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Objectives

An observational, qualitative study was conducted to
establish the acceptability and usability of the electronic
Hidradenitis Suppurativa Quality of Life Questionnaire
(eHiSQOL) 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.?

» The Hidradenitis Suppurativa Quality of Life Questionnaire
(HISQOL) is an HS-specific instrument developed to
measure the impact of HS on patients’ quality of life.?

 Psychometric validation of the hand-written version of the
guestionnaire is ongoing.>*

e In line with FDA guidelines on instrument modification,
evidence of the acceptability and usability of the electronic
version of the HISQOL is needed to ensure the instrument is
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 training on the use of the electronic
device, completion of the eHISQOL, and collecting overall
Impressions and feedback on the acceptability and usability
of the questionnaire.

 The eHiSQOL includes 17 items assessed over the past
/ days on a Likert-type scale with 5—-/ response options and
was completed on a tablet (Figure 1, 2).

e |tems are grouped according to symptoms, psychosocial
Impact, and activities and adaptations subscales.

e |tem scores range from O (not at all) to 4 (extremely) and are
summed to generate a total score ranging from 0-68, with
higher scores indicating a greater impact on quality of life.?

Results

» 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 mean (standard deviation) eHiSQOL total score for the
iInterviewed patients was 27.3 (17.5; Table 1).

 The median completion time for the eHISQOL was 3
minutes and 8 seconds, ranging from 49 seconds to 11
minutes and 13 seconds.

e Overall, all patients considered the eHISQOL easy to use.

» Half of the patients spontaneously reported that the
eHiSQOL was “simple”, “clear”, "easy”, or “concise”.

 When questioned, the other half reported that they liked the
content, diverse questions, and applicable response options.

» All patients reported having no difficulty in understanding
how to complete the questionnaire.

 None of the patients suggested changing the on-screen
appearance of the questions or response options, and all

were happy with the response scale layout and presentation.

e Four patients (20%) suggested that they would have
preferred a larger font size and two patients (10%) reported
Issues moving between screens due to difficulty getting
buttons to respond.

Conclusions

This study provides evidence of the acceptability, ease of use,
and usability of the eHiISQOL.

These properties were confirmed regardless of age, gender,
or level of familiarity with the devices in this sample of
patients with moderate-to-severe HS.
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Summary

All patients considered
the eHiSQOL easy to use.
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All patients understood
how to complete the
eHISQOL.

Figure 1 HISQOL questionnaire

This questionnaire is designed to measure the impact of hidradenitis suppurativa (HS) also known as acne

inversa, on you.
PLEASE READ THESE DIRECTIONS:

It is important to:

1. Think about your HS over the past 7 days.

2. Think about your HS only, not another condition.
3. For each item select the single best option.

In the past 7 days, how much has your HS impacted:

UNABLE

TODOdue Extremely 'Y  Moderately Slightly
uch
to my HS
Walking (not for exercise) O

Exercising (for example: swimming,
jogging, biking, yoga, aerobics)

Sleeping

Spontaneously reported When questioned
Half of the patients The other half of patients
mentioned the eHISQOL liked the content, diverse
was , , , questions, and applicable
or . response options.
e

50%

Figure 2 Screenshots of the eHISQOL
guestionnaire as viewed on the tablet
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This questionnaire is designed to measure the impact of Hidradenitis Suppurativa (HS) also known as acne inversa, on you.

PLEASE READ THESE DIRECTIONS:

Itis important to:
1. Think about your HS over the past 7 days
2. Think about your HS only, not another condition.

3.For each item select the single best option.
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Washing yourself

Getting dressed

O10|0|0|0O |0
O10|0|0|0O |0
O]10|0O|0|0O |0
O10|0|0|0O |0

Concentrating

In the past 7 days, how has your HS influenced:

Extremely V418

What you wear to avoid discomfort O O O O

Moderately  Slightly

Not
at all

In the past 7 days, due to HS, how impacted have you been by:

Very

Extremely uch

Pain O

Moderately  Slightly

Not
at all

2@ HisQoL
In the past 7 days, how much has your HS impacted:
UNABLE Extremely Very Moderately Slightly  Not at all
TO DO much
due to my
HS
Walking (not for exercise) O O O O O O
Exercising (for example: swimming, jogging, biking, yoga, aerobics) O O O O O O
Sleeping O O O O O
Washing yourself O O O O O
Getting dressed O O O O O
Concentrating O O O O O

itch O

Drainage O

O10]00
O10]00
O10]00

Odour O

O10]00

In the past 7 days, how much has HS caused you to feel:

Very

Extremely much

Moderately  Slightly

Down or depressed

Not
at all

Embarrassed

Anxious or nervous

O10|0
O10|0
O10O|0
O10|0
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Screenshots of only the first two pages of the electronic questionnaire are shown.

Table 1 eHiSQOL summary scores (N=16)°

In the past 7 days, how much has HS:
| am not UNABLE

sexually TO DO due Extremely My Moderately  Slightly N
) much at all
active to my HS
e O O O O O O O
activities difficult
Affected your desire
for sexual activities O O O O O
In the past 7 days, how much has HS influenced:
| do not UNABLE Ver Not
workor TO DO due Extremely uc):*\ Moderately  Slightly at all

study to my HS

Your ability to work O O O O O O
or study

O

ltem Mean (SD) Median (Range)
eHiSQolL Total Score 27.5 (17.5) 20.5 (4.0-60.0)
Symptoms® 74 (4.5) 6.0 (2.0-16.0)
Psychosocial® 6.6 (5.7) 5.0 (0.0-18.0)
Activities and Adaptations® 13.3 (84) 12.0 (0.0-28.0)

[a] Data were not recorded for four participants due to interviewer oversight. [b] The sub-scale
scores range from 0-16 for symptoms. [c] The sub-scale scores range from 0-20 for psychosocial
impact. [d] The sub-scale scores range from 0-32 for activities and adaptations.?

eHiSQOL.: electronic Hidradenitis Suppurativa Quality of Life Questionnaire; HISQOL.: Hidradenitis Suppurativa Quality of Life Questionnaire; HS: hidradenitis suppurativa; SD: standard deviation.
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