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Measuring treatment response to adalimumab in
Hidradenitis Suppurativa patients: An observational

study

Hidradenitis Suppurativa (HS) is a chronic, recurrent inflammatory dermatosis characterised by deep
seated painful “boils,” nodules, sinus tracts and scarring on the apocrine bearing glands of the skin2. HS s
estimated to affect 1-4% of the global population and 0.67% of the Australian population®*.

Three primary outcome scores are used in our HS clinic to measure clinical response in HS including

the Hidradenitis Suppurative Clinical Response (HiSCR), Dermatology Life Quality Index (DLQI) and Visual
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Analogue Scale (VAS) pain score. The PIONEER | and Il studies have previously shown that adalimumab
improves disease severity in patients with moderate-to-severe HS at 12 weeks’. However, Australian data
regarding its sustained clinical efficacy is lacking.

The aim of this study was to longitudinally measure treatment response in moderate-to-severe HS
patients by using HiSCR, DLQI and pain scores from treatment onset to 12 months.

This retrospective longitudinal study was conducted at the Royal Melbourne Hospital dermatology
outpatient’s clinic, a tertiary referral centre, in Australia. Fifteen consecutive patients with Hurley stage 2
or 3 HS were treated.with adalimumab. The total abscess and nodule count, DLQI and VAS pain score were
measured at baselinesand at three-, six-, nine- and twelve-months post commencement. Differences in
mean scores were/calculated using the two sample T-test.

Overall, apart from a higher prevalence of depression and hyperlipidaemia and a lower prevalence
of obesity, our study cohort showed similar patient characteristics to the PIONEER | and Il studies (see
table 1).

The mean total abscess and nodule count was 25.5 at baseline and this was reduced to 6.7 at 3
months, 4.4 at 6 months, 5.3 at 9 months and 1.5 at 12 months (see table 2). The difference in mean total
abscess and nodule_count at each time point compared to baseline were all statistically significant. 87% of
patients achieved HiSCR/at 3-months whilst at 6-months, 100% achieved HiSCR. At the 9- and 12-months,
93% of patientsiachieved HiSCR.

The predominant lesions observed at baseline were inflammatory nodules with a mean count of
18.73 (see table 3). All lesional types had a statistically significant mean reduction in their mean count at 3-
and 6- months (p <0.05). There was a further decline in inflammatory nodule count seen at 9 months but
an increase in abscess and fistula count. At the end of the study, all lesion types had a statistically
significant mean reduction in their count compared to baseline.

The mean DEQI'score at baseline was 14.5 (see table 2). There was a mean DLQI score reduction of
3.6 and 6.0 at™3= and™6-months respectively but this was not statistically significant. A statistically
significant reduction in mean DLQI score was measured at 9-months (mean difference = 7.1, p = 0.05) and
12-months (mean difference = 9.3, p = 0.01).

The mean VASpain score at baseline was 5.9 (see table 2). There was a statistically significant
reduction in VAS pain score at all measured time points after starting adalimumab. The mean difference in
VAS pain score were 4.8 at 3 months (p <0.01), 3.6 at 6 months (p = 0.03), 4.6 at 9 months (p = 0.01) and
4.4 at 12 months (p = 0.01).

The main adverse event reported in this study was lower respiratory tract infections (40%). One

patient developed deranged liver function tests (data not shown). No serious adverse events occurred.
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The limitations of this study include the lack of a control group, small sample size and potential
confounders such as the use of concomitant medications. There were high rates of antibiotic usage at
baseline (80%) and 3 months (47%) with some patients reporting ongoing usage at the end of the study.
There was also a reduction in the prevalence of smoking and use of tight clothing at twelve months
compared to baseline (see table 1). Taken together, these factors may overestimate the improvement in
disease severity scores attributed to adalimumab.

This study thighlights that adalimumab is effective in improving HS disease severity and VAS pain
score as early asthreesmonths in our Australian moderate-to-severe HS patient cohort. Adalimumab
appears to control disease severity and pain level for at least one year. Improvements in DLQI scores,
however, took up to 9 months to be significantly improved perhaps owing to multiple factors that
contribute to quality of life. There is a scope for future studies in this field including a larger controlled
study to validate the results of this study and an Australian study which assesses drug survival over a

longer course.
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Tables
Table 1.
The basic demographic data of all adult HS patients in this study at baseline compared to PIONEER | and Il

studies on adalimumab:

Our study PIONEER | and I
(n=15) (n=316)
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Age of onset (%)

0-10vyears 0 (0%) -
11 - 20 years 6 (40%) -
21 -30 years 6 (40%) -
31-40 years 2 (13%) -
41 - 50 years 0 (0%) -
51 -60 years 1(7%) -
Gender (%)
Male 6 (40%) 117 (37%)
Female 9 (60%) 199 (63%)
Hurley stage (%)
Stage 2 7 (47%) 166 (53%)
Stage 3 8 (53%) 150 (47%)
Patient - reported
mental health problems,(%)
Depression 4 (27%) 51 (16%)
Anxiety 1(7%) -
Smoking (%)
Baseline
Yes 9 (60%) 186 (59%)
No 6 (40%) 130 (41%)
End of study
Yes 7 (47%) -
No 8 (53%) -
Relevant co-morbidities
Polycystic Ovarian Syndrome 3(33%) * -
Obesity 4 (27%) 182 (58%)
Metabolic syndrome 5(33%) -
Type 2 diabetes mellitus 2 (13%) 29 (9%)
Hyperlipidaemia 4 (27%) 18 (6%)
Follicular occlusion triad 3 (20%) -
Inflammatory bowel disease 1(7%) -
Concomitant medications
Baseline
Oral antibiotics 12 (80%) -
Resorcinol 2 (13%) -
Isotretinoin 3 (20%) -
Spironolactone 3 (20%) -
3 months
Oral antibiotics 7 (47%) -
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Resorcinol 2 (13%) -
Isotretinoin 0 -
Spironolactone 0 -
6 months
Oral antibiotics 3 (20%) -
Resorcinol 2 (13%) -
Isotretinoin 0 -
Spironolactone 0 -
9 months
Oral antibiotics 2 (13%) -
Resorcinol 3 (20%) -
Isotretinoin 0 -
Spironolactone 2 (13%) -
12 months
Oral antibiotics 2 (13%) -
Resorcinol 3 (20%) -
Isotretinoin 1(7%) -
Spironolactone 0 -
Family history
Positive 2 (13%) 78 (25%)
Negative 13 (87%) 245 (75%)
Other risk factors
Baseline
Excessive sweating 1(7%) -
Tight clothing 2 (13%) -
End of study
Excessive sweating 1(7%) -
Tight clothing 0 -

*This percentage is derived from the total number of female participants only

- denotes not reported

Table 2.
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The mean values of the total abscess and nodule count, DLQI and VAS pain score at baseline, 3-, 6-, 9- and

12-months and the mean difference compared to baseline at each time point.

Mean difference

Mean 95% ClI p value
to baseline

Total abscess and
nodule count
Baseline 25.5 (18.2, 32.8)
3 months 6.7 (3.9,9.5) 18.9 <0.01
6 months 4.4 (1.9, 6.9) 21.1 <0.01
9 months 5.3 (0.5,10.1) 20.2 <0.01
12 months 1.5 (0.5, 2.5) 24.0 <0.01
pLQl
Baseline 14.5 (9.0, 20.0)
3 months 10.9 (6.8, 15.1) 3.6 0.33
6 months 8.6 (3.9, 13.2) 6.0 0.13
9 months 7.4 (4.3, 10.5) 7.1 0.05
12 months 53 (3.0, 7.5) 9.3 0.01
VAS pain score
Baseline 5.9 (3.5, 8.3)
3 months 1.1 (0.0,2.1) 4.8 <0.01
6 months 2.2 (0.6, 3.9) 3.6 0.03
9 months 1.3 (0.1, 2.5) 4.6 0.01
12 months 1.5 (0.5, 2.5) 4.4 0.01

*p value significancesisiset at 5%
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Table 3.
The mean values of the total abscess, inflammatory nodules and fistula count at baseline, 3-, 6-, 9- and 12-

months and the mean difference compared to baseline at each time point.

Mean difference

Mean 95% CI p value
to baseline

Abscess
Baseline 2.82 (1.15, 4.49)
3 months 0.59 (-0.05, 1.22) 2.23 0.02
6 months 0.30 (-0.18, 0.78) 2.52 0.01
9 months 1.20 (-0.82, 3.21) 1.62 0.18
12 months 0.38 (-0.06, 0.81) 2.44 0.01
Inflammatory nodules
Baseline 18.73 (8.35, 29.10)
3 months 5.17 (2.63,7.71) 13.56 0.02
6 months 3.90 (1.53, 6.27) 14.83 0.01
9 months 3.00 (1.01, 4.99) 15.73 0.01
12 months 1.13 (0.08, 2.17) 17.6 0.01
Fistula
Baseline 2.46 (1.07, 3.84)
3 months 0.92 (-0.02, 2.02) 1.54 0.07
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6 months 0.20 (-0.03, 0.65)
9 months 1.10 (-0.91, 3.11)
12 months 0.00 (0.00, 0.00)

2.26
1.35
2.46

0.01
0.23
<0.01

*p value significance is set at 5%
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