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ABSTRACT

Background: Hidradenitis suppurativa is a chronic inflammatory and disrupting disease of pilosebaceous unit. Its
advanced grade forms are treated with Adalimumab, an anti-TNF agent. Adalimumab is safe and effective on
hidradenitis suppurativa both with original molecule and its biosimilar. Objectives: Presenting efficacy and safety
of both original and biosimilar forms of adalimumab on 300 hidradenitis suppurativa patients. Methods: 300
hidradenitis suppurativa with Hurley stage 11 and 111 patients using adalimumab therapy followed for 108 week in
our clinic and their data were analyzed retrospectively.with the Friedman test followed by post hoc Dunn's
multiple comparison test. Comparison of variables in two groups at the same time point was performed with the
Mann Whitney U test. Results: Reaching HiSCR was 78 % at week 108 and no side effect was detected on
patients.. Dermatological life quality index of patients was improved from 25.2 to 6.8 on the end of 108 week
period. Conclusion: Adalimumab is safe, effective on Hidradenitis suppurativa patients and provides
improvement on quality of life both with original and biosimilar forms.
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1. INTRODUCTION

Hidradenitis suppurativa (HS) is a chronic inflammatory
disease of pilosebaceous unit, causing painful abcess,
nodules, fistules, and scarring long term. Hidradenitis
suppurativa affects typically intertriginous areas such as
axilla, anogenital and inter- inframammarian region.™

Females are 3 times more affected with approximately
3:1 ratio. Prevalance of HS varies 0.01% -4.1%.

Hidradenitis  suppurativa is related with other
comorbidities mostly metabolic syndrome, diabetes,
smoking and follicular occlusion tetrad. HS is causing
disintegration from peoPIe, physical, emotional and
sexual disorders in time.®

1.1 Patophysiology

HS is an inflammatory disease affected from
environmental, genetic and immune  factors.
Disregulation of keratinization and innate and adaptive
immunity on hair follicle are the keypoints.™**!

Follicular occlusion due to hyperkeratosis and epithelieal
hyperplasia is causing follicular dilatation and rupture.
Scattering of follicular ingredient (keratin, bacteria) into
the dermis triggers inflammatory process with

neutrophil, monocyte, macrophages, T- and B-

lymphocytes migration to the region."

1.2 Evaluation
Early diagnosis and interventing rapidly to the disease is
important on HS.

Clinical setting of severity of HS is mostly determined
with Hurley Scale in 3 Stages worldwide.

Hurley staging system is including counts of pustules,
nodules, abcess, sinusses and scarring lesions with
distribution of disease region.!
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Table 1. Hurley Classification.

Class | Solitary or multiple abcess or nodules without sinus tract formation
Class Il Recurrent abcess and sinus tract formation on >1 body area
Class 11l Widely involvement with interconnected inflammatory sinus tract formation and abcesses

1.3 Treatment

Hurley stage -1l patients are treated with topical-
systemic antibiotherapy and systemic retinoids as first
line therapy®® but Hurley stage Il patients non-
responding to initial therapies and stage Ill patients are
needed immunsupressive agents and lasers or surgical
procedures ( scarectomy, de-roofing )E*® beside pain
management, lifestyle changings such as weight loss,
smoking cessation and controlling metabolic syndrom if
exists.[*]

-Biologic Therapy

Adalimumab (ADA) is the only biologic agent approved
by FDA and in Eupean union, Japan and Canada for HS
treatment.>>®1 ADA is a monoclonal human antibody
binding to soluble and transmembrane TNF-a
spesifically™™*": inhibits interaction of TNF-a and TNF-
a receptors P55 and p75 on the cell surface, providing
disruption of cytokine induced inflammation by
disease.”

2. Retrospective Study

2.1 Methods

We analyzed data of the 300 patient diagnosed as
moderate and severe ( Hurley Class IlI-1V) HS,
nonresponsed to traditional treatments and treated with
adalimumab ( 169 with original, 131with biosimilar
molecule) 40mg/ weekly for min. 2 years long in our
clinic.

Inclusion and safety assesments

All the patients were;

-being >18 years old

-resistant to standard medical treatment
-having multifocal active HS

2.1.1 Statistics
Statistical analysis was performed with IBM SPSS 20.0
software.

Comparison of variables within the same group overtime
was performed with the Friedman test followed by post
hoc Dunn's multiple comparison test. Comparison of
variables in two groups at the same time point was
performed with the Mann Whitney U test.

All tests were two-tailed and the level of significance
was set at 0.05. All values are showed as mean + SEM
unless otherwise stated.

2.2 Demographics

They were enrolled 132 women and 168 men in study,
aged betweenl8- 69 years (u: 43.5). Their abcess and
inflammatory nodules (AN) were counted before

adalimumab therapy. They all were resistant to standard
treatments.

Exclusion criteria

-pregnancy

-newly diagnosed systemic disease

300 patients; 119 patient were Hurley Stage 1l and 181 of
them Hurley Stage 111. Their disease durations were 4-22
years (u: 12.8).

Before adalimumab therapy, Dermatology Life Quality
Index (DLQI) and Pain scores (between 1 to 10) were
calculated, blood examinations for biochemical pannel,
blood count and viral hepatitis were performed and also
chest X-ray and Quantiferon test performed to establish
possible latent tuberculosis and if existing; they were
taken tuberculosis prophylaxis with isoniazid.

Their clinic response HiSCR (at least a 50% decrease in
total AN count, with no increase in abscess and in
draining fistula count relative to initial count) were
recorded.

All the patients were treated with 160 mg 0. week initial
dose, 80 mg 2nd week loading dose and from 4th week
40 mg /week maintenance dose adalimumab
subcutaneous.

Patients were closely followed up for side effects and
infections.

The changings about DLQI and pain parameters
calculated and their HiSCR on 12., 52. and 108. week
records were analyzed.

2.3 RESULTS
Before therapy, pain scores were 8.2+1.7, and were

recalculated and recorded as; week 12 6.4+ 2.04, week
52: 2.8+ 1.5 and week 108: 1.9+ 2.3.

DLQI scores were calculated 25.2+ 3.1 initially, and
were recalculated and recorded as week 12: 10.3+ 2.5,
week 52: 6.8+ 1.7 and week 108: 3.4+ 1.2.

At 108. Week, 78 % of the patients were reached HiSCR.

www.wjahr.com |  Volume 9, Issue 4. 2025

ISO 9001:2015 Certified Journal 177



Gunay et al. World Journal of Advance Healthcare Research
18
# 13,2
=
. "
12 4 \\\
11,5
10 .S b —— Total nodules (n)
94 \\\\8,8 ——Total abscesses (n)
s \\\ Draining fistula (n)
~ 6'3 ] \\
¢ (7 Sl
S 4,1
A 4,2 —
=2 ———i2y
2
o
baseline week 12 week 52 week 108
Figure 1. Improvement of lesions by weeks
pLal
30
25
20 3
15 =Ll
10
2l
0 . | . ]
baseline week 12 week 52 week 108
Figure 2. Improvement on dermatological life quality index (DLQI) by weeks
3. DISCUSSION bimekizumab, CIM112, IFX-1) and avacopan showed

Adalimumab is the only FDA approved molecule! as
biologic treatment. with most efficacy and tolerability
ratio for moderate- to severe HS nonresponsible to
conventional therapies.™®

Guidelines are suggesting more biologics beside
adalimumab like infliximab, apremilast, anakinra,
ustekinumab, etanercept etc.'! but most of last wide
clinical series are about adalimumab®® % and meta
analysis are about adalimumab and bimekizumab
efficacy on HS.[ 1!

A recent meta- analysis, including studies performed
with adalimumab, anakinra, apremilast, avacopan,
bimekizumab, CIM112, etanercept, guselkumab, IFX-1,
INCB054707, infliximab and MABp1, presented that
only adalimumab and bimekizumab were significantly
superior to placebo in achieving HiSCR response, with
no significant difference noted between adalimumab and
bimekizumab ( p=0.56).*"! A newly meta analysis with 7
biological agent (adalimumab, sekukinumab,

similar result for two agents being superior to placebo in
HiSCR ratio™ and the two meta analysis bimekizumab
and adalimumab had higher probability of exhibiting
DLQI 0/1 at week 12 to 16 compared with placebo.

In PIONEER I-II, their open label extension study had
shown reaching HiSCR ratio 66.7 % of patients taken
ADA 40 mg weekly® *2 and similar to PIONEER
extension study, 78 % of our 300 patients were achieved
HiSCR at week 108 during their follow up.

We observed that none of the patients had opportunistic
infection, no events of active tuberculosis, demyelinisant
disorder, lymphoma, nonmelanoma skin cancer, no other
malignancies or death on follow up. More years of
follow- up period is necessary about observing long term
effects though.

Usage of adalimumab and biosimilar adalimumab are
well studied and widely used on the treatment of immune
auto-inflammatory diseases such as psoriasis, rheumatoid
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arthritis, Crohn’s disease, inflammatory bowel disease,
ulcerative  colitis  within  extrapolation  concept
worldwide™ on moderate and severe hidradenitis
suppurativa treatment in recent years in Europe and
United States.*® There are existing financial problems
about the cost of biologic therapies and accesing them is
restricted from national health policies. Many clinicians
prefer biosimilars to decrease the cost and to provide
effective treatment available for more patients. For
moderate-to severe HS patients, it is important to
beginning biological treatment as early as possible,
better, before formation of sinus tracts to reach faster
clinical response.[**!4

Our patients were treated with many topical agents and
antibiotic drugs before referring to our clinic; their tardy
HiSCR would be related to delay accesing biological
treatment.

Studies with originator adalimumab and its biosimilars
are putting forth different results. Ricceri et. al
retrospectively investigated biosimilar adalimumab SB5
treatment on bio-naive and bio-experienced patients
switched to biosimilar in their study and they determined
no significant difference between results in terms of
safety, efficacy/ clinical remission rates, infections and
other side effects.!”]

Rocuzzo et. al determined that switching form originator
adalimumab to biosimilar has no significant difference
on efficacy but high discontinuaton rates because of
injection site pain. When discontinuing patients were re-
switched to originator, tolerability was increased.'® On
the other hand, Burlando et.al investigated patients
treated with originator adalimumab, biosimilar and
switching from one to other; they presented that the loss
of efficacy on switchers are significantly higher than
non- switchers whether taking originator or biosimilar.
Beside that, re-switch to previous agent does not provide
return the former efficacy and the study offers to
maintain clinical response continuing with the same
agent during whole treatment of a patient, not to try
switching.”)’ Similar to that, in our study, all of 300
patients were treated with the same molecule from
beginning to end of 108 week follow up and their clinical
responses did not differ significantly. 78% of our patients
were reached HiSCR at the week 108 on follow up. No
side effects including injection site pain, infections,
lymphoma, cutaneous or extracutaneous malignancies
were detected. None of the patients showed significant
decrease of clinical response on 108 weeks of follow up.

With this analysis, we determined that adalimumab
treatment both with original molecule and with
biosimilar, is effective and safe as biologic therapy on
hidradenitis suppurativa.
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