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Atopic eczema is an under-recognised, under supported and misunderstood immune-
related disease that requires significant investment by the Commonwealth.

Currently the treatments that are affordable to Australians with severe atopic eczema
provide only limited control of the condition or have serious side-effects, including
increasing the risk of cancer.! Consequently, many of our members report that life with
severe atopic eczema is unbearable, and in some cases, say that it is not worth living.

This submission focuses on the immediate opportunity for the Federal Government to
add the first biologic therapy for severe atopic eczema to the Pharmaceutical Benefits
Scheme (PBS), delivering enormous benefit for patients living with this condition and
realising sizeable savings to the Australian health system.

Budget Recommendations

Eczema Support Australia (ESA) is proposing that adequate funding is included in the forward
estimates to accommodate the PBS listing of biologic therapy for the treatment of severe atopic
eczema.

The Australian Government currently spends >$1B annually to provide subsidised access to
biologic therapies for a range of inflammatory conditions. This represents approximately 10% of
total PBS expenditure.?

PBS-listed biologic therapies are considered cost-effective and have changed the lives of
thousands of Australians, including those with dermatological conditions. The current level of
PBS expenditure on biologic therapies for dermatological conditions is $156M (chronic plaque
psoriasis and chronic spontaneous urticaria).®

There is no biologic therapy listed on the PBS for severe atopic eczema. This is despite the
Therapeutic Goods Administration approving a biologic medication, Dupixent (dupilumab) for
the treatment of moderate-to-severe eczema in January 2018.% This therapy has twice been
rejected by the Pharmaceutical Benefits Advisory Committee (PBAC) and is now only available
on private prescription at a cost of approximately $19,200 per annum.

Eczema Support Australia hopes that the PBAC will review a third submission for Dupixent. The
eczema community is hopeful of a favourable outcome, noting that the cost of the therapy is
subsidised by governments in more than 20 countries overseas including France, Germany and
the United Kingdom.

Our concern is that should Dupixent be deemed cost-effective and recommended for a
Government subsidy, the Federal Health Minister may not be able to act on the
recommendation without an increase in the PBS budget. We understand from last year’s
Federal Budget that the PBS budget is forecast to decrease in real terms by 18.6 per cent from



2019-20 to 2022-23* and that future PBS listings are contingent on the Federal Government
securing savings and/or providing additional funding.

ESA understands that only 17 new medicines were added to the PBS in 2019, a 40% reduction
on the number listed in the previous year.® A continuation of this trend, which may result in a
failure to subsidise Dupixent, would be unacceptable to Australians living with severe and
uncontrolled atopic eczema.

The PBAC has previously acknowledged the effectiveness of Dupixent in a therapeutic area of
high clinical need, and noted the significant investment required to fund this medicine through
the PBS.® As such, we request that the 2020-21 Federal Budget include a provision that will
allow Dupixent to be immediately added to the PBS (subject to positive PBAC
recommendation), thus allowing the Federal Treasurer to announce a PBS listing on Budget
night and reaffirm that the “Morrison Government’s commitment to ensuring that Australians can
access affordable medicines, when they need them, remains rock solid”.”

Eczema Support Australia respects the independence of the PBAC and eagerly awaits the
outcome of any future review of Dupixent, as well as other medicines for the treatment of atopic
eczema. We request that the Department of Finance and Treasury work constructively with the
Department of Health to ensure the PBS budget has the necessary headroom to list
breakthrough treatment options that offer relief from the physical and psychological burden of
atopic eczema.

On behalf of all Australians impacted by atopic eczema, we thank you for your consideration.

The following information is provided in support of the Budget Recommendations above.

About Eczema Support Australia

Eczema Support Australia Ltd is a national support network established and managed by
volunteers with the aim of reducing social isolation, improving quality of life and overcoming
social and other barriers created by atopic eczema.

Originally named Hands to Hold, Eczema Support Australia is registered as a Public Benevolent
Institution and is an Australian registered charity and endorsed as a deductible gift recipient.

ESA was inspired by a family with twin boys who have severe allergies and eczema. Thanks to
the initiative and drive of a friend, this family finally received wonderful community support,
which is something that people with this distressing and isolating disease desperately need.

ESA provides support to eczema-affected individuals and families through social media
platforms, the provision of practical resources and services, a national info-line, and community
meetings. The organisation currently receives no formal funding but recognises the need for a
national support network for people with severe eczema and is striving to provide this support.



ESA has recently launched a national initiative, SOS — Save Us From Eczema, to raise
awareness of how severe eczema can be and call on the Federal Government to provide
affordable access to new treatment options.

About Atopic Eczema

Atopic eczema is a chronic inflammatory skin condition characterised by skin that is red and
itchy. But it is more than just a skin condition. It is an autoimmune disease caused by an
overactive immune system, resulting in inflammation.

Eczema can vary in severity and symptoms may flare up or subside from day-to-day.® Our
members describe severe eczema itch as ‘being eaten alive by ants’, ‘a continual electric shock’
or ‘mosquito bites on top of sunburn’.

Atopic eczema can affect up to 25% of children and 7% of adults.® In approximately 50% of
cases of childhood eczema, the condition persists into adulthood and becomes a chronic,
lifelong condition.®

Most patients with atopic dermatitis have mild-to-moderate disease that can be effectively
managed. However, a significant proportion of patients develop severe symptoms, which
include the presence of widespread skin lesions, an unbearable urge to itch, skin infections,
agonising pain, and distress that significantly compromises quality of life.1! This form of the
disease is far more complex to treat.

Physical and Psychological Burden of Atopic Eczema
Atopic eczema is so much more than an irritating itch or rash. In its more severe forms, atopic
eczema is often uncontrolled and responsible for significant physical and psychological distress.

In her evidence to the current House of Representatives Allergy and Anaphylaxis Inquiry on 19
November 2019, Professor Constance Katelaris, a Sydney based immunologist, said “This is a
terrible disorder in its severe form, and any doctor knows that. These people are highly
impacted by this condition. Their lives are miserable, their sleep is disturbed, and their family's
life is bound up with treating these children and young adults day after day after day. It's a
condition that is relentless, and it has a huge psychological impost.”?

Commonly, patients with severe atopic eczema are treated with corticosteroids or cyclosporin.
Research indicates that many people with severe eczema report inadequate symptom control
with itch severity remaining at 6.5 on a ten point scale, leaving 85% of patients suffering from
frequent itch, 41.5% suffering from itch duration (up to or equal to 18 hours a day), more than
half (55%) reporting sleep disturbances on five or more nights a week, and 21.8% experiencing
clinically relevant anxiety or depression.*®



Living with severe eczema impacts all aspects of life. Many of our members report feelings of
social isolation, exhaustion and hopelessness. Sleep deprivation is common due to an
unbearable and continual need to itch. Sleep disturbance can affect the whole family. This is a
major risk factor for depression, anxiety and suicidal thoughts.

The continual need to itch makes it difficult to concentrate, negatively impacting education,
work, social and family life. Our members report bullying at school, loss of work, being forced to
change career, relationship breakdowns and loss of social connections. They also report hours
spent moisturising, getting up in the middle of the night to bathe, being unable to swim with their
children, and hours trying to recover from simple household chores that trigger an eczema
attack.

Severe eczema can lead to repeat skin infections, repeated antibiotic use, and the need for
immunosuppressant therapy which increases the risk of developing high blood pressure and
cancer.!

Australian research from 2018 found that 27,000 Australians are living with severe eczema.
Many of these patients, who have been treated with corticosteroids and cyclosporin:4
e Reported that clinicians tell them “there is nothing we can do” (563% with severe eczema
and 54% with very severe disease). NB. This is no longer true with the advent of biologic
therapy to treat severe eczema which is the focus of this submission.
e Have significantly impacted quality of life in relation to self-esteem and confidence,
leading to social isolation (46% with severe eczema and 40% with very severe disease).
e Experience significant impact on family relationships and intimacy with a partner (36%
living with severe eczema and 45% with very severe disease).
e Experience physical symptoms causing regular sleep disturbance (85% with severe
eczema and 95% with very severe disease).

Research from Europe reveals that among people living with atopic eczema:*®
e 10.1% also have diagnosed depression;
e 17.6% also have diagnosed clinical anxiety; and
e 15% report thoughts of suicide.

A recent systematic review and meta-analysis found that patients with eczema are 44% more
likely to exhibit suicidal ideation and 36% more likely to attempt suicide compared with patients
without the condition.®

The psychological distress associated with atopic eczema is also reported by our members.

Financial Burden of Atopic Eczema

Many people with severe atopic eczema are restricted in their ability to work and fully contribute
to society; incur significant out-of-pocket costs associated with specialist care and treatment;
and are regular users of the health system through doctor consultations and hospitalisation.



e Out-of-pocket costs associated with atopic eczema have recently been calculated at
€927 (approximately $1,500) per patient per year in Europe.’

e Australian analysis found that out-of-pocket costs to patients with atopic eczema can be
as high as $2,000 per year.*®

e Qut-of-pocket costs in Australia are increasing as a growing number of people with
atopic eczema elect to pay for prescription medication that is not subsidised through the
PBS.

e Further indirect costs associated with atopic eczema include loss of income, time away
from work, travel and cessation of employment.*®

e Australian research revealed that the personal financial cost of managing eczema in
children is greater than the cost for asthma, which is national health priority. This
research revealed that those with severe atopic eczema require on average: 23.3 visits
to doctors and are hospitalised for 6.5 days per year.®

New biologic therapy needs to be subsidised through the PBS as

soon as possible

The advent of a new biologic therapy called Dupixent to treat severe atopic eczema means that
the suffering described above is no longer necessary.

In her evidence to the Parliamentary Inquiry on Allergy and Anaphylaxis, Professor Katelaris
said, “We now have available and registered in this country a brand-new form of medication, a
monoclonal antibody called dupilumab [Dupixent]. The trial data with this is nothing less than
astounding and it has an incredibly good safety profile. While we have immunosuppressant
agents that | and my colleagues have been dishing out for decades to these patients at this
severe end, they come at a huge cost of side effects and potential toxicities. Dupilumab appears
to be devoid of that.”?

Professor Katelaris told the inquiry that she has treated a dozen Australians with severe atopic
eczema with Dupixent through an early access program provided by the manufacturer, saying,
“It's one of the happiest things I've ever done. These people walk in and say, 'This is life
changing.' Two or three months down the track, you would never believe the photos that we
took at the beginning. | am overwhelmed. I've seen the difference it has made.”*?

Some of our members, who have received this medicine through an early access program,
report to us that they are anxious about losing access to the therapy if it is not subsidised
through the PBS. One of our members, who was actively planning suicide before he gained
access to Dupixent, said that the treatment has been “life-changing” for him. He says that if his
access to the therapy was withdrawn, he would effectively go back to being tortured and it
would be very easy for him to again become suicidal.

While Dupixent is a high cost medicine, Professor Katelaris told the inquiry that “I understand
they are high cost. But against that you have the side effects of long-term corticosteroids. These
people who qualify for this have been on drugs like cyclosporin, Imuran, methotrexate or



mycophenolate. All these immunosuppressant drugs can work but they come at a huge cost — a
possibility of cancers down the track, particularly skin cancers.

“Cyclosporin, in particular, can cause hypertension and renal disease. These drugs have to be
used carefully, they have to be monitored very regularly, and they're not the answer. Drugs like
dupilumab — I should say medications because it's not a drug; it's an antibody — target specific
molecules that drive this Th2, this allergic response. And because they are such clean drugs —
they target the right molecule — we don't see the fallout in side effects like you get with, for
instance, corticosteroids.”?

In summary, there is a strong case for subsidising Dupixent through the PBS, as it will vastly
improve the lives of Australians with severe atopic eczema, while also realising sizeable savings
to the Australian health system in terms of eliminating the direct and indirect healthcare costs
associated with current treatment practices.
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