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Global Healthy Living Foundation Australia and Creakyloints Australia

Submission to support the listing of nerandomilast on the PBS for the
treatment of progressive pulmonary fibrosis (PPF)

For consideration at the November 2026 PBAC Meeting

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

CreakyJoints 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 and CreakylJoints 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 disease-agnostic non-profit organisation whose mission is to
improve the quality of life for people with chronic illness. GHLF Australia aims to localise, mobilise and
engage the Australian patient and caregiver community and provide education, advocacy and research
to improve health outcomes.

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

GHLF Australia is the parent organisation of CreakyJoints Australia, the vibrant online patient

community for autoimmune and inflammatory arthritis patients and their families throughout Australia.
Since Creakyloints Australia was established in 2016, we have published extensive online resources for
our patient community, including information on accessing government benefits, conventional and
complementary therapies, types of arthritis and related conditions, practical tips for daily living and
more. We also share research and advocacy opportunities to empower patients to have a voice in
healthcare access and policy at all levels.

Our Patient’s Guide to Living with Rheumatoid Arthritis in Australia is a popular practical tool that helps

people in our community optimise daily living while managing their rheumatoid arthritis (RA).
Our experience with chronic and complex conditions

Many people in our GHLF Australia community (including staff members) live with chronic conditions,
such as rheumatoid arthritis and spondyloarthritis, along with other comorbidities. We understand how
debilitating symptoms such as pain, fatigue and brain fog can be.
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We connect closely with our patient community through online social platforms, events and focus
groups, and by sharing their stories. We also support and collaborate with other patient organisations
with whom we share common experiences and goals.

This combination of lived experience and ongoing engagement with patients informs our advocacy. It
helps us understand where unmet needs remain, what matters most to patients, and where new and
emerging treatments may improve their lives. We bring those perspectives to our work with
policymakers, healthcare professionals and other stakeholders as we advocate for better access to
treatment and better health outcomes.

The conditions people in our community live with do not go away. Often, people develop other, related
conditions which compound their burden of disease and lower their life expectancy. For some, such as
those with progressive rheumatoid arthritis-associated interstitial lung disease (RA-ILD), their prognosis
could be fatal.

RA-ILD and progressive pulmonary fibrosis

Rheumatoid arthritis can affect more than the joints. For some people, it can also involve the lungs
through rheumatoid arthritis-associated interstitial lung disease, or RA-ILD. A subgroup of people with
RA-ILD can develop a progressive pulmonary fibrosis (PPF) phenotype.

For a person living with rheumatoid arthritis, the development of progressive lung fibrosis adds another
serious and potentially life-limiting condition to an already complex chronic disease.

Progression of pulmonary fibrosis is characterised by an irreversible decline in lung function and is
associated with high morbidity and early mortality despite current standards of care.

PPF symptoms can include increasing breathlessness, persistent cough, fatigue and reduced ability to
exercise or undertake ordinary daily activities.

Some people may ultimately become dependent on supplemental oxygen, further limiting their
independence and creating additional practical and out-of-pocket burdens.

The burden for people living with both RA and progressive lung disease

People with RA-ILD may be managing joint pain, stiffness, fatigue and reduced mobility at the same time
as worsening breathlessness, cough and loss of lung function.

This combined burden can make tasks that were previously manageable increasingly difficult, including:

e Walking or climbing stairs;

e Attending medical appointments;

e Working or maintaining financial independence;

e Undertaking household activities;

e Caring for children, grandchildren or other family members;
e Exercising or participating in social activities; and

e Managing multiple medicines and monitoring requirements.

The impact extends beyond physical symptoms. People living with pulmonary fibrosis and their carers
report substantial emotional and practical burdens associated with a complex diagnosis, ongoing
management and uncertainty about the progressive disease trajectory.
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“I have had lung involvement with my RA since | was first diagnosed at the age of three. My first
symptoms were respiratory, and then | developed joint pain. At the time, | was diagnosed with
bronchocentric granulomatosis and have had ongoing flare-ups of my lungs ever since. | get
inflammation in my lungs. Over the years, | have developed interstitial lung disease and other lung issues
because of my RA and long-term prednisone use.

These lung conditions reduce my lung capacity. Because of this, | easily get breathless and puffed more
than healthy people. If | get a cold, flu or another respiratory condition, it goes straight to my lungs. |
often need multiple courses of antibiotics to get better. | have ended up in hospital multiple times
because of my lungs.

Currently, my RA-ILD is treated with an asthma puffer and prednisolone.” = Shirani W

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

Current treatment limitations and unmet need

Treatment options specifically indicated for people with PPF remain limited. Nintedanib is currently the
only therapy approved and PBS-listed for PPF, leaving no alternative pharmacological treatment option
specifically indicated for this population.

Existing treatment may not be suitable or sustainable for every patient because of tolerability issues,
contraindications, safety-monitoring requirements or adverse effects.

Gastrointestinal adverse events can result in dose reductions, treatment interruptions or permanent
discontinuation.

For people who cannot commence, tolerate or continue the existing treatment, there is currently a
particularly significant unmet need because no alternative PPF-specific pharmacological treatment is
available.

This lack of choice is especially concerning in a condition where lost lung function cannot be recovered.

People living with complex conditions such as RA-ILD need treatment decisions to be individualised,
taking account of their lung disease, rheumatoid arthritis, other health conditions, treatment tolerance
and personal priorities.

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?

Nerandomilast has received regulatory approval in several other countries. From a patient perspective,
the significance of its proposed PBS listing is that it could provide an additional treatment option for
people living with PPF, particularly where the currently available treatment is not appropriate or cannot
be tolerated.

Why an additional treatment option matters

GHLF Australia/CreakyJoints Australia recognises the high clinical need for therapies that can slow the
progression of PPF and improve survival outcomes. For people living with a progressive and irreversible
condition such as PPF, having more than one treatment option matters. Patients differ in their
underlying conditions, comorbidities, response to treatment, tolerance of adverse effects and personal
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priorities. An additional PBS-listed therapy would give patients and their clinicians greater ability to
individualise treatment decisions.

What delayed access would mean for patients and families

PPF is progressive, and the lung function already lost cannot be recovered. A delay in access may mean
that some patients continue to experience irreversible progression while having only one PBS-listed PPF-
specific treatment option.

For patients who cannot tolerate or continue the existing treatment, a delay would prolong the period
in which no alternative PBS-listed PPF-specific pharmacological option is available.

For individuals with RA-ILD and their families, further progression may mean

e Greater breathlessness and fatigue;

e Reduced independence;

e Increasing reliance on partners, family members and carers;
e Loss of employment or participation in community life;

e Increased need for oxygen and healthcare support; and

e Less time living with preserved function and quality of life.

“I think adding nerandomilast to the PBS is a great thing, as at the moment it would most likely be
unavailable to most Australians due to cost. Currently there is only one other medicine available on the
PBS for RA-ILD. If nerandomilast is added, it would give patients more medicine options. | can’t see any
reason why it shouldn’t be added. People with RA-ILD have enough to deal with, so if there’s a medicine
that can help, why not add it to the PBS.” — Shirani W

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

As with any medicine, nerandomilast may cause adverse effects and will not be appropriate or well
tolerated for every patient. Patients will need clear information about potential benefits, risks and side
effects so they can make informed decisions with their treating clinicians.

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

People living with RA-ILD and other forms of PPF face the burden of progressive, irreversible lung
disease, often alongside other complex health conditions. Treatment decisions therefore need to reflect
individual circumstances, treatment tolerance and patient priorities.

From our perspective, an additional PBS-listed treatment option would be valuable because it would
broaden the choices available to patients and their clinicians. Where PBAC determines that the evidence
supports listing, we believe Australians living with PPF should have timely and equitable access to that
option.

A positive PBAC recommendation for nerandomilast for PPF would align with the broader stakeholder
goal to improve access to new and innovative treatments in Australia.!

We therefore urge the PBAC committee and Government to support timely PBS access so that eligible
Australians living with RA-ILD and PPF can benefit from an additional treatment option without
avoidable delay.
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Source

! Medicines Australia — Access Unlocked Report. https://www.medicinesaustralia.com.au/wp-
content/uploads/sites/65/2026/09/01726-MA-Access-Unlocked-Report ACCESSIBLE FINAL.pdf
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