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Objectives

An observational, qualitative study was conducted to establish
the content validity, including acceptability and usability, of

the electronic versions of two questionnaires, the Hidradenitis
Suppurativa Symptom Daily Diary (eHSSDD) and the Hidradenitis
Suppurativa Symptom Questionnaire (eHSSQ), among patients
with moderate-to-severe hidradenitis suppurativa (HS).

Background

 HS is a debilitating skin disease and the high burden of the disease
can have a significant negative impact on the physical and mental
wellbeing of patients.?

e The Hidradenitis Suppurativa Symptom Daily Diary (HSSDD)
and the Hidradenitis Suppurativa Symptom Questionnaire
(HSSQ) are patient reported outcome instruments specifically
developed to assess the patient-perceived severity of core HS
signs and symptoms.

e Inline with FDA guidelines on instrument modification, evidence
of the acceptability and usability of the electronic versions of
the HSSDD and HSSQ is needed to ensure instruments are well
defined and reliable to support labelling claims.??

Methods

« One-on-one semi-structured video interviews were conducted
among patients with moderate-to-severe HS (at screening)
recruited from the Penn State Hershey Medical Center (USA) and
lasted approximately 90 minutes each.

* Interviews were conducted in US English, audio-recorded, and
then subsequently transcribed.

» Interviews included gathering HS patients’ symptom experiences,
training on the electronic devices, completion of the eHSSDD/
eHSSQ, evaluating comprehension of the eHSSDD/eHSSQ
items, and collecting overall impressions and feedback on the
acceptability and usability of both questionnaires.

« The eHSSDD includes five items that assess severity of core HS
symptoms (worst skin pain, average skin pain, itch, smell/odour,
and drainage/oozing) over the past 24 hours using a numerical
rating scale (NRS) ranging from 0 (no symptom) to 10 (symptom
as bad as you can imagine; Figure 1, 2) and was completed on a
hand-held device.

 The eHSSQ includes four items that assess the severity of core
HS symptoms (skin pain, itch, smell/odour, and drainage/oozing)
over the past 7 days using a NRS ranging from O (no symptom)
to 10 (symptom as bad as you can imagine; Figure 3, 4) and was
completed on a tablet.

Results

e A total of 20 patients with HS were interviewed. The median age
(range) was 41.5 (20.0-64.0) years, 80% of participants were
female, and 75% reported living with an HS diagnosis for >5 years.

e« The most common HS symptoms reported were drainage/o00zing
(100%), skin pain (95%), itching (95%), and smell/odour (90%).

« Mean symptom scores for patients completing the eHSSDD are
shown in Table 1.

e Overall understanding of the eHSSDD items was high, however
six patients (30%) had difficulty articulating average skin pain
(Table 1).

« Half of the patients spontaneously described the eHSSDD
questions as relevant for HS.

« Mean symptom scores for patients completing the eHSSQ are
shown in Table 1.

« Overall understanding of every eHSSQ item was high (Table 1).

e All patients correctly interpreted the instructions in the eHSSDD
and eHSSQ.

« Almost all patients (90%) accurately reflected on the 24 hour
recall period for the eHSSDD and all patients considered the recall
period of 7/ days relevant for the eHSSQ.

o All but one patient reported spontaneously or via probing that
they had no difficulty completing either questionnaire.

Conclusions

This study provides evidence that the concepts covered in the
eHSSDD and eHSSQ were relevant and important to patients with
moderate-to-severe HS, supporting the content validity of both
instruments in this population.

The instructions, recall periods, item meanings, and response
options for both instruments were relevant and easy for

the majority of patients to understand, which confirms the
acceptability, ease of use, and usability of the tools.
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Mean symptom scores for the eHSSDD and eHSSQ.
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Figure 1 HSSDD questionnaire

Please select ONE number that best describes the intensity of your hidradenitis suppurativa (HS)
symptoms in the past 24 hours.

Please rate your skin pain from your HS lesions at its worst in the past 24 hours

© 0 @ & ®© 6 606 0 6 0

No skin pain Skin pain as bad as
you can imagine

Please rate your skin pain from your HS lesions on an average in the past 24 hours

@ 0 6 &6 & 6 6 00 6 0 G

No skin pain Skin pain as bad as
you can imagine

Please rate the itch from your HS lesions at its worst in the past 24 hours

© 0 6 & © 66 6 00 66 0 G

No itch ltch as bad as you
can imagine

Please rate your smell or odour from your HS lesions in the past 24 hours

© 0 6 & ®© 6 6 00 6 0 G

No smell Smell or odour as bad
or odour as you can imagine

Please rate the amount of drainage or oozing from your HS lesions in the past 24 hours

© 0 & &6 ®© 6 606 0 6 0 O

No drainage A lot of drainage
or oozing or 0ozing
Figure 2 Screenshots of the eHSSDD

guestionnaire as viewed on the
hand-held device

HS Symptom Daily Diary HS Symptom Daily Diary

Hidradenitis Suppurativa (HS) Symptom Diary Please rate your skin pain from your HS
lesions at its worst in the past 24 hours.
Please complete this Diary at the end of the
day. 0 1 2 3 4 5 6 7 8 9 10
Please select ONE number that best describes 1 |
the intensity of your Hidradenitis Suppurativa No skin Skin
(HS) symptoms in the past 24 hours. pain pain as
bad as
you can
imagine
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Screenshots of only the first two pages of the electronic questionnaire are shown.
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Figure 3 HSSQ questionnaire

Please select ONE number that best describes the intensity of your hidradenitis suppurativa (HS)
symptoms in the past 7 days.

Please rate your skin pain from your HS lesions in the past 7 days

© 0 6 & & 66 6 00 6 0 G

No skin pain Skin pain as bad as
you can imagine

Please rate your itch from your HS lesions in the past 7 days

© 0 @ & ® 6 606 0 6 0 @

No itch ltch as bad as you
can imagine

Please rate the smell or odour from your HS lesions in the past 7 days

© 0 @ & ®© 6 06 0 6 0

No smell Smell or odour as bad
or odour as you can imagine

Please rate the amount of drainage or oozing from your HS lesions in the past 7 days

© 0 & & ®© 6 6 0 6 0 @

No drainage A lot of drainage
or 0ozing or 0ozing
Figure 4 Screenshots of the eHSSQ

questionnaire as viewed on the
tablet

) HS Symptom Questionnaire

Please select ONE number that best describes the intensity of your Hidradenitis Suppurativa (HS) symptoms in the past 7 days.

) HS Symptom Questionnaire

Please rate your skin pain from your HS lesions in the past 7 days.

Screenshots of only the first two pages of the electronic questionnaire are shown.

Table 1 eHSSDD and eHSSQ symptom scores and item comprehension (N=20)
Item Mean Scores SD Overall Understanding, n Overall Understanding, %
eHSSDD
Worst Skin Pain? 54 2.9 19 95
Average Skin Pain® 5.3 2.7 14 /70
Worst ItchP 53 3.1 19 95
Smell or Odoure 3.3 3.0 20 100
Drainage or Oozing® 50 3.1 20 100
eHSSQ
Skin Pain? 59 2.5 20 100
ltch® 55 3.0 20 100
Smell or Odour® 3.5 3.2 20 100
Drainage or Oozing® 54 3.2 20 100

Different O to 10 response scales were used for each item: [a] O = “No skin pain” to 10 = “Skin pain as bad as you can imagine”; [b] O = “No itch” to 10 = “ltch as bad as you can imagine”; [c] O = "No smell or
odour” to 10 = “Smell or odour as bad as you can imagine”; [d] O = “No drainage or oozing” to 10 = “A lot of drainage or oozing".

eHSSDD: electronic Hidradenitis Suppurativa Symptom Daily Diary; eHSSQ: electronic Hidradenitis Suppurativa Symptom Questionnaire; HSSDD: Hidradenitis Suppurativa Symptom Daily Diary;
HSSQ: Hidradenitis Suppurativa Symptom Questionnaire; HS: hidradenitis suppurativa; NRS: numerical rating scale; SD: standard deviation.
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