DOI: 10.1111/jdv.16132 JEADV

ORIGINAL ARTICLE

Baseline patient-reported outcomes from UNITE: an
observational, international, multicentre registry to evaluate
hidradenitis suppurativa in clinical practice

A.B. Kimball,"* J.J. Crowley,? K. Papp,® B. Calimlim,* Y. Duan,* A.B. Fleischer,’ J. Sobell®

"Harvard Medical School and Beth Israel Deaconess Hospital, Boston, MA, USA

°Bakersfield Dermatology, Bakersfield, CA, USA

SClinical Research and Probity Medical Research, Waterloo, ON, Canada

“AbbVie Inc, North Chicago, IL, USA

SDepartment of Dermatology, University of Cincinnati College of Medicine, Cincinnati, OH, USA
®Department of Dermatology, Tufts University School of Medicine, Boston, MA, USA
*Correspondence: Alexa B. Kimball. Email: abkimbal@bidmc.harvard.edu

Abstract

Background Hidradenitis suppurativa (HS) is a chronic, inflammatory, skin condition associated with many comorbidi-
ties and often has a substantial impact on patients’ lives.

Objectives To evaluate symptom burden and health-related quality of life (HRQoL) at baseline in patients with HS in an
observational, real-world, clinical setting using several tools including a validated HS-specific instrument.

Methods This study evaluated HRQoL data from the international UNITE HS disease registry. Administration of
patient-reported outcome (PRO) instruments and collection of data were executed per local regulations. All data were
assessed using descriptive statistical methods.

Results PRO data from 529 adults and 65 adolescents were evaluated. Most adults (64.5%) and adolescents (73.8%)
were classified as Hurley Stage Il with substantial disease burden at baseline. HS had a large effect (mean DLQI = 12.6)
and moderate effect (mean CDLQI = 6.9) on the lives of adults and adolescents, respectively. Approximately 58% of
adults and 41% of adolescents had anxiety scores beyond the normal range; 30% of adults and 16% of adolescents
exhibited symptoms of depression. Based on HSSA and HSIA scores, approximately 30% of adults reported a substan-
tial burden of multiple HS clinical symptoms and more than 45% reported a significant emotional impact of HS that
adversely affected their intimate relationships. Only 60% of adults were employed and of those, 64% reported at least
some degree of impairment while working because of HS.

Conclusions Based on PROs collected from patients enrolled in the UNITE registry, a real-world, clinical setting, HS
has a significant negative impact on the everyday lives of patients affected by this disease.
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Introduction

Hidradenitis suppurativa (HS) is a chronic inflammatory skin
disease of hair follicles characterized by recurrent painful,
inflamed nodules and/or abscesses occurring predominantly in
the axillary, inguinal and anogenital regions." * These character-
istic skin lesions may rupture, forming draining fistulas and ulti-
mately lead to scarring. In addition to pain, patients with HS
often experience itching, burning, hyperhidrosis and draining
sinus tracts with malodorous discharge.>” These physical symp-
toms can result in psychological symptoms including feelings of
embarrassment, stigmatization and depression.®”

Medical treatments for HS include corticosteroids, retinoids,
topical antibacterial agents, antibiotics, immunosuppressants
and biologics;s‘sfll however, the multifaceted nature of HS can
make clinical management challenging. Various physical and
psychological symptoms have been reported to have a substan-
tial negative impact on patients’ health-related quality of life
(HRQoL);*”!**> however, current literature on the patient-
centred burden of this disease remains limited, particularly in
general practice outside of clinical trials. Today, given the
increasing emphasis on patient-oriented care, a thorough assess-
ment of the patient-reported impact of HS on HRQoL is vital to
understanding and optimizing treatment.

To address this gap, we provide a comprehensive assessment
of the impact of HS on HRQoL in patients in a real-world, clini-
cal setting. Our evaluation included several patient-reported
outcome (PRO) measures: the Dermatology Life Quality Index
(DLQI) and Children’s Dermatology Life Quality Index
(CDLQI) to assess dermatology-specific quality of life; the
Hospital Anxiety and Depression Scale (HADS) questionnaire'®
to assess anxiety and depression levels; the Patient’s Global
Assessment of Hidradenitis Suppurativa (HS-PtGA) to assess
patient-reported disease control; two new questionnaires, the
Hidradenitis Suppurativa Symptom Assessment (HSSA)' and
Hidradenitis Suppurativa Impact Assessment (HSIA)," to assess
HS-specific signs, symptoms and impacts; and the Work Pro-
ductivity and Activity Impairment: Specific Health Problem
(WPAL:SHP) questionnaire’® to assess the effect of HS on
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productivity. These questionnaires were used to evaluate symp-
tom burden and HRQoL in patients enrolled in the HS disease
registry (UNITE), a geographically diverse, prospective, observa-
tional registry. The results from this registry may help identify
target goals for HS treatment in clinical practice and provide
information essential to the development of HS treatment guide-
lines.

Patients and methods

Study design

This study is an observational study evaluating baseline HRQoL
data from the UNITE registry. Baseline HRQoL questionnaires
are administered and collected at the time of enrolment per local
regulations. Patient treatment is consistent with routine clinical
practice at each site, and the use of specific medication(s) or
treatment procedure(s) is not mandated by the registry protocol.
As this is an observational registry, there were no predefined
hypotheses regarding the magnitude of any resulting differences,
and all data were assessed using standard statistical methods for
observational studies.

Study population

Adults (>18 years of age) and adolescents (12—<18 years of age)
with active HS (defined by the presence of inflammatory HS
lesions) were eligible to enrol in the UNITE registry. To mini-
mize outcomes measuring bias, enrolment aimed for a balanced
proportion of adults in Hurley Stages I, IT and III, representing
diverse levels of disease severity; this criterion did not apply to
adolescents. Patients with previous or current participation in
an originator-adalimumab clinical study or registry were
excluded. The UNITE registry enrolled patients from 73 sites in
12 countries (Australia, Canada, Czech Republic, France, Ger-
many, Greece, Hungary, Italy, Netherlands, Spain, Switzerland,
United States). Patients and/or their legal guardians voluntarily
signed an informed consent, approved by an Institutional
Review Board or Ethics Committee as applicable, according to
local law.
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Patient-reported outcomes

The DLQI" and CDLQI*® are 10-item questionnaires that mea-
sure how skin diseases affect different aspects of quality of life,
such as symptoms and feelings, daily activities, leisure, work or
school, personal relationships and treatment. The maximum
score is 30 with 0 indicating no impact and 30 indicating the
highest impact on the patient’s quality of life.

The HADS'® is a 14-item questionnaire used to assess anxiety
and depression levels. For HADS, a score of 0-7 is considered
normal, 8-10 experiencing some symptoms and 11-21 a proba-
ble presence of anxiety/depression.

The Patient’s Global Assessment of HS (HS-PtGA) is a 1-item
questionnaire assessing current disease control on a scale of 0
(complete disease control), 1 (good disease control), 2 (limited
disease control) and 3 (uncontrolled disease).

The HSSA' is a 9-item questionnaire evaluating the pri-
mary symptoms of HS during the 24 hours before completing
the questionnaire. Patients provide an assessment of their
symptoms on an 11-point numeric rating scale (NRS), where
0 indicates no symptoms and 10 indicates extreme symptoms.
The following symptoms are included: pain, tenderness, hot
skin, drainage, swollenness, bad smell, redness, hard skin and
itchiness.

The HSIA' is an 18-item questionnaire assessing the impact
of HS on the patient’s quality of life. Various aspects are assessed
including the effect of HS on mobility (ability to sit, walk, exer-
cise, move arms) and emotions (sad, worried, self-conscious,
bothered by HS, embarrassed), being bothered by their scars, the
ability and/or desire to have sex, satisfaction with their treat-
ment, ability to perform household activities, clothing discom-
fort and desire to be around others. Patients were asked to rate
the impact of their symptoms during the 7 days before complet-
ing the questionnaire based on an 11-point NRS, where 0 indi-
cates no impact and 10 indicates severe impact of HS on quality
of life. In addition to an overall score, Mobility and Emotional
Scale scores are calculated.

The HSSA and HSIA are recently developed PRO measures.
The content and reliability of these questionnaires have been val-
idated.'” At this time, there are no formal interpretations of
severity strata for HSSA/HSIA scores published in the literature.
Other PROs that are based on a 0-10 scale have used scores > 7
to indicate severity.?** Therefore, in the present study, item
scores > 7 were regarded as being substantially burdensome to
the patient.

The WPAI: Specific Health Problems questionnaire'® is a
6-item questionnaire assessing the following 4 domains: absen-
teeism (work time missed), presenteeism (reduced on-the-job
effectiveness), overall work impairment and daily activity
impairment. The estimated per cent reduction (0-100%) in pro-
ductivity was derived from responses to questions; higher scores
indicate a greater reduction in work productivity or ability to
perform daily activities.
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Adults completed the DLQI, HADS, HSSA and HSIA, and
adolescents completed the CDLQI and HADS questionnaires.
For the WPAI questionnaire, absenteeism, presenteeism and
overall work impairment were completed by employed adults
and the activity impairment portion was completed by all adults
as well as adolescents.

Statistical analysis

Data were summarized using descriptive statistics: means and
standard deviations (SD) for continuous variables, and fre-
quency counts and percentages for categorical variables. For the
WPAI outcomes of absenteeism, presenteeism and overall work
impairment, scores were calculated for employed patients and
for the subpopulation of employed patients with absen-
teeism > 0, presenteeism > 0 and overall work impairment > 0.
Only patients who completed the respective questionnaires were
included in analyses. All analyses were performed in SAS version
9.3 (SAS Institute, Cary, NC, USA).

Results

Between 29 October 2013 and 29 December 2015, a total of 529
adults and 65 adolescents enrolled in the UNITE registry. The
mean (+SD) age of adults was 38.6 £ 12.6 years and 68.6%
were female; mean age of adolescents was 15.6 £ 1.4 years and
78.5% were female. At baseline, most adults (65.4%) and adoles-
cents (73.8%) were at Hurley Stage II. The mean number of
flares experienced over the 6-month period prior to baseline was
5.8 +£ 9.5 and 4.6 &+ 5.6 flares for adults and adolescents,
respectively.

Baseline PRO scores are provided in Table 1. On average, HS
had a large effect on adults according to the DLQI
(mean = 12.6 £+ 8.0). More than 50% of adult patients
expressed some burden for each item of the DLQI (Fig. S1).
Patients were especially affected (rated as ‘a lot” or ‘very much’)
by the dermatological symptoms of the disease (59.2%), how the
disease influenced the clothes they wore (56.3%) and the embar-
rassment and self-consciousness experienced (53.5%). On aver-
age, HS had a moderate effect on the lives of adolescents
according to the CDLQI (6.9 £ 6.2). More than 20% of adoles-
cents indicated that they were especially affected (rated as ‘a lot’
or ‘very much’) by the dermatological symptoms of the disease,
the embarrassment and self-consciousness experienced, playing
or doing hobbies, how the disease influenced the clothes they
wore, their avoidance of swimming or other sports and during
their school work or holiday time (Fig. S2). As shown in Table 1,
mean DLQI/CDLQI scores increased with increasing disease
severity for both adults (8.8, 11.6 and 15.7 for Hurley Stage I, II
and III, respectively) and adolescents (5.5, 6.6 and 12.8 for
Hurley Stage I, IT and III, respectively).

For adults, HADS anxiety scores indicated that 25.8% exhib-
ited some symptoms and 31.7% the probable presence of anxi-
ety; for adolescents, 22.2% had scores indicating the presence of

© 2019 AbbVie Inc. Journal of the European Academy of Dermatology and Venereology published by John Wiley & Sons Ltd

on behalf of European Academy of Dermatology and Venereology.



UNITE HS registry patient-reported outcomes 1305

Table 1 Baseline patient-reported outcomes in adults and adolescents with HS: overall and stratified by Hurley Stage

Measures Overall Hurley Stage | Hurley Stage Il Hurley Stage lll
n Value n Value n Value n Value

Adults N = 529 N =28 N = 346 N =155
DLQI total score (0-30), mean + SD 505 12.6 + 8.0 28 88 +7.3 330 116 +75 147 15.7 + 8.2
HADS - depression category, n (%)

Normal (0-7) 508 354 (69.7) 28 23 (82.1) 332 237 (71.4) 148 94 (63.5)

Experiencing some symptoms (8-10) 508 56 (11.0) 28 1(3.6) 332 38 (11.4) 148 17 (11.5)

Probable presence (11-21) 508 98 (19.3) 28 4 (14.3) 332 57 (17.2) 148 37 (25.0)
HADS - anxiety category, n (%)

Normal (0-7) 508 216 (42.5) 28 13 (46.4) 332 141 (42.5) 148 62 (41.9)

Experiencing some symptoms (8-10) 508 131 (25.8) 28 7 (25.0) 332 86 (25.9) 148 38 (25.7)

Probable presence (11-21) 508 161 (31.7) 28 8(28.6) 332 105 (31.6) 148 48 (32.4)
HADS, mean + SD

Depression scale (0-21) 508 58 + 4.4 28 5.0+ 46 332 5.6 + 4.4 148 6.4 £ 4.4

Anxiety scale (0-21) 508 86 + 45 28 8.3+ 4.6 332 87 + 46 148 85+ 43
HS-PtGA (0-3), mean + SD 514 1.9+ 09 27 1.9+ 09 335 1.9 £ 09 152 2.0+ 0.8
HSSA, mean + SD 521 48 + 28 28 4.0 + 3.1 340 44 +28 153 57 + 26
HSIA, mean + SD

Overall score (0-10) 521 49 + 27 28 41 +£29 340 46 + 27 153 56 + 2.6

Mobility score (0-10) 521 3.7 +29 28 29+ 28 340 33 +27 153 48 +29

Emotional score (0-10) 521 57 + 34 28 50+ 3.7 340 55+ 3.4 153 6.2 + 3.2
WPAI, mean + SD

Absenteeism (0-100%) 304 9.9 + 24.0 16 27+77 205 79 + 212 83 16.0 + 30.8

Presenteeism (0-100%) 298 29.8 + 30.0 16 325 + 345 202 26.7 + 28.6 80 37.0 +£ 31.8

Overall work impairment (0-100%) 303 35.3 + 33.3 16 33.4 + 355 204 31.5 + 32.0 83 45.2 + 34.3

Activity impairment (0-100%) 515 411 + 332 28 32.9 + 34.0 336 36.9 + 32.8 151 521 £ 31.7
WPAI subpopulation,” mean + SD

Absenteeism (0-100%) 89 33.7 £ 34.3 3 145 + 13.6 48 33.8 + 324 38 35.0 £ 37.7

Presenteeism (0-100%) 203 43.7 + 26.7 11 47.3 + 32.0 130 415 £+ 255 62 47.7 + 28.0

Overall work impairment (0—100%) 219 48.9 + 29.5 11 48.6 + 32.7 140 45.8 + 28.9 68 55.2 £ 29.7
Adolescents N =65 N=12 N =48 N=5
CDLAI total score (0-30), mean + SD 50 6.9 + 6.2 11 55 + 6.2 35 6.6 + 6.0 4 12.8 £ 6.2
HADS - depression category, n (%)

Normal (0-7) 63 53 (84.1) 12 11(91.7) 46 39 (84.8) 5 3(60.0)

Experiencing some symptoms (8-10) 63 7 (11.1) 12 1(8.3) 46 5(10.9) 5 1(20.0)

Probable presence (11-21) 63 3(4.8) 12 0 46 2(4.3) 5 1(20.0)
HADS — anxiety category, n (%)

Normal (0-7) 63 37 (58.7) 12 10 (83.3) 46 26 (56.5) 5 1(20.0)

Experiencing some symptoms (8-10) 63 14 (22.2) 12 2(16.7) 46 10 (21.7) 5 2 (40.0)

Probable presence (11-21) 63 12 (19.0) 12 0 46 10 (21.7) 5 2 (40.0)
HADS, mean + SD

Depression scale (0-21) 63 3.7 £ 34 12 20+ 23 46 3.9 + 34 5 6.1 £ 45

Anxiety scale (0-21) 63 6.6 + 4.6 12 45 + 3.0 46 6.8 + 4.9 5 9.6 + 2.1
HS-PtGA (0-3), mean + SD 62 1.5+ 0.8 12 1.4 + 0.8 45 1.5+ 0.8 5 22 +0.8
WPAI — activity impairment (0-100%), mean + SD 13 42.3 + 36.1 1 30.0 9 46.7 + 32.4 3 33.3 + 57.7

CDLQl, Children’s Dermatology Quality of Life; DLQI, Dermatology Quality of Life; HADS, Hospital Anxiety and Depression Scale; HS, hidradenitis suppura-
tiva; HSIA, Hidradenitis Suppurativa Impact Assessment; HSSA, Hidradenitis Suppurativa Symptom Assessment; HS-PtGA, Patient’s Global Assessment of
Hidradenitis Suppurativa; SD, standard deviation; WPAI, Work Productivity and Activity Impairment.

*Subpopulation of employed patients with absenteeism > 0, presenteeism > 0 and overall work impairment > O for each outcome, respectively.

some symptoms and 19.0% the probable presence of anxiety. depression. For adolescents, 11.1% had scores indicating the
HADS depression scores indicated that 11.0% of adults had presence of some symptoms and 4.8% the probable presence of
some symptoms and 19.3% had probable presence of depression.
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Based on the HS-PtGA scores, only 4.5% of adults and 8.1%
of adolescents indicated that their disease was completely con-
trolled; 67.9% and 46.8% of adults and adolescents, respectively,
reported that their disease control was limited or uncontrolled.

Adults reported on the severity of multiple HS-related symp-
toms as assessed by the HSSA (Fig. 1). On a scale from 0-10,
approximately 30% of adults rated each symptom with a
score > 7, indicating that these symptoms were substantially
burdensome. The symptoms receiving the highest mean scores
were tenderness (6.0 £ 3.4), redness (5.5 £ 3.3), swollenness
(5.3 &+ 3.5) and itchiness (5.1 & 3.5). The mean total HSSA
score was 4.8 £ 2.8.

Adults reported multiple impacts of HS as assessed by the
HSIA (Fig. 2). Adults were most impacted by aspects relating to
sexual intimacy (desire to have sex, ability to have sex), their scars
and items within the Emotional Scale (bothered by HS, self-con-
scious, worried, embarrassed, sad), with more than 45% of adults
rating each of these items with a score > 7. On average, adults
rated the emotional impact of HS higher than the mobility
impact (5.7 &+ 3.4 vs. 3.7 &+ 2.9, respectively). The overall mean
impact score for adults was 4.9 £+ 2.7. On average, adults spent
33 & 17 hours/week at work or school and missed approximately
4 £ 12 hours/week from work or school because of their HS.

For WPAL 60% (319/529) of adults reported that they were
employed. Some degree of absenteeism was reported by 27.9%
(89/319)
33.7 = 34.3% of work time was missed due to HS. Presenteeism
issues were reported by 63.6% (203/319) of employed adults, of

of employed adults, of which an average of

which an average of 43.7 &= 26.7% impairment while working
was because of HS. On average, overall work impairment among
employed adults was 48.9 & 29.5%. Some degree of activity
impairment due to HS was reported by 74.7% (395/529) of adults,
with an average overall activity impairment of 41.1 £ 33.2%.

Discussion
The UNITE registry is an observational study designed to collect
a spectrum of HRQoL assessments and disease characteristics to
examine the impact of HS on patients in a real-world, clinical
setting. This analysis provides a comprehensive assessment of
the impact of HS on the lives of adults and adolescents at enrol-
ment of the UNITE registry. Patients reported substantial disease
burden and a large effect of HS on HRQoL as assessed by the
DLQI/CDLQI, with greater effects as disease severity increased.
In addition, HADS scores demonstrated that HS substantially
affects the psychological well-being of patients with more than
half of adults exhibiting symptoms or probable presence of anxi-
ety and approximately a third exhibiting some symptoms or
probable presence of depression. Most patients reported that
they did not believe their disease was under control. Patients
were burdened by multiple symptoms which ultimately had a
significant emotional impact and adversely affected their inti-
mate relationships. HS can also affect the financial well-being of
patients. Although the mean age of adults in this study was
approximately 40 years, only 60% reported being employed. Of
those who were employed, high degrees of absenteeism and pre-
senteeism (measure of reduced on-the-job effectiveness) were
observed and may equate to lost wages and economic insecurity.
A few studies have examined depression in patients with HS.
Matusiak et al.” and Onderijk et al.'? both found that 21% of
patients with HS were suffering from depression. Kurek et al.>
demonstrated that the incidence of depression was significantly
greater in patients with HS (39%) compared with age-, gender-
and BMI-matched controls with a significant correlation
between disease severity and the HADS depression score. Crow-
ley et al.** examined baseline comorbidities of patients enrolled
in a randomized controlled trial of adalimumab in HS and
showed that almost half experienced depression, with more

B2

N Mean  SD
Symptoms =10 #9
Q4: Tenderness 521 6.0+3.4
Q3: Redness 520 55+33
Q5: Swollenness 521 53%35
Q9: Itchiness 521 5135
Q6: Skin hardness 521 48+3.4
Q1: Pain 521 46+34
Q8: Bad smell 521 43+38
Q7: Hot skin 521 3.9+35
Q2: Drainage 521 3.7+3.6
O‘% 10%
TOTAL 521 48+2.8

20% 30% 40% 50% 60% 70% 80% 90% 100%

Percentage of adults (%)

Figure 1 Percentage of adults reporting the severity of their HS symptoms based on the HSSA. Patients rated their symptoms on an
11-point NRS with 1 indicating no symptoms and 10 extreme symptoms. HS, hidradenitis suppurativa; HSSA, Hidradenitis Suppurativa

Symptom Assessment; NRS, numeric rating scale; Q, question; SD,

standard deviation.
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N Mean + 5D =10 59 ®8 w7 6 5 4 #3 ©2 w1l =0
Symptoms
Q13: Desire to have sex 458 6.2+4.0
Q16: Bothered by scars 340 54+39
Q1: Clothing discomfort 521 53+34
Q14: Ability to have sex 427 52+4.2
Q15: Treatment satisfaction 506 58+3.6
Q6: Desire to be around others 520 3.7+35
Q7: Household activities 512 3.7+35
Mobility Scale
Q3: Exercise 521 5.0+4.0
Q5: Sit 520 3.6+3.5
Q4: Walk 520 3.4+36
Q2: Move arms 521 3.0+3.6
Emotional Scale
Q12: Bothered by HS 521 6.3£3.5
Q8: Self-conscious 520 5.7+3.8
Q11: Worried 521 55+3.7
Q9: Embarrassed 521 5.5+4.0
Q10: Sad 521 53+37
TOTAL 521 49+2.7 ol%. 10% 20% 30% 46% 56% 66% 70% 80% 96% 106%
Mobility Scale 521 3.7+29
Emotional Scale 521 57+34 Percentage of adults (%)
Q17: Hours spent at work/school 356 33.0+16.9
Q18: Hours missed from work/school because of HS 350 3.7+12.2

Figure 2 Percentage of adults reporting how HS affected various aspects of their quality of life based on HSIA. Patients rated the impact of
their symptoms on their quality of life on an 11-point NRS with 0 indicating no impact and 10 great impact of HS on quality of life. HS,
hidradenitis suppurativa; HSIA, Hidradenitis Suppurativa Impact Assessment; NRS, numeric rating scale; Q, question; SD, standard deviation.

severe HS disease correlating with a greater risk of depression.
Results from these published studies are consistent with our
analysis where 30.3% of adult patients had some symptoms or
probable presence of depression as assessed by the HADS.

A comparative analysis of published clinical trial results
showed that HS has a greater impact on HRQoL than moderate
to severe psoriasis, with higher DLQI, overall work productivity
impairment and pain scores observed for patients with HS.*®
Mean DLQI and overall work productivity impairment scores in
the Hamzavi et al. study®® are similar to those observed in
patients enrolled in the UNITE registry. It should also be noted
that the mean baseline DLQI scores in the UNITE registry and
the Nordic HS registry are similar (12.6 and 13.9, respectively).*®
In addition, mean baseline DLQI scores in the UNITE registry are
greater than those reported in patients with plaque psoriasis (9.8—
11.8)*” and atopic dermatitis (8.8).%® Thus, both clinical trials and
registry data indicate that HS has a substantial negative impact on
HRQoL that is greater than other chronic dermatologic diseases.

Approximately 30% of adults regarded HS-related tenderness,
redness, swollenness and itchiness as particularly burdensome
symptoms. Adults also rated the emotional impact of HS higher
than the mobility impact, with more than 45% indicating that
being self-conscious, worried, embarrassed, sad or bothered by
their HS had a intimate

substantial impact on their
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relationships. These findings indicate that HS affects multiple
aspects of patients’ lives, and the HSSA/HSIA may be useful to
clinicians for assessing the effectiveness of therapeutic interven-
tions from their patient’s perspective.

A major strength of the UNITE registry is that the data col-
lected reflect the clinical care received for the average patient
with HS and represent outcomes in a real-world, clinical setting.
The number of patients available for assessment is relatively
large for a rare disease, such as HS. Future UNITE registry analy-
ses can assess psychosocial and HRQoL outcomes and treatment
patterns over time.

Several limitations need to be considered when interpreting
the results of this analysis. This is a descriptive analysis present-
ing unmatched and unadjusted data; therefore, there may be
inconsistencies or selective recall in reporting the data. There
may also be selection bias, as patients who choose to enrol in the
registry may be different from those that do not enrol. In the
absence of HSSA/HSIA score interpretations, a score of >7 was
regarded as being substantially burdensome to the patient. This
threshold equated to a score that was >0.2 standard deviations
above the mean for all items and >0.5 standard deviations above
the mean for many of the items of the HSSA/HSIA. Formal score
interpretations are underway, and the resulting thresholds may

differ. The impact of HS on patients’ lives may be
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underestimated as many of the patients who entered the registry
were on treatment. As in any observational study, there is the
possibility of unidentified confounding factors.

Conclusion

The results of this study show that HS has a dramatic negative
effect on the physical, social and emotional aspects of life, suggest-
ing that patients may strongly benefit from a multidisciplinary
approach that includes pharmacologic treatment, psychological
therapy and social support. These interventions will need to
address not only the HS-related physical symptoms, such as
chronic pain, tenderness, redness, swollenness and itchiness, but
also psychosocial aspects and daily life activities, such as depres-
sion, anxiety, sexual health, school, work and financial well-being.
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Supporting information
Additional Supporting Information may be found in the online
version of this article:

Figure S1. Percentage of adults reporting how their HS symp-
toms affected various aspects of their quality of life based on
DLQL

Figure S2. Percentage of adolescents reporting how their HS
symptoms affected various aspects of their quality of life based
on CDLQIL.
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