adalimumab and
secukinumab was interrupted due to lack of efficacy. Therefore, the treatment with risankizumab was initiated with
the addition of trimethoprim—sulfamethoxazole 160 + 800 mg twice a day for 1 month. The authors reported an
improvement at week 4 (no data of IHS4 or HiSCR), whereas at week 16, they reported a reduction in IHS4 from 18
to 4 and a reduction in DLQI from 20 to 2.** The results were maintained for 24 weeks. The therapy was well tolerated,
and no adverse events were observed.*?

The data reported for risankizumab were more consistent than those for tildrakizumab, involving a higher number of
subjects. Although good results have been reported in case reports and case series, the only existing phase 2 study
concluded that risankizumab does not appear to be an effective treatment for moderate-to-severe HS. Further phase 3
studies with a higher sampling will be needed to determine the efficacy and safety of this drug for the treatment of HS, as

well as for other drugs currently under discussion.**™*’

Guselkumab

Guselkumab is a human monoclonal immunoglobulin G1 (IgG1) lambda antibody directed against IL-23 that has been
approved for the treatment of moderate-to-severe plaque psoriasis and PsA.**** Several studies of psoriasis and PsA
have demonstrated the efficacy and safety of this drug.’®>' There are also several reports in the literature regarding HS,
in particular, there have been two recent phase 2 studies and several case reports and/or case series.

Dudink et al’? recently conducted an open-label, multicentre, phase Ila trial, 20 patients were enrolled, and the study
lasted 24 weeks divided into 16 weeks of treatment and 8 weeks of follow-up; the primary endpoint was achievement of
HiSCR at week 16. Almost 65% of patients (n = 13/20) achieved HiSCR and 35% (n = 7/20) achieved a 75%
improvement in HiSCR.*® The authors conclude the study stating that IL-23 inhibition does not appear to be central
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Table 2 Data Guselkumab from Clinical Trial

Authors

Study Design

Patient Enrolled

Effectiveness

Safety

Dudink et al*?

An open-label,

20 patients enrolled.

65% of patients (n = 13/20)

The most common adverse

randomized, placebo-
controlled, double-
blind study

Patients were randomized
I:1:1 to receive: |) guselkumab
200 mg by subcutaneous (SC)
injection every 4 weeks (q4w)
through Week 36 (the
guselkumab SC group); 2)
guselkumab 1200 mg
intravenously (IV) every g4w
for 12 weeks, then guselkumab
200 mg SC gq4w from Weeks
12-36 (the guselkumab IV
group); or 3) placebo IV or SC
q4w for 12 weeks, with re-
randomization to guselkumab
200 mg SC q4w at Weeks 16—
36 (the placebo—guselkumab
200 mg group) or guselkumab
100 mg SC at Weeks 16, 20,
28, and 36 and placebo at
Weeks 24 and 32 (the
placebo—guselkumab 100 mg

group).

HiSCR were numerically
higher in the guselkumab SC
(50.8%, p=0.166) and
guselkumab 1V (45.0%,
p=0.459) groups versus the
placebo group (38.7%);
however, the differences were
not statistically significant.

At Week 40, HiSCR response
rates were 45.8% and 48.3% in
the guselkumab SC and IV
groups, respectively, and 46.4%
and 53.6% in the
placebo—guselkumab 100 mg
and placebo—guselkumab
200 mg groups, respectively.

multicentre, phase lla | 2 drop out. achieved HiSCR and 35% (n = | events were headache,
trial Limitation of study: 7/20) reached a 75% infections (most frequently
Low sampling and lack of improvement in HiSCR. upper respiratory tract
a placebo arm The median IHS4 and AN infections), and nausea. The
count decreased significantly only serious adverse event was
between baseline and week a myocardial infarction that
16, from 8.5 (IQR 4.3-16.0) to | occurred after 16 weeks of
5.0 treatment.
This event was not related to
current therapy
Kimball et al* A phase 2, 184 patients enrolled At Week |6, the proportions | Serious adverse events
multicenter, 3 drop out of patients who achieved (SAEs):

| patient in guselkumab group
had anemia and nephrolithiasis.
| patient had cholelithiasis.
No patients experienced

a major adverse cardiovascular
event, malignancy, anaphylactic
reaction, or serum sickness
reaction; there were no

deaths.

to the pathophysiology of HS and that guselkumab has been shown to be effective only in certain subtypes of HS

patients.>

Additional study data regarding efficacy, safety, and study limitations are reported in Table 2

Kimball et al*>* recently conducted a phase 2, multicenter, randomized, placebo-controlled, double-blind study of 184
enrolled patients. The study was set up for 36 weeks of treatment and included 4 arms: guselkumab, intravenous
guselkumab, guselkumab from weeks 12 to 36, and the placebo group. The primary endpoint was HiSCR 16, 40, and 4
weeks after the end of treatment. The secondary endpoints were IHS4 and AN counts at weeks 16 and 40.>

Although guselkumab SC or IV resulted in numerically higher HiSCR than the placebo at week 16 (50.8%, 45.0%,
and 38.7%, respectively), statistical significance was not achieved.”®> The results did not improve at week 40, and the
authors concluded that the primary endpoint was not met; therefore, guselkumab did not appear to be effective.”
Additional data regarding safety and efficacy are presented in Table 2.
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Casseres et al>* conducted a retrospective chart review of eight patients, four patients with Hurley stage III and four
patients with Hurley stage II, who had previously failed therapies with adalimumab, secukinumab, ustekinumab, and
ixekizumab. The authors reported an improvement in five patients (63%) after 4 months of therapy but did not provide
precise score data.

Jorgensen et al>> described the case of a young patient with HS and Crohn’s disease who failed adalimumab and
ustekinumab therapies. The authors speak of a marked improvement after 7 months of therapy without providing detailed
data on THS4 or HiSCR but confirmed this improvement even after 12 months.””

Vilchez et al>® described a case series of four patients treated with guselkumab 100 mg every 4 weeks, and all patients
had been previously treated with either adalimumab, secukinumab, or ustekinumab. The authors reported a moderate
reduction in the IHS4, VAS for pain, and DLQI after 12 weeks of treatment.>®

No guselkumab-related adverse events were observed in any patient.’® Another interesting case was described by

Kearney et al,’

the authors reported a case of a 28-year-old female patient with a history of latent tuberculosis who
had been treated for HS. The authors did not report other treatments but reported that they started treatment with
guselkumab, reporting a clear clinical and pain improvement after 12 weeks of therapy. No therapy-related adverse
events.”’

Kovac et al’® reported a case series of three patients, of whom two had already failed adalimumab, while adalimumab
was contraindicated for the third patient because of cardiovascular concerns. All the patients were assessed for IHS4,
DLQI, and VAS pain at week 12. The mean IHS4 was 21.3 before treatment and decreased to 9.3 after 12 weeks of
treatment.”® The authors reported a reduction in the DLQI and VAS scores. No side effects reported.’®

Burzi et al®® reported a case of concomitant HS and paradoxical psoriasiform reaction to adalimumab that was
successfully treated with guselkumab.>® Before treatment, the patient was staged with an THS4 of 50. After 4 weeks of
therapy with guselkumab, he had an IHS4 of 9 with a VAS score of 0 and a DLQI score of 6. (There were no data before
DLQI treatment.)

Other reports concern paradoxical HS reactions successfully treated with guselkumab,®® ¢

which is very important,
as it reinforces the usefulness of this drug in some subgroups of patients, such as those suffering from paradoxical HS.%
In conclusion, among the anti-interleukin-23 drugs, guselkumab has the most numerous reports on HS. Again, the data
from the case reports and case series were positive, while the phase 2 studies did not confirm this positive trend that had
been described. All studies conducted so far have concluded that this drug would not seem to be effective in all patients,
but only in a subgroup of HS patients.

Miscellaneous

Repetto et al conducted a pilot study with 26 patients in whom adalimumab therapy failed. Of these 26, 10 patients
started treatment with IL23 drugs (7 risankizumab and 3 guselkumab), while the other 16 started treatment with
Secukinumab.1 patient among the IL23 group discontinued due to ineffectiveness.®

The authors reported a significant difference in HiSCR (p=0.0272) between the two groups, with better rates in the
IL23 group after 6 months of treatment.®*

IHS4 was 17.1 (range 8—40) at baseline; at 12 months, mean IHS4 scores of 5.1 (range 0-20) and 14.1 (range 0-30)
were recorded in the anti-IL-23 and anti-IL-17 groups, respectively, with a significant improvement compared with
baseline achieved only in the IL-23 group (p=0.0027 vs p=0.0926). No severe side effects were observed in either
group.®*

Discussion

Patients with HS require long-term management and frequent follow-up owing to the highly recalcitrant nature of the
disease, and first-line therapies such as antibiotics fail to guarantee severe forms of HS.®>%” Biologic drugs have
certainly been a positive breakthrough for HS; these drugs have already been used for other conditions such as psoriasis,
where they have shown excellent results in terms of efficacy and safety, even during the years of the COVID-19

pandemic.®> %
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To date, adalimumab has been approved for the treatment of HS, and its efficacy and safety have been proven in
several clinical trials and in real life.””® The future scenario features secukinumab, which has shown promising results in
clinical trials and real life in several published studies® and recently European Commission approved its use in adults
with active moderate-to-severe HS and an inadequate response to conventional systemic HS therapy.'?

The efficacy of these drugs has not achieved complete resolution of the disease; therefore, new therapeutic targets
need to be identified in the future. In recent years, there has been much discussion about the role of IL 23 in this
pathology, and several published papers have reported how the IL23/TH17 pathways could play a role in the pathogen-
esis of HS, particularly because IL-23 is overexpressed in the lesions of HS patients along with increased serum levels of
IL-23 in HS subjects.®**°

This has been the main reason supporting the use of these drugs in recent years, as we reported, the early data seemed
very promising; however, the published phase 2 studies confirmed that there is less effective absorption of these drugs
toward HS lesions than, for example, psoriasis, which results in a more modest therapeutic response. To date, phase 2
studies, particularly those by Kimball et al>* showed only modest effects on the serum proteins associated with the IL-23
pathway. This confirms how it is necessary in the future studies using lesional tissue from HS patients will be crucial in
this regard in order to understand the real role these drugs may play in HS. None of the three phase 2 studies published
thus far (two guselkumab studies and one risankizumab study) reached their target endpoints, and even the risankizumab
study ended early; therefore, the results of the phase 3 studies will be needed to understand where to place these drugs in
the management of HS.

The number of therapies available for HS will certainly increase in the coming years to be able to choose
a personalized approach for each patient based on comorbidities. In addition to the drugs described in our review,
there are reports on the use of spesolimab (anti-IL-36 receptor) and JAK inhibitors, whose clinical trials are ongoing; thus

far, there have been very few reports expressing a definitive opinion.”'**

Strengths and Limitations

The main focus was a systematic and detailed review of the articles. However, adalimumab is the only approved drug;
therefore, there are still few reports with other drugs, and the lack of phase 3 studies is certainly another important
limitation in the final complex.

Conclusion

New knowledge of HS pathogenesis, particularly on the ILs involved, is leading to the development of new, selective,
and effective drugs with a high safety profile. In conclusion, to the best of our knowledge, this is the first review that
brings together all case reports, case series, and trials conducted so far for anti-interleukin-23 in HS. To date, the positive
data expressed in real-life experiences contrast with the three existing phase 2 studies conducted so far, where it seems
that these drugs may be useful only for a subgroup of patients with HS whose features need to be elucidated. Data from
Phase 3 studies and other real-life experiences, perhaps more detailed and with higher numbers, will certainly be needed
to fully understand the efficacy and safety of this class of drugs.
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