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Equality, diversity and inclusion

Participant representation

Entry criteria for THESEUS were designed to be as inclusive as possible and the baseline demographics
of THESEUS participants closely reflects the HS secondary care population in the UK. THESEUS
recruited women of childbearing age, with a four to one female to male ratio and an average participant
age of 36 years. Regarding smoking and obesity, again, THESEUS participants reflected the overall HS
patient population, two-thirds being current or ex-smokers and 86% having a raised body mass index.
There was broad representation across socioeconomic groups with half of the THESEUS participants in
the most deprived and second-most deprived deprivation quintiles. Just over 20% of THESEUS
participants had non-white ethnicity, slightly higher than overall UK population statistics. The 10
recruitment sites chosen for THESEUS were purposively spread across the UK, including sites in
southern England, northeast England, northwest England, Scotland and Wales, to ensure that most
regions of the UK were involved in the study. Our study centres ranged in size from large tertiary
hospitals to smaller district general hospitals, demonstrating that future HS trials can be conducted in a
range of settings. During the COVID-19 pandemic, conversion of follow-up to remote appointments if
needed ensured that the participants’ access to their study team was not interrupted. Remote
appointments also helped participants with mobility problems and transport difficulties. Our study
results reveal that meetings and other patient meetings were also held online, again improving access for
those with physical disabilities. On discussion with THESEUS patient research partners, we chose a
hybrid model for the end-of-study workshop. In-person attendance was felt to maximise workshop
contributions; however, some of our patient participants preferred to join online due to work or child-
care commitments and because of physical disability. The solution was to select a venue with good
videoconferencing facilities and, for the small group discussions, there were two in-person groups and
one online, each with a facilitator. The potential financial impact of attending the workshop was
mitigated by compensating patient attendees at the Involving People daily rate. Male patient
representation was specifically sought for the workshop in the context that while HS is a condition in
the UK predominantly affecting females, males are also affected as a minority. Only one person with HS
featured in the deroofing video so there was not the chance to include a wide range of patient
demographics in this aspect of the study. Ensuring that materials and videos for future studies
encompass a full range of diversity will be an important element to consider.

Reflections on the research team and wider involvement

The THESEUS research team had substantial patient and public involvement (PPI) in study planning,
funding application, study delivery and organising the end-of-study workshop. We were fortunate that
one of our research partners is an expert in equality, diversity and inclusion (EDI) and they guided
THESEUS regarding EDI considerations. We were able to involve a HS patient carer in the study
planning process to ensure representation from this stakeholder group as well. Participant recruitment
involved junior doctors, whenever possible, to help provide clinical trial training to the next generation
of researchers.

Final approval was provided by Dr J Ingram.
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PLAIN LANGUAGE SUMMARY: TREATMENT OF HIDRADENITIS SUPPURATIVA EVALUATION STUDY

Plain language summary

H idradenitis suppurativa is a long-term condition causing boils in skin creases such as the arm

pits that are very painful, produce pus and cause scarring in about 1% of the United Kingdom
population. The Treatment of Hidradenitis Suppurativa Evaluation Study aimed to understand current
hidradenitis suppurativa treatments, to determine what influences treatment choices and to inform the
design of future hidradenitis suppurativa randomised controlled trials.

Ten UK hospitals took part and 151 people with active hidradenitis suppurativa, mostly moderate in
severity, were enrolled and followed up for 12 months. The Treatment of Hidradenitis Suppurativa
Evaluation Study offered five treatments chosen by participants with their doctor: doxycycline antibiotic
tablets, combined clindamycin and rifampicin antibiotic tablets, laser hair removal treatment, ‘deroofing’
of skin tunnels which form due to hidradenitis suppurativa scarring and standard skin surgery. Laser
treatment and deroofing were not available in the United Kingdom for hidradenitis suppurativa
previously. We made an information video for deroofing which has been viewed more than 1 million
times (https:/www.cardiff.ac.uk/centre-for-trials-research/research/studies-and-trials/view/theseus).

Laser treatment was most popular, with 69% of participants willing and eligible for treatment, followed
by deroofing (58%), standard surgery (54%) and then the antibiotic options. Interviewing participants
revealed that willingness and final choice of treatment was most influenced by their doctor.

Only about half of participants were still taking their doxycycline tablets after 3 months, due to lack of
effectiveness and adverse effects, and the figure was even lower for combined clindamycin and
rifampicin. Despite delays in receiving laser treatment and deroofing, switching between treatments was
uncommon. Few participants chose standard surgery, perhaps because of long waiting times and the
popularity of deroofing.

Participants were sent a daily text message for 12 weeks, asking them to score their skin pain out of 10
and this worked well for 2 weeks and then rates of reply dropped.

We hosted a workshop to discuss the Treatment of Hidradenitis Suppurativa Evaluation Study results
and decide which treatments to take forward in future trials, with laser and deroofing being
recommended.

Headline

The Treatment of Hidradenitis Suppurativa Evaluation Study introduced deroofing of skin tunnels and

laser treatment for hidradenitis suppurativa and found that these are preferred interventions for future
trials compared with oral antibiotics or conventional surgery.
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