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As we begin a new year, I want to take this opportunity 
to welcome and introduce our new shareholders to the 
Filamon business. I’d also like to provide an update on 
recent developments and share our vision for how we 
see the year ahead unfolding.

A COMPANY FOR ITS TIME

Filamon is uniquely positioned to address one of the 
defining challenges of our era: the growing global 
aging population. By 2050, the over-60 demographic 
is projected to comprise a quarter of the world's 
population—a profound shift that brings with it a surge 
in age-related, complex degenerative diseases such 
as heart disease, stroke, cancer, dementia, arthritis and 
vision loss. These conditions require long-term care and 
place immense pressure on healthcare systems  
ill-prepared to meet this "silver tsunami."

Despite the pharmaceutical industry running hard to 
meet this challenge, there has been remarkably little 
progress, with these diseases continuing to dominate 
causes of hospitalisation and death in countries like 
Australia. 

Filamon believes that this lack of progress is a 
consequence of the mind-set that has dominated drug 
development for the past 2 decades, that of precision 
medicine, defined as drugs targeting small numbers of 
genes, even single genes. While arguably appropriate 
for certain conditions, it appears to be inappropriate 
for age-related chronic conditions rooted in complex 
genetic and inflammatory mechanisms and driven by 
dozens or even hundreds of misbehaving genes.

RETHINKING INNOVATION

At Filamon, we believe solving these challenges requires 
a fundamentally new approach. We believe that 
complex diseases require drugs with multiple effects. 
Using deep learning technologies, we’ve developed 
drugs that act on gene transcription factors—small 
proteins regulating multiple genes simultaneously.  
This has led to the creation of multi-functional drugs:  
a ground-breaking new class of therapeutics designed 
to address the complexity of degenerative diseases.

Our efforts are built on three proprietary technology 
platforms—ALPHA, BETA and SIGMA —each capable 
of producing multi-functional drugs that target 
a broad range of genes involved in inflammation 
and degenerative processes regardless of cause or 
location. This provides Filamon with an unprecedented 
opportunity to develop therapies for chronic 
degenerative diseases across oncology, ophthalmology, 
neurology and cardiology.

A BIOTECH INCUBATOR MINDSET

Filamon’s strategy is focused on mid-range drug 
development, embracing a biotech incubator model 
that prioritises agility and risk management. This 
approach allows us to develop a larger portfolio of drugs 
while setting clear GO:NO GO milestones to efficiently 
allocate resources. By doing so, we maximise the 
commercial potential of our IP portfolio and meet the 
pharmaceutical industry’s urgent need for innovative 
blockbuster drugs to replace those approaching the 
patent cliff.  

OUR VISION FOR 2025

This year, we’re advancing treatments for some of the 
most under-treated and untreated diseases, beginning 
with serious, common conditions that each of us or 
loved ones can expect to encounter. Our mantra 
remains clear: self-administered, small-molecule 
drugs that offer cost-effective, well-tolerated solutions 
for patients with chronic (long-term) diseases.  
As we navigate the opportunities ahead, I am confident 
that Filamon is on the cusp of delivering transformative 
innovation in healthcare. 

The journey will be exciting and the Filamon Board and I 
thank you for being part of it.

Follow the Company’s progress by visiting the website 
www.filamon.com and sign up to the Newsletters and 
email notifications corporate@filamon.com. 

Yours sincerely 

Graham Kelly 
CEO and Managing Director

CEO INTRODUCTION  
AND UPDATE
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Filamon operates as three interconnected entities, 
each addressing three critical needs:

•	 The needs of patients: Delivering safer, more 
effective, and more convenient treatments for 
chronic inflammatory/degenerative diseases.

•	 The needs of pharmaceutical companies: 
Providing innovative drug candidates to replenish 
pipelines and replace expiring patents.

•	 The needs of shareholders: a risk-mitigation 
business strategy involving multiple therapeutic 
indications, each indication an unmet need 
involving millions of patients, and each indication 
a chronic disease requiring long-term treatment

THE PATIENT NEED

Patients require better treatment options—therapies 
that are more effective and safer and more convenient 
for the older patient by way of self-administration and 
fewer clinic visits. But importantly, filling gaps where no 
drugs currently exist and where even a single viable 
treatment could transform their quality of life and 
maintain their productivity and independence.

THE INDUSTRY NEED: THE PATENT CLIFF

Developing a new drug is a high-stakes endeavour, 
often taking a decade and costing upwards of $500 
million, even possibly more, before it reaches the market. 
This lengthy process often means that the drug’s 20-
year patent life is half over before the drug reaches the 
market, leaving a company’s blockbuster drug exposed 
to the dreaded ‘patent cliff’ where patent expiration 
opens the door to generic competition and slashes 
revenues. 

Blockbuster drugs, defined as those generating over 
US$1 billion in annual sales, account for a significant 
portion of revenue for major pharmaceutical 
companies—up to 60% in some cases. It’s been 
estimated by Moody’s analysts that 9 of the top 20 

selling drugs globally will fall off-patent over the next 
3 years, representing a collective loss of $400 billion in 
revenue. 

THE URGENCY TO ACT 

By way of example, Merck and Bristol Myers Squibb, 
the 5th and 12th largest global pharma companies 
respectively, face in 2028 the imminent loss of exclusivity 
on their top-selling cancer immunotherapies, Keytruda 
and Opdivo. Each drug is a critical revenue driver for 
both companies. In the case of Merck, Keytruda has 
annual sales of US$25 billion representing 42% of Merck’s 
total revenue. In the case of BMS, Opdivo with annual 
sales of US$10 billion represents 22% of that company’s 
total revenue. As a result, both companies are urgently 
seeking next-generation therapies to fill those looming 
revenue holes.

THE COMPANY’S  ROLE

Filamon is uniquely positioned to address this dual 
challenge. Every one of our drug candidates is 
specifically designed to fill the gap created by the 
patent cliff while meeting the growing need for effective 
patient treatments.

•	 Replacing or extending the usefulness of existing 
blockbusters: Filamon’s current oncology drug 
candidates like kesonotide and SIGMA-008 aim 
to serve as next-generation solutions for therapies 
such as Keytruda and Opdivo.

•	 Creating new opportunities: Filamon is advancing 
innovative, multi-functional drugs for oncology, 
ophthalmology, and neurology—areas with 
significant unmet needs and untapped blockbuster 
potential.

With a focus on innovation, scalability, and impact, 
Filamon is poised to deliver solutions that address the 
needs of both patients and the pharmaceutical industry, 
ensuring a sustainable future for healthcare.

THREE COMPANIES IN ONE
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These are our current three priority programs  - one from each of the three Filamon entities.
All making solid progress on the back of important developments.

OUR 3 LEAD DRUG PROGRAMS

KESONOTIDE: REVOLUTIONISING SOLID CANCER THERAPY

kesonotide represents a new concept in cancer treatment. 
It is a novel therapy designed to block both cancer cells 
and their supporting tumour micro-environment (TME) 
cells. The TME represents about half of all the cells in a 
tumour and is composed of all the normal types of cells 
found in tissues such as blood vessels, fibroblasts, fat 
cells etc. The difference is that these cells in a tumour are 
anything but normal and have been hijacked for use by 
the cancer. The TME cells play a critical role in supporting 
cancer growth, aggression and resistance to treatments.

Existing chemotherapies target cancer cells but leave the 
TME largely untouched, free to support those cancer cells 
that survive the chemotherapy and is a big reason why 
a cancer can apparently respond to treatment but then 
return often more aggressively than before.

kesonotide changes this by comprehensively targeting 
both cancer cells and their support base, offering a dual-
action approach expected to revolutionise the treatment 
of solid cancers.

•	 There is no shortage of chemotherapy drugs that kill 
cancer cells. 

•	 A few chemotherapy drugs also target specific types 
of TME cells, although not in a comprehensive way.

•	 BUT…  no drug has the dual capability to attack both 
cancer cells and TME cells.

•	 kesonotide is a world-first in this regard, with the 
potential to become a standard treatment for major 
forms of solid (non-blood) cancer.

A HIGHLY VALUABLE COMMERCIAL PROPERTY 

kesonotide was the start of Filamon and remains fully 
owned by the Company. It has already shown promise in 
a successful pilot trial for prostate cancer funded by the 
Prostate Cancer Foundation of Australia. kesonotide now 
is poised to take its next important step with the ADVICE 
Phase Ib/IIa clinical trial.

By addressing both the tumour and its environment, 
kesonotide has the capacity to significantly reduce cancer 
recurrence and resistance, making it a transformative 
addition to existing therapies like chemotherapy, 
radiotherapy, and immunotherapy.

KESONOTIDE.

A  first-in-class, dual-acting drug against 
both cancer cells and their support cells.

A drug designed to shut down all abnormal 
cells in a tumour while sparing the  
immune cells.

FILAMON ONCOLOGY
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ADVICE
An ADaptive Phase I/II dose expansion study of 
kesonotide, a novel hGIIA-Vimentin Inhibitor, in 
patients with solid CancErs.
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THE ADVICE CLINICAL TRIAL

ADVICE is a Phase Ib/IIa study enrolling up to 80 
patients with cancers of the lung, prostate, breast, ovary, 
pancreas and brain (glioblastoma) and will involve 
patients whose cancers are no longer responding to 
standard care or patients who cannot or do not want 
to use standard chemotherapy. Notably, kesonotide’s 
ability to cross the blood-brain barrier also has 
generated interest among clinicians treating brain 
cancers. 

 
The trial will eventually involve approximately six to ten 
Australian hospitals with full enrolment  expected to take 
up to 24 months. The Company has the opportunity to 
include two international sites, which we would expect to 
accelerate patient recruitment.

ADVICE is an adaptive clinical trial, so-called because 
it allows for modifications to the trial design based 
on interim data, improving both efficiency and 
effectiveness. Adjustments can be made during the 
trial rather than waiting for it to conclude and then 
re-starting a new study, saving significant time and 
resources. Our aim is to identify as early as possible 
responsive cancer types and then expand the study to 
focus on 2-3 types before focusing eventually on the 1 
type.

ADVICE has achieved a major milestone in receiving 
ethical approval to start patient recruitment. 

The final logistical procedures are being undertaken  
with a start date of Q2 2025.

KESONOTIDE …. A UNIQUE ACTING DRUG

The mechanism of action of kesonotide is based on 
blocking the ability of cancer cells to manipulate 
key proteins that serve as critical building blocks in 
a tumour. One prominent protein is vimentin, and 
kesonotide has the ability to shield this protein from the 
commands of the cancer cells. Importantly, kesonotide 
doesn’t interfere with the function of vimentin in healthy 
cells.

Vimentin serves cancer cells in a number of ways:

•	 It drives a process called extracellular matrix 
formation (ECM) which underpins the creation of  
the TME

•	 It drives a process called epithelial-mesenchymal 
transition (EMT) which turns cancer into aggressive 
and invasive cells allowing them to spread around 
the body

•	 It provides the physical structure that a cancer cell 
needs to divide.

These diverse and key roles of vimentin in cancer are 
why kesonotide has this unique, first-in-class ability to 
shut down both cancer cells and their supporting TME 
cells. The use of multiple functions by cancer cells to 
support their growth and survival calls for a drug with 
multi-functional activity.

The drug’s unique ability to kill both cancer cells and 
block TME cells, while sparing immune cells, gives it the 
potential to become a standard of care in combination 
with existing treatments such as chemotherapy, 
radiotherapy, and immunotherapy. We see kesonotide 
as a transformative drug in the fight against cancer.



ALPHA-003

An in-house discovery by Filamon scientists, ALPHA-003 
introduces a novel approach to combating dementia. It 
is designed to prevent the death of brain cells resulting 
from inflammatory processes in the brain destroying the 
internal architecture of brain cells. 

THE CHALLENGE OF DEMENTIA

Dementia takes many forms, but the form Filamon is 
focused on is the most common form. This is the form 
associated with Alzheimer’s disease, fronto-temporal 
dementia, Lewy Body dementia, progressive supranuclear 
palsy and some patients with Parkinson’s disease. These 
conditions are marked by clumps of proteins scattered 
throughout the brain which interfere with communication 
between neurons.

There are three main types of proteins involved in these 
clumps called β-amyloid, tau and TDP-43. The β-amyloid 
forms clumps that occur between neurons and are called 
amyloid plaques. Tau and TDP-43 form clumps inside 
neurons. The tau clumps are called tau (neurofibrillary) 
tangles.

These protein clumps/tangles clearly interfere with the 
function of neurons and undisputably contribute to the 
loss of brain function associated with dementia and as 
a result have been the main target of drug development 
up to now. However, the clinical evidence is now pointing 
to these clumps being a secondary phenomenon, with a 
more fundamental, upstream problem being the primary 
cause.

Filamon believes that the evidence is pointing increasingly 
to that bigger, more fundamental problem being the 
degradation of a key architectural structure in brain cells 
known as microtubules.

ALPHA-003. 

A  world-first anti-inflammatory drug 
action designed to help preserve 
the architecture of brain cells from 
inflammatory-driven destabilization, 
a damage that starts by impeding 
communication between brain cells before 
going on to kill them.

FILAMON NEUROLOGY
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THE IMPORTANT ROLE OF MICROTUBULES

Microtubules are an important part of the architecture 
of all cells in the body. They are long, hollow, pipe-like 
structures that serve to move molecules internally 
around cells, a role that takes on even greater 
significance in nerve cells as the longest, most complex 
cells in the body. With some nerve cells spanning over 
a meter in length, the ability to move cell components 
over long distances is vital to maintaining nerve 
function, a key role that microtubules serve.

  

With the integrity of the microtubules so important to 
brain cell function, a number of different proteins, known 
as microtubule-associated proteins, are tasked with 
preserving microtubule integrity. Three such proteins are 
tau, TDP-43 and neurofibrillar light protein (NfL).

Filamon believes that inflammation of the brain (from 
trauma, viral infection, environmental chemicals etc) 
leads to these three proteins becoming over-excited, 
disassociating themselves from the microtubules 
and exposing the microtubules to damage ranging 
from complete degradation to the opposite effect 
of preventing microtubules from being repaired and 
replaced.

 
The major discovery made recently by Filamon 
scientists is the ability of the drug ALPHA-003 to 
bind to all three proteins - tau, TDP-43 and NfL – 
in a way that we predict shields them from the 
harmful effects of inflammation.                 

By preserving the integrity of microtubules, we 
predict that ALPHA-003 will prevent the cascade of 
damage that leads to neuronal death, addressing 
the root cause of dementia rather than its 
symptoms.

PROGRESS AND POTENTIAL

Currently in preclinical studies, ALPHA-003 is undergoing 
rigorous laboratory testing, with updates expected 
throughout the year as it moves closer to clinical 
readiness.

Filamon believes ALPHA-003 is the only drug of its kind, 
offering a unique and exciting opportunity to validate 
long-suspected causes of dementia and transform how 
these conditions are treated. As an oral drug, it holds 
the promise of accessibility, efficacy, and a meaningful 
impact on the lives of millions affected by dementia 
worldwide.

A neuron displaying 
the complexity of thin 
extensions that link 
it with other neurons. 
Each neuron connects 
on average with about 
7,000 other neurons. The 
neuron’s microtubules 
are key to maintaining an 
internal communication 
system within such a 
highly complex and 
delicate framework.



FILAMON OPHTHALMOLOGY

BETA-002

Another program with major health implications. 

This drug aims to revolutionise the treatment of 
the two main causes of adult blindness -   wet age-
related macular degeneration (wet AMD) and diabetic 
macular oedema (DMO). 

wetAMD is the leading cause of blindness in people >60 
years of age and DMO the leading cause of blindness in 
working-age adults. Globally, an estimated 200 million 
people suffer wet AMD and 37M suffer DMO. The two 
diseases are essentially the same involving abnormal 
growth of leaky blood vessels and inflammation in the 
part of the retina responsible for central vision.

Treatment for both diseases requires the injection of 
a drug (VEGF-inhibitor) directly into the eyeball every 
month on a rest-of-life basis. The treatment targets the 
protein, VEGF, that promotes abnormal blood vessel 
growth and vessel leakiness.

This current form of treatment has three major 
limitations:

First the treatment is narrow in its action. VEGF 
is just one of many genes involved in the 
disease process. The inability to inhibit all 
involved genes means that one-third of 
patients don’t respond to treatment and a 
response for the rest typically means slowing 
down the disease, not stopping it

Second side-effects associated with eyeball 
injections include pain, bleeding, retinal 
detachment and glaucoma.

Third the burden placed on the patient 
(inconvenience, anxiety and discomfort 
of monthly procedures) leads to high 
treatment drop-out rates, and the burden 
for healthcare providers of managing the 
logistical and financial demands of such an 
intensive treatment is considerable.

BETA-002 has been designed to address all these 
limitations.

BETA-002 is aiming to be a revolutionary treatment 
for both wet AMD and DMO. A treatment that is self-
administered, pain-free and requiring considerably 
fewer visits to the clinic. It also potentially offers an 
improved response rate because where the current  
crop of drugs (VEGF inhibitors) act on just one aspect  
of the disease, BETA-002 acts broadly across the disease 
processes, a major benefit that already has shown up 
in animal studies where BETA-002 outperformed the 
current market-leading wet AMD drug by a factor of 
3 times. In patients, we believe this could mean more 
patients responding to treatment and better responses 
including being able to block disease progression far 
better than can be achieved now.

However, the greatest benefit we believe could come 
from providing a more patient-friendly treatment with 
a high number of patients abandoning treatment at 
some stage because of the pain and anxiety of an 
eyeball injection combined with the need for frequent 
clinic visits. Where current drugs are too large to be 
administered by eye-dropper, BETA-002 is small 
enough to be self-administered by eye-dropper or 
even as an oral dosage form. We currently are involved 
in developing and testing both dosage forms in the 
laboratory with the aim of having a final dosage form 
ready for human testing in early-2026.

The current annual sales of wet AMD drugs are about 
US$15 billion, although the negative aspects of current 
wet AMD drugs mean that the actual market size is 
some 3-4 x the current number of patients being 
reached. At the very least, our target market is those 
patients currently falling through the treatment cracks, 
a market based on current figures to be worth >US$30 
billion and growing.

CONSIDERABLE PROGRESS MADE

With animal proof-of-concept evidence behind us, 
we currently have moved on to pre-clinical studies 
evaluating both eye-dropper and oral dosage forms  
of BETA-002.

BETA-002. 
A first-in-class, non-injectable treatment of wet 
AMD and DMO designed to offer a safer, more 
effective treatment than current drugs, plus the 
convience of self-administration.

BETA-002 OPHTHALMOLOGY PROGRAM.  
Currently being funded by a $4.8M grant from the 
Federal Govt and UNSW.
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THE BETA DRUG TECHNOLOGY PLATFORM SET TO  
EXPAND INTO EXCITING AREAS OF MEDICINE

The BETA drug technology platform (and BETA-002) is 
the result of a decade of work by UNSW scientists and 
an estimated $10M in funding and has been licensed 
exclusively to Filamon.

The use of the BETA drug technology platform started 
with eye diseases based on its multi-functional actions 
against dozens of genes responsible for the inflammatory 
processes involved in wet AMD and DMO.

However …. those inflammatory processes are not 
restricted to the eye, with many of those same genes 
involved in inflammatory process involved in common 
chronic inflammatory diseases around the body.  As 
a result, UNSW scientists have been looking at the 
broader usefulness of BETA drugs and have made some 
remarkable discoveries. The significance of that work 
was recognised recently by two major NH&MRC research 
grants that were hailed by the Federal Minister of Industry 
and Science, Ed Husic, as being of national significance.

https://www.unsw.edu.au/newsroom/news/2024/12/
UNSW-awarded-more-than-27m-for-ideas-and-
development-research-grants

One grant is based on exciting data raising the prospect 
of a next generation anti-cancer drug for melanoma that 
would potentially replace Keytruda and Opdivo with a 
unique combination of chemotherapy, immunotherapy 
and anti-inflammatory actions.

The other grant is for equally exciting data showing the 
potential of a BETA drug to prevent the condition cardiac 
reperfusion injury, where restoration of blood flow to the 
heart following a heart attack can cause further damage 
to the heart.

Through its license, Filamon is affiliated with both new 
research projects and we will provide further information 
as the work progresses.

https://www.unsw.edu.au/newsroom/news/2024/12/UNSW-awarded-more-than-27m-for-ideas-and-development-r
https://www.unsw.edu.au/newsroom/news/2024/12/UNSW-awarded-more-than-27m-for-ideas-and-development-r
https://www.unsw.edu.au/newsroom/news/2024/12/UNSW-awarded-more-than-27m-for-ideas-and-development-r
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INDUSTRY SNAPSHOT

Snapshot of the new drugs 
and the companies involved 
in the 50 drugs approved 
last year by the FDA.

Snapshot of the ‘blockbuster’ 
drugs set to come off-patent.

FDA NOVEL DRUG APPROVALS 2024 (50)

Source: Fierce Pharma

Source: https://www.fda.gov/drugs/
novel-drug-approvals-fda/novel-
drug-approvals-2024
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RECENT NEWS

https://youtu.be/SkXtSQyDpyM

https://newatlas.com/brain/alzheimers-
dementia/filamon-biotech-next-gen-
dementia-drug-tau/

https://retailpharmacymagazine.com.au/
biotech-company-announces-potential-
dementia-treatment-breakthrough/

FILAMON CEO DISCUSSES 
WITH JUSTSTOCKS

‘BREAKTHROUGH’ DEMENTIA DRUG 
LOOKS TO STOP DISEASE IN ITS TRACKS

BIOTECH COMPANY ANNOUNCES POTENTIAL 
DEMENTIA TREATMENT BREAKTHROUGH 

https://youtu.be/SkXtSQyDpyM
https://newatlas.com/brain/alzheimers-dementia/filamon-biotech-next-gen-dementia-drug-tau/
https://newatlas.com/brain/alzheimers-dementia/filamon-biotech-next-gen-dementia-drug-tau/
https://newatlas.com/brain/alzheimers-dementia/filamon-biotech-next-gen-dementia-drug-tau/
https://retailpharmacymagazine.com.au/biotech-company-announces-potential-dementia-treatment-breakthrough/
https://retailpharmacymagazine.com.au/biotech-company-announces-potential-dementia-treatment-breakthrough/
https://retailpharmacymagazine.com.au/biotech-company-announces-potential-dementia-treatment-breakthrough/
https://newatlas.com/brain/alzheimers-dementia/filamon-biotech-next-gen-dementia-drug-tau/
https://retailpharmacymagazine.com.au/biotech-company-announces-potential-dementia-treatment-breakthrough/
https://youtu.be/SkXtSQyDpyM

