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Submission to support the General Schedule Authority Required (Written)
listings for new forms of bimekizumab, in addition to the currently listed form,
for the treatment of patients with moderate to severe hidradenitis
suppurativa.

For consideration at the May 2025 PBAC Meeting

These comments are submitted by Global Healthy Living Foundation Australia (GHLF Australia) on behalf

of our patient community. We appreciate the opportunity to provide this submission.
PBAC public consultation survey

Q1: Please outline your experience with the medical/health condition
About GHLF Australia

GHLF Australia is a not-for-profit organisation founded in 2015. GHLF Australia is part of the US-based
Global Healthy Living Foundation (GHLF), a non-profit organisation whose mission is to improve the
quality of life for people with chronic illness.

Established in 2014 and incorporated in 2016, GHLF Australia is the parent organisation of CreakylJoints
Australia, the vibrant online patient community for autoimmune and inflammatory arthritis patients and
their families throughout Australia. Drawing on nearly two decades of foundational knowledge, success
and the reputation of GHLF and Creakyloints, GHLF Australia aims to localise, mobilise and engage the
Australian patient and caregiver community and to provide education, advocacy and research for better
health outcomes.

Our organisation connects patients with current and relevant condition-specific information and support
across a range of conditions, using a diverse set of digital platforms.

Our experience with hidradenitis suppurativa (HS)

Because HS is uncommon, there has long been a scarcity of resources to help people living with the
condition, their families and even healthcare professionals who have little experience diagnosing and
treating HS.

To address this gap, our colleagues at GHLF in the US launched Your Interactive Patient Guide to

Hidradenitis Suppurativa in early 2025. This guide is aimed at helping people better understand their

condition and develop strategies for managing it now and down the road. It also outlines treatment
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options and self-advocacy tips. We will now be adapting this interactive guide for Australians living with
HS as part of our planned programming to help improve the lives of Australians living with this
debilitating condition.

Our patient quotes and most of our background information about hidradenitis suppurativa has been
sourced from this guide.

About hidradenitis suppurativa

Hidradenitis suppurativa (HS) is a debilitating, painful, chronic, complex inflammatory illness that causes
painful, boil-like abscesses that can come back again and again. These abscesses may start as pustules
(small, pus-filled bumps/sores) and can appear anywhere hair follicles grow, except on the palms of the
hands, soles of the feet or the darker parts of the lips. Abscesses most frequently appear in regions
where skin friction occurs, such as under the breasts, in the armpits and in the groin area. Wearing tight
clothing can aggravate the condition.

The inflamed and painful abscesses may form tunnels that drain fluid and pus. The chronic inflammation
from these abscesses typically results in the formation of scars. The abscesses associated with HS are
caused by blocked hair follicles, which trap bacteria and lead to inflammation and rupture.

HS facts

e HS can affect anyone regardless of age, gender, race or body type.

e |t may start as early as childhood and can also occur later in life, for example, post-menopause.

e HS can vary from mild to severe and get worse over time, especially if untreated or
undertreated.

e [tis not caused by poor hygiene and is not contagious.

e HS affects about 1 per cent of people worldwide. The current estimate of HS incidence in the
general Australian population is 0.67 per cent, with women more frequently affected than men
(ratio 3:1). However, many people with HS may not be diagnosed or treated, so the real number
could be much higher.

e Certain factors may make someone more likely to develop HS, such as having a family history of
the condition, smoking or carrying extra weight. However, these factors don’t directly cause HS
and don’t determine who can or cannot develop it.

HS diagnosis

There is no diagnostic test for HS so clinicians base their diagnosis on a clinical examination combined
with a detailed patient history. Having an associated condition (such as spondyloarthritis or Crohn’s
disease) may play a role.

Delay to diagnosis can be 10 years or more. This may be partly due to a lack of awareness by both health
professionals and the public and partly because it is an unsightly condition that people can be
embarrassed to talk about.

“I wish | had sought out a more specialised dermatologist from the beginning, so that treatment would
have been a little more aggressive from the start. My disease progressed really quickly and my
dermatologist was overwhelmed and unsure of how to treat it, beyond antibiotics.” — Madeline M

What HS feels like



“One of the common misconceptions we face when it comes to pain is that the smaller abscesses or

pustules don’t hurt. In some cases, they hurt more than the larger ones. The pressure under the skin
that you can’t physically see can be debilitating. Size doesn’t always matter." — Brindley B

Here’s how Brindley describes the pain and its sensations:

Varied pain types: stabbing, burning, aching, throbbing, piercing, sensitive, irritated, hot, itchy or
“zinging.”

Pain levels change quickly: Relief can go from a 9/10 on the pain scale to a 1-2/10 in seconds
when an abscess drains. “One moment you’re in unbearable pain, and the next, relief feels
indescribable.”

Pain flares suddenly: A small pustule in the morning can grow into excruciating pain by the end
of the day.

Pain depends on location: The sensation can vary based on the affected body part and how
often it's being used during a flare.

In addition to the pain, managing HS wounds can be very time-consuming and costly.

HS and mental health

Research has shown that people with HS are twice as likely to experience depression and anxiety

compared to the general population.

HS can affect mental health in multiple ways:

Chronic pain: Abscesses in HS are frequently painful and the pain may be exacerbated with flares
of the disease. Those with abscesses around their genitals, urethra and/or anus often experience
pain when going to the toilet or having intercourse. (These are areas that especially require
constant wound care.)

Emotional impact: The location of HS abscesses (such as the underarms, groin, buttocks and
breasts) can cause social stigma, embarrassment and shame, particularly when they leak or have
an odour. People living with HS may have a higher risk of developing eating disorders like bulimia
nervosa and binge eating disorder. The physical and emotional challenges of HS, including its
impact on body image, can play a role in this increased risk.

Social isolation: The physical and emotional burden of HS can lead to withdrawal from social
situations and avoidance of intimate relationships as well as worsening feelings of depression.
Financial stress: Those with moderate to severe symptoms can find it difficult to get to work or to
do their job optimally due to the pain and the need to redress wounds several times a day. Unless
they can work from home or have adequate workplace accommodations, they may have limited
job options or may not be able to work at all. Additionally, the cost of wound care supplies,
treatments and health appointments can amount to thousands of dollars a year.

“It has had a huge impact in a very silent way. It’s between my legs, right on my bikini line. So | can hide it

during the winter months, but when | want to wear a bathing suit, people will see my scars. Even as a 38-

year-old adult, I’'m still insecure about the scars. Plus, I’'m always living with this anxiety of if it’s going to

show up on another part of my body.” — Erica C

Q2: How is the medical/health condition currently treated?

Points for individual consumers to consider



e What is the effect of your current treatment on your health condition?
e Are there any symptoms which cannot be controlled with the current treatment?
e What side-effects have you experienced with current treatments? Are these manageable?
e Do you have any issues accessing your current treatment? (For example, where or how it is given,
how it is funded, whether you fit the criteria to qualify for access.)
Please provide your comments.

Although HS cannot be cured, the right treatment plan can help patients manage painful or
inconvenient symptoms and prevent new flare-ups. Flare-ups can lead to complications like skin
tunnelling and scarring, but early intervention may prevent these.

Lifestyle changes such as ceasing smoking, losing weight and reducing stress can help. Warm baths and
analgesic and anti-inflammatory medications can ease symptoms. Ongoing wound care is also
important. These are all important forms of complementary care but they do not replace appropriate
conventional medical care.

Non-medicinal treatments for HS

Laser hair removal removes hair follicles in problem areas, which may lower the chances of new
abscesses forming.

Several surgical options are available. These include:

e Incisions to drain abscesses.

e Deroofing to remove the top layer of skin and/or abscesses to treat the area beneath the skin
surface and allow it to heal.

e Local or wider removal of abscesses (depending on severity).

e Reconstruction after other HS surgeries.

It is important to note that many of these surgical options can be painful and they do not treat the
underlying condition.

Medicinal treatments for HS

Medical treatment plans are tailored to the needs of individual patients and generally include a
combination of treatments.

Antibiotics are typically used as first-line treatments for several months and reassessed regularly. They
can be applied as topical washes (clindamycin) or taken systemically (minocycline, doxycycline,
clindamycin or rifampicin). Systemic antibiotics can be taken over the long term to help prevent flare-
ups.

Those with moderate to severe cases may be offered oral and/or intralesional corticosteroids to reduce
inflammation.

Anti-androgens can be helpful for HS, especially in women who have flare-ups before their period.

The biologic DMARDs adalimumab and secukinumab are already available for HS in Australia via the
PBS. Both are administered (usually by the patient) via subcutaneous injection.

Initial access is restricted to those who failed to achieve an adequate response to 2 courses of different
antibiotics each for 3 months (with consideration for those who have adverse effects to antibiotics).



Adalimumab is a monoclonal antibody that works by targeting and blocking the action of a protein
called tumour necrosis factor-alpha (TNF-alpha), which plays a role in inflammation. It is administered
once a week.

Secukinumab is a monoclonal antibody that recognises and binds to an inflammatory protein called
interleukin 17A (IL-17A), a different part of the immune system. It is administered once a month.

Q3: What do you see as the advantages of this proposed medicine, in particular for those
with the medical condition and/or family and carers?

Points for individual consumers to consider

e What are the specific positive impacts that you hope this treatment will have on your health
condition? (for example, reducing pain)

e What impact would you like it to have on your quality of life? (for example, enabling you to return
to work)

e If you have used this medicine what was your experience? What changed for you?

e Are there advantages in the way the medicine is delivered? (For example, where it is delivered
(for example, home, GP, hospital), or how it is given (for example, tablets rather than injection))

Please provide your comments.

As biologics work by treating underlying diseases, we know that they have numerous benefits to
patients, including reducing the need for other, more invasive, treatments such as surgery. We believe
this is a game changer for people with moderate to severe HS.

We know from the results of UCB Pharma’s BE HEARD | and BE HEARD Il clinical trials that bimekizumab
was well tolerated by patients with hidradenitis suppurativa and produced rapid and deep clinically
meaningful responses that were maintained for up to 48 weeks.

Bimekizumab is also approved for HS by the Food and Drug Administration in the US and is now in use as
a treatment option there.

A 2023 systematic review and network meta-analysis* looked at a range of HS medical treatments head-
to-head. Adalimumab ranked first in this study based on efficacy and safety, followed by bimekizumab
and secukinumab. The results of this study suggest that bimekizumab is non-inferior to adalimumab and
secukizumab.

We believe that while many people can benefit from using a TNF inhibitor to treat their HS, this class of
biologics may not work for others. Secukinumab targets interleukin 17A but bimekizumab targets both
IL-17A and IL-17F so it has the potential to benefit more people.

Having bimekizumab subsidised through the PBS will offer the Australian HS community a valuable third
biologic treatment option.
* Tsai YC, Hung CY, Tsai TF. Efficacy and Safety of Biologics and Small Molecules for Moderate-to-Severe Hidradenitis Suppurativa: A

Systematic Review and Network Meta-Analysis. Pharmaceutics. 2023 Apr 28;15(5):1351. doi: 10.3390/pharmaceutics15051351. PMID:
37242593; PMCID: PMC10224469. https://www.mdpi.com/1999-4923/15/5/1351

Q4: What do you see as the main disadvantages of this proposed medicine?

Points for individual consumers to consider
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e Are there disadvantages in how you can access the medicine, for example whether you meet the
criteria, where it is delivered (for example, home, GP, hospital), or how it is given (for example,
tablets rather than injection)?

e Have you heard of any side effects from this medicine? Do you consider these to be manageable?

e What side effects would stop you from taking this medicine?

e If you have used this medicine, what did you consider to be the disadvantages?

Please provide your comments.

We know from the use of bimekizumab in treating other conditions that any side effects it may cause
have been comparable to those of other biologics. Biologics also have a much lower risk of side effects
of non-targeted systemic treatments such as glucocorticoids.

There is no difference between bimekizumab and other biologics in terms of access to healthcare
providers who can prescribe them. We presume bimeskizumab will have the same PBS access criteria as
adalimumab and secukinumab for HS so there are no disadvantages in that area either.

Q5: Please provide any additional comments you would like the PBAC to consider.

We have no additional comments.

Q6: If you have any suggestions on ways to improve this survey please provide these.

We like this survey a lot because it makes it accessible to the public, asks patient-centred questions and
conveys a deep desire to understand lived experiences with a disease.

While we do not have suggestions to improve the survey, we would support the work of the PBAC or the
Health Department in promoting the availability of the survey to the general public to encourage people
to participate further in the process.



