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Orphan drug payday coming 
soon  
Anticipation is building among investors in Dimerix (ASX: 
DXB), patients suffering from and at risk of Focal Segmental 
Glomerulosclerosis (FSGS) and, arguably, the global biotech 
industry, as DMX-200 (known in some markets as Qytovra) 
continues to edge through the clinic. 2025 has seen further 
strides made, so 2026 could be the year of first approval.  

The next set of results from ACTION3 could support 
accelerated approval for early market access 

All the data supporting DMX-200 has been unanimously 
positive to date, including a blinded interim analysis (Part 1) 
in the current Phase 3 trial (ACTION3). The next set of interim 
data (Part 2) could potentially support early regulatory 
approval, whilst the full study completes in the background 
(Part 3). A blinded analysis of Part 2 data is expected by the 
end of 2025, with the potential to unblinded in early 2026 if 
regulators agreed to the accelerated approval pathway and 
the blinded analysis is in line with statistical powering 
expectations. This decision is expected in early 2026. The 
study has progressed without any safety issues and has been 
validated seven times by an Independent Data Monitoring 
Committee, as well as Dimerix's positive engagement with 
regulators (particularly the FDA).   

All the commercial foundations are in place 

Dimerix has four licensing deals for several territories worth a 
cumulative A$1.4bn, which does not even include sales 
royalties. The milestone payments to date have left it with a 
significant cash buffer of over A$49m as of 30 September 
2025. There is a highly lucrative opportunity with 220,000 
diagnosed sufferers worldwide and the seven biggest markets 
are worth ~US$3bn.  

Updated valuation of A$1.65-2.17 per share 

We update our valuation of Dimerix to $1.65-2.17 per share 
(previously A$0.84-A$1.07 per share), representing market 
capitalisations of $991-1,304m respectively. As before, 
this assumes successful commercialisation of DMX-200 
and that all promised milestones consequently 
eventuate. Our valuation uplift has been driven by DXB's 
increased cash balance thanks to partner milestone 
payments, the inclusion of new markets and lower 
cash flow 'discounts' as commercialisation looms. 
Please refer to pages 17-20 for more details on our 
valuation and the key risks to our thesis. 
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The investment case for Dimerix (ASX:DXB)  
1. Dimerix has a compelling drug candidate in DMX-200. It has shown 

unanimous efficacy in all clinical trials to date, is targeting a disease with 
no approved treatments and, crucially, is well ahead of any other 
candidates.  

2. A pivotal 6 months is ahead during which Dimerix is expecting the next 
Part of its clinical results. If an unblinding pathway is agreed with FDA, the 
blinded analysis is supportive, and the unblinded results are positive, this 
may be sufficient for accelerated regulatory approval. Results could come 
during CY26 (potentially in the first half of the year) and the FDA could 
give the green light within 6-8 months after submission of the dossier. We 
will delve into the specific steps DXB will need to undertake later in this 
report. 

3. There is a major market opportunity. This is not just because of the lack 
of existing treatments, but also because there are ~220,000 patients 
diagnosed worldwide annually. Dimerix has estimated that the top 7 
markets are worth ~US$3bn alone. Moreover, this may be an 
underestimation of the problem because diagnoses are growing every 
year, driven by an increase in diagnostic methods (specifically biopsies).  

4. The key building blocks are in place with: 

i) Orphan Drug Designation in the USA, Europe and Japan which 
provides regulatory, marketing, exclusivity and pricing benefits in 
those key territories,  

ii) 4 licensing partnerships with ~A$1.4bn in total upfront and 
potential development and sales milestone payments, not to 
mention additional royalties on sales. All these partners have 
done extensive due diligence in DMX-200 and have the necessary 
infrastructure (including manufacturing facilities) to 
commercialise DMX-200;  

iii) A highly qualified and proven management team that has 
extensive commercial experience in the pharmaceutical and 
biotechnology sectors and has led Dimerix to the point where it 
is now;  

iv) A potentially easier regulatory pathway, thanks in part to the 
earlier clinical failure of DMX-200's key competitor Sparsentan. 
This failure led to the PARASOL Initiative that pooled all available 
FSGS data globally to determine if proteinuria could be validated 
as an alternative surrogate endpoint for full approval (instead of 
eGFR). The regulator affirmed this for DMX-200 in April 2025. 
Consequently, Dimerix is reassessing. 

5. Dimerix is well capitalised with >A$49m in cash as of 30 September 2025 
meaning there should be no further shareholder dilution prior to 
regulatory approval.  

6. Substantial upside is ahead for shareholders. We value the company at 
$1.65 in our base case and $2.17 in our bull case – equating to $991-
1,304m  respectively. In our view, this could be achieved through Dimerix 
commercialising the drug through its partners and reaching the targets 
we assume they can meet in our model, but an M&A deal would not be 
unreasonable either. Moreover, there is even further potential upside if 
DMX-200 was extended to other kidney indications in the future.   
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The Dimerix story recapped 
Dimerix has been advancing DMX-200 for roughly a decade now. The drug 
originated from laboratories at the University of Western Australia as part of 
broad research with a platform called Receptor-HIT. That platform could 
rapidly screen and identify new drug opportunities by identifying receptors 
that function jointly when ligands, small molecule drugs, peptides or 
antibodies, bind to them. After studies that investigated DMX-200's impact 
on kidney diseases generally, Dimerix advanced it against FSGS, as the 
company believed DMX-200 had the greatest potential there. 

 

 

DMX-200/Qytovra® 

DMX-200 (known as Qytovra in some territories) is the combination of an oral 
anti-inflammatory drug called repagermanium with a blood pressure 
medication known as an Angiotensin Receptor Blocker (ARB). Irbesartan and 
Losartan are two well-known ARBs and historically such drugs have been the 
standard of care for the treatment of kidney disease and repagermanium is 
additive to that. Patients ingest a 120 mg oral capsule of DMX-200 twice daily. 

DMX-200 blocks the chemokine receptor 2 (CCR2) pathway, which stops 
immune cells from moving to areas of the body such as in the kidneys where 
they cause inflammation and abnormal scarring. Dimerix's logic in using DMX-
200 for FSGS was derived from the facts (Figure 1) that:  

- ARBs targeted angiotensin II receptor type 1 (AT1R) and DMX-200 blocked 
CCR2 (prevalent in FSGS and similar conditions),  

- AT1R and CCR2 would commonly form a heteromer1 in patients with 
kidney diseases, a discovery made by Dimerix's earlier research2; and  

 
1 A single structure consisting of multiple 'subunits'. 
2 Dimerix Investor Presentation July 2024 slide 8.  

Figure 1: Mechanisms causing relevant kidney diseases 

 
 
 
 

 
 
 
 
 
 
 

Source: Company, Pitt Street Research 
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Blocking both targets could help fight kidney diseases generally. Not just in 
the sense they could be blocked individually, but together; and the total 
benefit would be even better than the sum of two individual effects.  

The company targeted FSGS following multiple Phase 2 studies in the second 
half of the 2010s which depicted great potential for DMX-200 in FSGS from a 
clinical perspective. Specifically, it found an average reduction in proteinuria 
after 16 weeks' treatment of 17% more than the placebo (Figure 2 and Figure 
3).  Following the results, the company progressed to Phase 3 for FSGS and is 
now in the middle of Phase 3. Also aiding DXB's decision to pursue FSGS was 
the simpler pathway to commercialisation given its Orphan Status for that 
indication, meaning faster registration and trials, as well as higher pricing.  

 

Figure 2: DMX-200's Phase 2 clinical trial result 

 

Source: Company 

 

Figure 3: DMX-200's Phase 2 clinical trial result 

 

Source: Troost, J. P. et al. Proteinuria Reduction and Kidney Survival in Focal Segmental 
Glomerulosclerosis. Am J Kidney Dis (2020). 
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FSGS 

FSGS is a specific kidney disease that attacks the kidney's filtering units where 
the blood is cleaned (called the glomeruli), causing irreversible scarring and 
leading to permanent kidney damage and eventual end-stage kidney failure, 
requiring dialysis or a replacement (Figure 4 and Figure 5).  

Figure 4: FSGS observed 

 

 

 

 

 

 

 

 

 

 

Source: Company 

 

Figure 5: FSGS illustrated 
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The average time from a diagnosis of FSGS to the onset of complete kidney 
failure is only five years and it affects both adults and children as young as 
two years old. 60% of those who receive a kidney transplant risk will get re-
occurring FSGS in the transplanted kidney. It is a disease that can impact both 
adults and children. The cause can be either idiopathic (where the cause is 
unknown) or genetic but it is the idiopathic category that accounts for the 
larger proportion of patients. There are no drugs specifically approved for 
FSGS anywhere in the world.  

There are no existing drugs on the market, and all other competitors are at 
earlier stages or have failed, with the most prominent being Travere 
Therapeutics' Filspari, which missed its Phase 3 endpoints by a wide margin3. 
Given the cause is predominantly unknown, any drugs that are used in 
patients with FSGS target symptoms rather than the disease itself.  

What is more concerning is that the incidence of FSGS (and kidney disease 
generally) is expected to grow. This is in part due to enhanced awareness, 
availability of different therapies for the different types of kidney disease, 
improved detection and increased diagnosis, not to mention socioeconomic 
and healthcare access factors. With little or no innovation in kidney disease 
over a prolonged period, many kidney disease patients were not aware of 
which type of kidney disease they had. With new therapies now becoming 
available for the different types of kidney disease, diagnosis rates have 
increased dramatically. 

What can DMX-200 bring to the table? If the ACTION3 trial results hold up 
and regulators approve it, the drug will help prolong kidney function and thus 
delay potential dialysis, transplants or any consequences of kidney disease. 
eGFR naturally declines over time, but much faster in patients with FSGS (and 
any other kidney disease for that matter). A normal or high functioning kidney 
should be greater than or equal to 60 in eGFR terms, and it is over 100 in 
children and adults4. Anything below 60 indicates impairment, but 
unfortunately noticeable symptoms only become obvious below 60, hence 
leading to a delay in patient diagnosis. A severely decreased functioning 
kidney has an eGFR of less than 30 and kidney failure is at less than 155 (Figure 
6). 

Even if the change in eGFR is small (in that it may only delay or slow down the 
decline), it can still save a lot down the track as it can delay the need for 
expensive interventions, if not eliminate them altogether. If treatment 
occurred at a young age, it could yield many years of kidney function and 
delay the onset of kidney conditions.  

The cost savings are significant: US$442,500 per treatment for a kidney 
transplant plus ongoing fees, dialysis costs US$90,000 per year, and a whole 
range of accompanying medications. And, as we noted above, 60% of FSGS 
patients have recurring FSGS even after kidney transplant, but treatment with 
DMX-200 may reduce the need for a transplant for dialysis in the first place. 

 
3 See p.13 of our January 2024 initiation report for further details. We should note that Travere has persisted with the program because certain secondary endpoints had favourable 
trends, but the failure is effectively a 'back to the drawing board' – again, the primary endpoint was missed by a wide margin.  
4 National Kidney Foundation data. https://www.kidney.org/kidney-health/kidneydisease/siemens_hcp_gfr. 
5 Ibid. 
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Figure 6: FSGS biomarkers 

 

 

 
 

 
 
 
 
 
 
 
 

 

Source: Company, Pitt Street Research 

 

 

Dimerix's ACTION3 trial 

An overview 

'ACTION' (which is short for 'AT1R and CCR2 Targets for Inflammatory 
Nephrosis') has been going since 2022. It is assessing both uPCR and eGFR. 

- uPCR is the urinary Protein to Creatinine Ratio, which is a way of 
measuring proteinuria, that is, protein in the urine. Creatinine is a 
breakdown product of creatine phosphate from muscle which is routinely 
excreted through the kidneys and indicates how hydrated a patient is. So, 
a higher ratio would be a sign of a less healthy kidney. 

- eGFR is the estimated Glomerular Filtration Rate, which is the flow rate 
of filtered fluid through the kidney in millilitres per minute. We are born 
with an EGR rate of around 120, and it declines over time, but plunges 
faster and to lower levels in FSGS patients. 

 

The current status of the trial  

ACTION3 is a Phase 3 randomised, double-blind, placebo-controlled study 
where FSGS patients are randomised to receive either 120 mg twice daily of 
DMX-200 or placebo. The study has, in effect, three Parts: 

- Part 1, which evaluated the first 72 patients at the 35-week mark for 
reduction in proteinuria. At this time point, which was reached in March 
2024, the Independent Data Safety Monitoring Board analysed the data 
and found that DMX-200 was performing better than placebo in reducing 
proteinuria, with statistical significance. The data remained blinded to 
Dimerix. 

- Part 2, which is where the trial is currently sitting, which had been 
intended to evaluate the first 144 patients mid-way through the trial for 
reduction in both proteinuria and estimated Glomerular Flow Rate 

Dimerix's ACTION3 trial is 

assessing the urinary Protein to 

Creatinine Ratio (uPCR) and 

estimated Glomerular Filtration 

Rate (eGFR).  

Dimerix's ACTION3 trial is in 

Phase 3 and the company 

anticipates it could receive 

regulatory approval if results here 

are successful.  
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(eGFR). Dimerix has previously flagged that a statistically significant 
reduction in proteinuria for the treated patients could potentially allow 
the FDA to grant accelerated approval. This point was originally planned 
at 35 weeks but changed to the potential full approval endpoint by the 
FDA following new information becoming apparent in FSGS. It is currently 
under discussion with FDA on whether this may occur after at least 52 
weeks treatment. 

- Part 3, which will evaluate approximately 286 patients at the 104-week 
mark for reduction in both proteinuria and eGFR. Dimerix believes it can 
recruit all 286 patients in the second half of calendar year 2025, so 104-
week treatment of the last patient will potentially be reached in late 2027. 

The trial is well advanced: as of 20 November 2025, 271 patients (268 adults 
and 3 paediatric patients) have been randomised and dosed with only 18 
more patients required to reach 286 patients.  

Since the study began, there have been no less than seven reviews from an 
Independent Data Monitoring Committee (IDMC) evaluating the study for 
participant safety, study conduct and, progress and the trial was 
recommended to continue as is every single time, with the most recent 
endorsement being in November 2025.  

 

Travere's setback could be Dimerix's gain 

The only other late-stage candidate in development for FSGS is Sparsentan, 
from Travere Therapeutics. The journey which Travere has been through with 
its R&D has been useful for Dimerix. In 2023, a trial for Sparsentan failed and 
this was due to a failure to achieve the endpoint for eGFR6 even though 
proteinuria was used as a secondary endpoint and there was a positive signal. 
Specifically, there was a 50% proteinuria reduction from baseline over 108 
weeks vs Irbesartan where there was a 32% proteinuria. 

Following these results, the FDA encouraged the PARASOL Initiative, which 
pooled all the available FSGS data from all the players in an effort to identify 
whether proteinuria could be validated as an alternative surrogate endpoint 
for full approval based on changes from baseline proteinuria. In October 
2024, PARASOL held a scientific workshop and showed analysis on 1,626 FSGS 
patients across several clinical trials depicting that proteinuria reductions 
were strongly associated with a lower risk of kidney failure. This led, in April 
2025, to the FDA's official acceptance of proteinuria as a surrogate endpoint 
specifically for DMX-200 in FSGS. 

Dimerix has now requested a meeting with the FDA to obtain further guidance 
on which endpoint would be required for both 52 weeks and 104 weeks. 
Dimerix has advised that the meeting will happen before the end of calendar 
2025. Potentially, the FDA may support proteinuria on a 52 week endpoint 
and eGFR on 104 weeks.  

Based on what the Agency tells Dimerix in the upcoming FDA meeting, the 
Independent Data Safety Monitoring Board will then look at baseline 
variability to see if the study has been adequately powered for the selected 
endpoint. If the study was adequately powered, the existing data from 
ACTION3 could be unblinded, and this could happen early in CY26. Should this 
data show the preferred endpoints have been achieved, Dimerix could file for 
FDA approval. Once this filing is accepted, there could potentially be a PDUFA 

 
6 Although the eGFR decline over 2 years was slightly slower than placebo, it was not statistically significant. 
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data in late 2026 or early 2027. A PDUFA data is the data which the Agency 
has committed to say yes or no to a New Drug Application. 

 

Could Sparsentan approval be a benefit to Dimerix? 

It is important to note that Travere has filed a supplemental New Drug 
Application (sNDA) for approval of Sparsentan based on proteinuria and the 
FDA accepted the dossier in mid-May 2025 and assigned a PDUFA data of 13 
January 2026. At this point, Sparsentan could be given approval. Of course, 
this is only if the FDA decides existing efficacy data is sufficient and does not 
need an entirely new statistically powered trial, with pre-specified endpoints, 
based solely on proteinuria as the primary endpoint. The FDA could need a 
whole trial, although the acceptance of the dossier is a hint that it may not. 

Now, it is important to note that even though Sparsentan and DMX-200 both 
target FSGS, they have very different treatment pathways – DMX-200 is about 
blocking inflammation and utilising immune cells whilst Sparsentan is acting 
on blood pressure mechanisms using the endothelin system and the renin-
angiotensin system. As such, the drug candidates are likely highly 
complementary, one reducing the blood pressure and the other reducing the 
inflammation and preventing scarring.  

In Dimerix's ACTION3 trial, all patients must be on the background of a blood 
pressure medication, an ARB. As such, given DMX-200 is intended for patients 
already taking a blood pressure medication, it doesn't seem to matter 
whether this is an existing ARB or sparsentan.  

If sparsentan is approved, firstly it further validates proteinuria as the 
approvable endpoint; and secondly it provides a large opportunity for 
patients and physicians to be educated on diagnosis and essentially grow the 
FSGS market. Both of these would be highly beneficial to Dimerix. 

  

The future 
Dimerix is well-positioned for commercialisation with its 4 licensing 
agreements with Advanz, Taiba, Fuso, and Amicus. We have assumed the USA 
will be first, and the EU will follow shortly thereafter, and this is reflected in 
our valuation. 

On our assumptions the Middle East and Japan would follow given Dimerix 
has secured licensing agreements for these jurisdictions. Then comes the 
remaining Advanz jurisdictions including Canada, Australia and New Zealand. 
Dimerix is seeking licensing agreements for other unlicensed territories 
including China and Latin America as well. We expect that, even if such 
agreements roll out after jurisdictions already licensed, such licensing deals 
would provide an uplift not just because of future revenues but also because 
of the upfront payments and additional milestone payments prior to 
commercialisation. 

Dimerix has licensed into key markets: Australia, Canada, the European 
Economic Area, Japan, the Middle East, the UK and the USA. Data from 
ResearchAndMarkets estimates that these seven markets for DMX-200 are 
worth ~US$3bn. $2bn of this is from the US, with $990m from the EU and UK 
and US$225m in Japan. It has also been estimated that the market in China 
could be worth another US$2.8bn. This is assuming EU or US pricing of 
between US$8,200 and US$9,900 per month, which is what Sparsentan costs 
respectively. 

Dimerix is well positioned for 

commercialisation with its 4 

licensing agreements with 

Advanz, Taiba, Fuso and Amicus. 
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Figure 7: The FSGS market  

 

 
 

Source: Company 

 

DMX-200 has been granted Orphan Drug status in certain jurisdictions 
because it is a New Chemical Entity being developed for a rare disease. This 
was obtained in the USA way back in 2015, for Europe in November 2018 and 
Japan in September 2025, as well as the ILAP designation in the UK (orphan 
drug designation equivalent7) in 2021. All these designations permit the 
company benefits including reduced product and registration fees and certain 
periods of market exclusivity following market approval – generally 10 years 
in Europe and 7 years in the USA while in Japan it depends on the drug and 
the disease it targets.  

 

What's next? 

The key event for the company will be the read-out and potential unblinding 
of Part 2. If successful, the company may apply to the FDA for accelerated 
approval. Part 3 will conclude when all patients have concluded 104 weeks 
(roughly 2 years) of treatment. But again, DXB is anticipating that it may get 
accelerated approval in Part 2 if the FDA agrees, the blinded analysis indicated 
the study is sufficiently powered, and the results are good enough.  

The timeframe for a potential accelerated approval post-Part 2 is below 
(Figure 8 and Figure 9). Investors should watch for the data itself. The 144th 
patient was enrolled in December 2024, and thus data will be available for all 
those patients across a 52-week treatment period8. The company is 
completing the blinded data analysis at this point. If the decision to unblind is 
positive and the data is positive, the company will consult with the FDA for an 
accelerated approval submission. If this plan holds, we could see approval by 
the end of 2026.  

 

 
7 ILAP stands for Innovative Licensing and Access Pathway. 
8 Please note, those 144 patients still stay on treatment for 104 weeks. So, treatment is not complete at the point of data readout, where there is only 52 weeks' worth of treatment 
data. The last patient is after 286 at 104 weeks. 
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Figure 8: ACTION3 Phase 3 clinical trial – next steps  

 

Source: Company 

 

Figure 9: Dimerix's potential path to approval  

 

Source: Company 

 

Other opportunities for Dimerix   

Using DMX-200 for other kidney diseases 

Arguably the next major opportunity for Dimerix is expanding DMX-200 into 
other kidney diseases. Many types of kidney disease are also inflammation- 
driven, and thus if successful in FSGS, DMX-200 would likely be successful in 
other types of kidney disease. Fortunately, Dimerix's new commercial partner 
in the US, Amicus Therapeutics, has an obligation to develop the drug in other 
types of kidney disease at their cost. This could have a huge benefit to 
Dimerix, triggering further milestone payments as well as royalties on sales.  
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Figure 10: Dimerix's growth strategy  

 

Source: Company 

Receptor-HIT 

Receptor-HIT is a scalable and globally applicable technology platform 
enabling the understanding of receptor interactions to rapidly screen and 
identify new drug opportunities. Indeed, this was the platform that 
discovered DMX-200.   

The company's core technology allows identification of pairs of different 
receptors that function in a joint manner (interact) when ligands, small 
molecule drugs, peptides, or antibodies, bind to them. Functionally 
interacting receptors of this type are known as heteromers. If these receptors 
are drug targets, then this could potentially result in a unique pharmacology 
and therefore biological function.  

Even though Receptor-HIT has faded into the shadows of DMX-200, we don't 
think this asset should be completely ignored. It is something that could reap 
dividends for the company down the track, even if it is just identifying future 
clinical candidates for itself.  
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Dimerix's management 
Dimerix's management composition is as follows (Figure 11).  

 

 Figure 11: Dimerix's leadership composition 

Board of Directors 

Name and Designation Profile 

Mark Diamond 

Non-Executive Chairman 

Mark is a senior pharmaceutical executive with a record of achievement and leadership 
over more than thirty years within the pharmaceutical and biotechnology industries. 
Prior to joining the Dimerix Board of Directors as Chair in November 2023, Mark retired 
as Managing Director and CEO of ASX listed Antisense Therapeutics (now Percheron 
Therapeutics) a position he had held since 2001. At Antisense, Mark was responsible 
for successful capital market engagement, pipeline development, product outlicensing 
and clinical trial conduct among other significant accomplishments. Prior to his time at 
Antisense, Mark served in senior product and business development roles at Faulding 
Pharmaceuticals (now Pfizer) within their US, European and international 
pharmaceutical operations. Mark is currently a Senior Advisor for Boston based Global 
Investment Bank, Locust Walk and Biotech Advisor for Spark Plus, a Corporate Advisory 
specialist firm in Singapore. 

Nina Webster 

CEO/Managing Director 

Nina has over thirty years of experience in the pharmaceutical industry, with leadership 
roles in investor relations, business development, and prosecution of intellectual 
property matters, as well as leading and managing the strategic, scientific and 
operational aspects of product development. Nina was formerly the Commercial 
Director for Acrux Limited (ASX: ACR), an Australian drug pharmaceutical company that 
has successfully developed and commercialised multiple products globally. Prior to 
Acrux, Nina was Director of Commercialisation and Intellectual Property for Immuron 
Limited (ASX: IMC) and previously spent 6 years in new product development with 
Wyeth Pharmaceuticals in the UK. Nina is also the Non-Executive Chairperson for 
SYNthesis BioVentures, and a Non-Executive Director for Imagion Biosystems Limited 
(ASX: IBX). Nina holds a Ph.D in Pharmaceutics from Cardiff University, a bachelor's 
degree in pharmacology, a Master's degree in Intellectual Property Law from 
Melbourne University and an Executive MBA from RMIT. 

Hugh Alsop 

Non-Executive Director 

Hugh is an accomplished pharmaceutical and biotechnology executive with 20 years of 
experience in international business development, partnering, drug development and 
leadership of scientific teams. Hugh has demonstrated commercial management skills, 
profit accountability, and senior oversight of drug development programs for the 
international market.  

Hugh has a track record of success in the Australian life sciences industry. In particular, 
he was CEO of venture-backed private company Hatchtech, where he helped secure a 
$200 million commercialisation agreement for its lead development product with 
global Indian pharmaceutical company Dr Reddy's. Hugh was also a key member of the 
team at Acrux (Director of Business Development) that licensed the testosterone 
product Axiron™, to global pharmaceutical company Eli Lilly for up to US$335m in 
potential milestones plus royalties. Hugh is currently CEO of Kinoxis Therapeutics, a 
private company developing novel therapeutics for substance use disorders and other 
neurological conditions.  
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Clinton Snow 

Non-Executive Director  

Clinton Snow has over 20 years' experience as a technology leader with a focus in 
engineering management, project delivery, risk management, and assurance. Clinton 
is currently a non-executive director for Icetana Ltd (ASX:ICE) and provides advisory 
services to a family office with multiple Australian biotech investments. Clinton holds 
a Bachelor of Chemical Engineering (honours) and Bachelor of Commerce degree from 
The University of Melbourne. 

Sonia Poli 

Non-Executive Director 

Dr. Poli is an accomplished R&D executive with 25+ years progressive experience in 
private and publicly listed pharmaceutical companies. She has broad expertise which 
encompasses multiple therapeutic areas, in large indications as well as rare orphan 
indications and has an established track record of leading projects through key 
scientific, regulatory, and partnership milestones. Sonia is currently Chief Sceintific 
Officer at Sibylla Biotech, a preclinical stage company focused on developing small 
molecule degraders with a novel Mechanism of Action. Dr. Poli holds a PhD in Industrial 
Chemistry from the University of Milan and is co-author of several patents and more 
than 50 scientific publications. 

Hamish George 

CFO  

Hamish has experience in providing financial advice and CFO services to businesses 
ranging from small start-ups to large established businesses with turnover of over $50 
million. He brings expertise in areas including financial/management reporting, 
Company Secretarial, cash flow management, taxation (including R&D Tax Incentive) 
Company Establishments, company valuations, budgeting and forecasting. Hamish is 
also a member of the senior management team at Bio101, a financial services firm 
providing outsourced CFO, tax and company secretarial solutions to the life science 
sector. Hamish holds a Bachelor of Commerce from the University of Melbourne, a 
Diploma in Financial Planning from Kaplan Professional, a Master's Degree in 
Professional Accounting from RMIT, a Certificate in Governance Practice from the 
Governance Institute of Australia and is a qualified Chartered Accountant. 

 
Robert Shepherd 

Chief Operating Officer 

Robert is an experienced pharmaceutical executive having lead multidisciplinary 
research and development teams for over 15 years. Prior to joining the Dimerix team, 
Robert was a Senior Development Manager at Medicines Development for Global 
Health, a non-profit organisation focused on efficiently developing drugs for orphan 
and neglected indications. In this Robert has previously held roles as a Business Analyst 
at the Monash Vision Group, Communications Advisor at the Australian Society of Plant 
Scientists, and Sessional Lecturer at Monash University. Robert holds a BS in Genetics 
(Honours), PhD in molecular cell biology and immunology, an executive MBA and a 
graduate certificate in science commercialisation from Monash University, Australia. 

 
David Fuller 

Chief Medical Officer 

David is an internationally experienced pharmaceutical executive and physician, with 
over 35 years of international experience in drug development and commercialisation. 
David has a strong background product development, as well as a successful history of 
securing multiple INDs/NDAs (or equivalent) with both the FDA and EMA. He has led 
teams that successfully obtained major market product approvals for Renagel (chronic 
kidney disease, EU, including post-approval support) Moraxen (cancer pain, UK), 
Busulfex (haematologic oncology; US Paediatrics and EU Adult indications), Xyrem 
(narcolepsy; US). He has designed and executed multiple GCP Phase 1-3 studies across 
the US, EU, and Asia for both orphan and major market products. 

David also has a proven track record of creating value across private and ASX listed 
large and small-cap environments. David was the former CMO of Race Oncology and is 
also a Non-Executive Director at AdAlta and EpiAxis Therapeutics. David holds Bachelor 
of Medicine/Bachelor of Surgery and Bachelor of Pharmacy degrees from the 
University of Sydney. 



 

 

Dimerix    

Readers should be aware that Pitt Street Research Pty Ltd has been engaged and paid by the company covered in this report for ongoing 

research coverage. Please refer to the final page of this report for the General Advice Warning, disclaimer, and full disclosures. 
16 

Bronwyn Pollock 

Vice President Product 
Development 

Bronwyn Pollock is an experienced biotech and pharmaceutical professional with over 
20 years in the industry. Prior to leading the Product Development work at Dimerix, 
Bronwyn was Director of Product Development at Prota Therapeutics. She has also 
held Senior Management positions in pharmaceutical companies including Neuren 
Pharmaceuticals, Hospira Australia (now Pfizer), Acrux and CSL. Her CMC (Chemistry, 
Manufacturing and Controls) experience comes from working in R&D, quality and 
program management, and she has been involved in leading teams in the development 
and submission of numerous dossiers to EMA, US FDA, Asia and South America, 
technology transfers and launch. 

 
Source: Company              
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New Valuation of $1.65-$2.17 per share  

Our previous valuation of Dimerix was A$0.84 per share in our base case and 
A$1.07 per share in our bull case, or $461.8m in our base case and $584.9m 
in our bull case. We update our valuation to $1.65 per share in our base case 
and $2.17 per share in our bull case (Figure 12).  

The basis for our valuation remains a DCF model assuming that DMX-200 is 
successfully commercialised for FSGS in applicable markets, under a licensing 
model with tiered royalties on net sales, with all promised milestone 
payments received prior to commercialisation and within months of 
commercialisation, and that this occurs within anticipated time frames over 
the next 3 years. However, we have built a new model from scratch and there 
are a number of differences.  

Most pertinently, the 'discounting' of our cash flows reduces because 
anticipated commercialisation is closer. DXB's net cash position has 
substantially increased due to milestone payments received to date (over 
$49m as at September 2025). We have included Japan in our model now that 
DXB has a licensing deal for that territory, previously excluded for 
conservatism's sake (only including the US, EU/UK, and Taiba's Middle East 
Markets). Our bull case has an additional assumption, namely, that Dimerix 
finds a commercial partner for China on similar terms to existing deals (i.e. a 
licensing deal with mid-teens royalties but with the market opportunity 
outlined earlier in this report). This derives an extra $200m uplift to investors.   

Our other assumptions are as follows: 

 

Go-to-market assumptions 

Regulatory approval: We assume DMX-200 obtains accelerated approval 
post-Part 2 and this happens in late-CY26. The US is assumed to be the first 
market, followed by the EU/UK within 12 months, then the Middle East 
markets covered by Taiba and Japan in the 2 years thereafter.  

Pathway to market: We assume the licensing deals follow through to 
commercialisation providing for royalties on sales. For the EU/UK and US 
markets, we assume 17.5% - the midpoint of the guidance Dimerix has 
provided. For the Middle East, we assume 30% for the first 5 years, followed 
by 25% in the 5 years thereafter. 

Milestone revenue: We assume an estimated A$451m in milestone payments 
is received in full by FY27 cumulatively from 4 partners, with payments 
received at the receipt of Phase 3 results, regulatory approval, the first sale, 
and 1st anniversary of sales.  

Market size and penetration assumptions: We have modelled the market as 
a size of the number of patients. We have started with ~85,000 patients in the 
US and another ~85,000 in the EU/UK, with these numbers growing by 1% a 
year, even prior to regulatory approval. We start with ~33,000 for Japan, 
~100,000 for China and ~38,000 for the Middle East markets. We assume a 
gradual ramp up over the first 4 years of commercialisation, and that Dimerix 
reaches 6% of each market. By the end of FY35, we derive $1,025m In sales 
which derives $236m of royalty revenue. 

  

We update our valuation to $1.65 

per share in our base case and 

$2.17 per share in our bull case. 
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Operating assumptions 

Pricing: We have assumed US$119,000 per treatment – a multiple of 
US$9,900 per month as example pricing in US9 (it is the same pricing as 
Sparsentan in IgAN). We have started with this price in FY26 and assumed 2% 
inflation per annum. 

AUD/USD: We assume US$1 is A$1.50. 

Operating model and expenses: We model $80m of R&D expenses until 
commercialisation, then assume just over $40m per year expenses as a fixed 
percentage of revenue once commercialised. We assume corporate 
administration and BD expenses rise 5% per year. We modelled a 37% post-
tax margin, higher than our earlier model, but that model only assumed 
licensing for the US and UK. This time around we assume significant 
economies of scale by having multiple licensing partners and multiple 
markets.  

Tax: We assume a 30% corporate tax rate in line with the top tax rate in 
Australia.  

 

Valuation inputs 

Discount rate: We have used a 13.5% discount rate. This is derived from a 7% 
risk-free rate of return, a 1.35 beta, and a 7% equity premium. Our previous 
discount rate was 15.5% and have reduced it based on the progress made 
since our initiation report including the doubling of licensing partners and 
successful Part 1 results. 

Terminal value: We have assumed terminal growth and used a 2% rate. 
Although DMX-200's current patent protection does not extend past the 
initial 7 years, we have still used one on the assumptions that:  

- The company's application to extend the patents will be successful,  

- DMX-200 will have a small share of the market opportunity10,  

- Orphan Drug Designation slightly lengthens DMX-200's market 
exclusivity, and; 

- Even though there are candidate drugs in the pipeline, there is no 
guarantee that they will make it to market or be more effective than 
DMX-200. The failure of Travere's candidate Sparsentan to meet its Phase 
3 primary end point illustrates this, albeit also opening the door for DMX-
200 to be the first drug to be approved for the condition.  

Figure 12 outlines our DCF calculation while Figure 13 outlines our 
assumptions.  

 

 

 

 

 

 

 

 

 
9 Travere has indicated that if it gets approval for sparsentan, it will be double that price (US$9,900 was for IgAN, but Travere's FSGS treatment is double that IgAN dose). 
10 Even though patients with FSGS will have few other alternatives, it would be unrealistic to assume 100% market penetration, and we have stuck with a minority share for 
conservatism's sake. 

We have assumed terminal growth 

given DXB-200 has Orphan Drug 

Designation and any competing 

drugs are far behind from a 

development perspective. 
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                                                                                Figure 12: DXB's DCF calculation  

Valuation (A$m) Base Case Bull case 

Present Value of FCF 445.4 565.8 

Present Value of Terminal Value 496.8 689.8 

Enterprise Value (A$ m)                   942.2                1,255.6  

Net (debt) cash 49.2                    49.2  

Equity value (A$ m) 991.4 1,304.8 

Shares outstanding  600.2 600.2 

Implied price (A$ cents) 1.65 2.17 
Current price (A$ cents) 0.525 0.525 

Upside (%) 214.5% 313.9% 

         Estimates: Pitt Street Research 

 

Figure 13: Assumptions underpinning our valuation 

 

Source: Pitt Street Research 

 

Even prior to the forthcoming milestones, and even with the re-rating from 
its ~$75m market capitalisation when we initiated coverage in January 2024 
up >$300m today, we still think Dimerix is undervalued compared to other 
ASX companies in Phase 3, especially considering Dimerix has interim data. 
For instance, Clarity Pharmaceuticals (ASX:CU6) is capped at >$1.3bn.  

Furthermore, the current valuation does not account for future indications 
DMX-200 could target, although we do not envision the company pursuing 
any further indications until it is able to conclude the current trial successfully. 

 

 

 

 

 

We still think Dimerix is 

undervalued compared to other 

ASX companies in Phase 3. 
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Catalysts for DXB's re-rating 

- The FDA providing clarity on the endpoints needed, 

- The unblinding of ACTION3 data and the data potentially showing similar 
efficacy to the data to date, 

- Future licensing deals for unlicensed jurisdictions, particularly China, and  

- Potential M&A interest in the company or in its competitors, 

- Additions to the company's pipeline. 

 

 

Key risks facing Dimerix  

Risks specific to DXB - We see the following major risks for DXB as a company 
and as a listed stock:  

- Timing risk. There is the risk that the company's products may take longer 
than expected to move through the clinic, especially with clear time 
frames that are imminent.  

- Clinical Risk. There is a risk that the clinical study does not demonstrate 
sufficient efficacy to warrant regulatory approval 

- Regulatory risk. There is the risk that regulators may decline to approve 
DXB products. Even if the study is successful, regulators may decline for 
other reasons such as potential negative interaction with other 
compounds in a patients' body.  

- Commercial risk. There is the risk that DXB may fail to find commercial 
partners for its products in China, which would reduce the potential for 
the creation of shareholder value. There is also the risk for commercial 
partnerships to fall apart.  

- Funding risk. There is the risk of future capital raisings proving dilutive to 
existing shareholders.  

- Key personnel risk. There is the risk that the company may lose key 
personnel and be unable to replace them and/or their contribution to the 
business.  

Risks related to pre-revenue Life Science companies in general. 

The stocks of biotechnology and medical device companies without revenue 
streams from product sales or ongoing service revenue should always be 
regarded as speculative in character. Since most biotechnology and medical 
device companies listed on stocks exchanges in Australia and around the 
world fit this description, the 'term' speculative can reasonably be applied to 
the entire sector. The fact that the intellectual property base of most 
biotechnology and medical device lies in science not generally regarded as 
accessible to the layman adds further to the riskiness with which the sector 
ought to be regarded. Caveat emptor.  

Investors are advised to be cognisant of the abovementioned specific and 
general risks before buying any the stock of any biotechnology and medical 
device stock mentioned in this report, including Dimerix. 
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Appendix I - Glossary 
Antibodies - Proteins produced by the immune system that recognise and 
bind to specific antigens (foreign substances like bacteria or viruses) to 
neutralize or mark them for destruction. 

Angiotensin II receptors - Proteins found on the surface of certain cells that 
bind to angiotensin II, a hormone that helps regulate blood pressure and fluid 
balance. 

Angiotensin II receptor Blockers (ARBs) - A class of drugs that block 
angiotensin II from binding to its receptors, commonly used to treat high 
blood pressure and protect kidney function, especially in diabetic patients. 

Angiotensin II receptor type 1 (AT1R) - A specific subtype of angiotensin II 
receptor involved in blood vessel constriction, sodium retention, and 
promoting inflammation and fibrosis in organs like the kidneys. 

Biopsy - A medical procedure that involves taking a small sample of tissue 
from the body to examine it under a microscope for signs of disease. 

Chemokine receptor 2 (CCR2) pathway - A signalling pathway involving CCR2, 
a receptor that binds to chemokines like MCP1, playing a key role in 
inflammation and the recruitment of immune cells to sites of tissue injury. 

Diabetic Kidney Disease (DKD) - A type of chronic kidney disease caused by 
long-term effects of diabetes, characterized by damage to the glomeruli and 
reduced kidney function. 

Focal Segmental Glomerulosclerosis (FSGS) - A type of kidney disease marked 
by scarring (sclerosis) in small sections (segmental) of some glomeruli (focal), 
leading to proteinuria and progressive kidney damage. 

Glomeruli - Tiny filtering units in the kidneys made up of capillaries that 
remove waste and excess fluid from the blood to form urine. 

Glomerular Filtration Rate (eGRF) - A measurement of how well the kidneys 
are filtering blood, expressed in millilitres per minute; used to assess kidney 
function. 

Heteromer - A complex formed when two or more different types of 
molecules (such as proteins or receptors) combine, often altering their 
function. 

Idiopathic - Where the cause is unknown. 

Kidney failure - A condition in which the kidneys lose the ability to filter waste 
products from the blood effectively, requiring dialysis or a transplant. 

Ligands - Molecules that bind to receptors on cell surfaces to initiate a 
biological response, such as hormones, drugs, or signaling proteins. 

Monocyte Chemoattractant Protein-1 (MCP1) - A chemokine that attracts 
monocytes (a type of white blood cell) to sites of inflammation; elevated in 
many kidney diseases and involved in the CCR2 pathway. 

Millilitres - A unit of volume in the metric system; one-thousandth of a litre 
(1 mL = 0.001 L), commonly used to measure fluids like urine or blood 
samples. 

Orphan Drug Status - A special designation by regulatory agencies (like the 
FDA or EMA) for drugs developed to treat rare diseases, providing benefits 
like market exclusivity and tax incentives. 

Peptides - Short chains of amino acids that can act as hormones, signaling 
molecules, or building blocks of proteins. 
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Proteinuria - The presence of excess protein in the urine, often a sign of 
kidney damage or disease. 

Receptors - Proteins on the surface or inside of cells that bind to specific 
ligands and trigger a biological response. 

Repagermanium - A compound believed to modulate the immune response 
and influence chemokine pathways, including CCR2; investigated for its 
potential in treating kidney diseases. 

Segmental sclerosis - Scarring that affects only part of an individual 
glomerulus, typically seen in conditions like FSGS. 

Urinary Protein to Creatinine Ratio (uPCR) - A test used to estimate the 
amount of protein excreted in urine, standardized to creatinine levels, to 
assess the severity of proteinuria. 

 
 

Appendix II – Capital Structure  

 

Source: Company 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Class In Millions

Ordinary shares 600,396,776 98%

Options 11,853,456 2%

Performance shares 0 0%

Fully diluted shares 612,250,232

% of dully diluted
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Appendix III - Analyst certification 
Stuart Roberts, lead analyst on this report, has been an equities analyst since 
2002. 

– Stuart obtained a Master of Applied Finance and Investment from the 
Securities Institute of Australia in 2002. Previously, from the Securities 
Institute of Australia, he obtained a Certificate of Financial Markets (1994) 
and a Graduate Diploma in Finance and Investment (1999). 

– Stuart joined Southern Cross Equities as an equities analyst in April 2001. 
From February 2002 to July 2013, his research speciality at Southern Cross 
Equities and its acquirer, Bell Potter Securities, was Healthcare and 
Biotechnology. During this time, he covered a variety of established 
healthcare companies, such as CSL, Cochlear and Resmed, as well as 
numerous emerging companies. Stuart was a Healthcare and 
Biotechnology analyst at Baillieu Holst from October 2013 to January 
2015. 

– After 15 months over 2015–2016 doing Investor Relations for two ASX-
listed cancer drug developers, Stuart founded NDF Research in May 2016 
to provide issuer-sponsored equity research on ASX-listed Life Sciences 
companies. 

– In July 2016, with Marc Kennis, Stuart co-founded Pitt Street Research Pty 
Ltd, which provides issuer-sponsored research on ASX-listed companies 
across the entire market, including Life Sciences companies. 

– Since 2018, Stuart has led Pitt Street Research's Resources Sector 
franchise, spearheading research on both mining and energy companies. 

Nick Sundich, lead analyst on this report, is an equities research analyst at Pitt 
Street Research. 

– Nick obtained a Bachelor of Commerce/Bachelor of Arts from the 
University of Sydney in 2018 and the designation of Financial Modelling 
& Valuation Analyst by the Corporate Finance Institute. He has also 
completed the CFA Investment Foundations program. 

– He joined Pitt Street Research in January 2022. Previously he worked for 
over three years as a financial journalist at Stockhead.  

– While at university, he worked for a handful of corporate advisory firms.   
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