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Ladies and gentlemen, 

The 2021-22 Financial Year was perhaps the most pivotal in our company’s history as we 

completed the planning phase for our Phase 3 trial into Focal Segmental Glomerulosclerosis 

(FSGS) and began the daunting task of recruiting a global phase 3 study across a targeted 70 

clinical sites, still on the background of the COVID-19 pandemic. I would like to take a couple of 

moments to give a little of my perspective on some of our undertakings. 

Our lead DMX-200 program is targeting a disease that, once commenced, leads to renal failure, 

dialysis and ultimately the need for a kidney transplant. There are currently no drugs specifically 

approved to treat this disease that affects over 220,000 people around the world.  

In addition to the enormous suffering of these patients, in being attached to a dialysis machine 

for a minimum of 4 hours a day, 3 times per week, the cost of providing this care is also 

substantial. Put simply, FSGS represents a significant unmet medical need for patients and 

healthcare providers. 

Our Phase 3 clinical program for FSGS is one of only two such programs active today. Nina will 

touch on this a little more, but we are very comfortable that our product, DMX-200, will have 

substantial place in the market even in the event that the other program is also successful, given 

the benefits DMX-200 provides, but also because of the complementary nature of the two 

products. 

Dimerix is one of relatively few Australian biotech companies to have progressed a drug candidate 

into Phase 3 clinical trials. This is an achievement that we as a company should rightly be proud 

of – but our work is not done until the trial concludes successfully. So, what are the chances of 

success? And what could this mean for shareholder returns? 

A study completed in 2018, and reported in 2019 highlighted the following (reference 

https://doi.org/10.1093/biostatistics/kxx069) 

Across all indications: 

• The likelihood of getting a drug approved for market on commencement of Phase 1 is only

13.8%

• The likelihood of getting a drug approved for market on commencement of Phase 3 is

almost 60%



Of course each clinical study is different, but these statistics reflect the reality that in order to 

progress to Phase 3, a drug candidate must have demonstrated both safety and some aspects of 

efficacy, and so the odds of success go from 1 : 7.2 for Phase 1, to better than even (1 : 1.7) in 

Phase 3. 

So how does this translate to shareholder returns? In addition to having a very much higher 

chance of success, this stage represents a very appealing stage of partnering for pharmaceutical 

companies, including large Pharma and smaller specialist companies perhaps focused on a 

particular clinical area. 

Dimerix does not intend on establishing a sales and marketing team to launch DMX-200, rather 

we intend to partner this program. Of course, we are unable to disclose any details of the many 

partnering type discussions we have ongoing; however we can confirm there is significant and 

active interest in what we are doing, and the stage that we are at. We are confident that there is 

a deal, or deals, that can be done around DMX-200 to the benefit of all shareholders. 

We look forward to providing further insight in due course. 

I would like to formally thank Nina, and her whole team, for their commitment and effort on our 

behalf. Our feedback from stakeholders familiar with other FSGS trials is that our recruitment is 

exceeding the rate of recruitment by others – and this is a direct result of the planning and effort 

put in by the team. I also thank my fellow Directors for their regular counsel, both within the 

formalities of the Boardroom, but also when perhaps more specialist input is required to assist 

operations.  

Finally, to our shareholders. Thank you for your ongoing support. We recognise that a challenge 

of being one of only a very few Phase 3 companies in the sector in Australia is that there may be 

some extended ‘quiet’ periods whilst we execute our program. Please be assured, these are not 

cause for concern, but the reality that we are doing exactly what we are supposed to be doing in 

delivering on this important trial and doing the groundwork required to realise the underlying 

value in our lead program. 

We look forward to this time next year, having our first outcome into our Phase 3 study delivered, 

and most importantly, getting more comfort that we may help the patients so desperately in need 

of a treatment. 

James Williams, Non-Executive Chairman, Dimerix 

For further information, please visit our website at www.dimerix.com or contact: 

Dr Nina Webster 

Dimerix Limited 

Chief Executive Officer & Managing Director 

Tel: +61 1300 813 321 

E: investor@dimerix.com 

Rudi Michelson 

Monsoon Communications 

Tel: +61 3 9620 3333 

Mob: +61 (0)411 402 737 

E: rudim@monsoon.com.au 

Follow us on LinkedIn and Twitter 
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About Dimerix 
Dimerix (ASX: DXB) is a clinical-stage biopharmaceutical company developing innovative new therapies in areas with 
unmet medical needs for global markets. Dimerix is currently developing its proprietary product DMX-200, for Focal 
Segmental Glomerulosclerosis (FSGS), respiratory complications associated with COVID-19 and Diabetic Kidney 
Disease, and is developing DMX-700 for Chronic Obstructive Pulmonary Disease (COPD). DMX-200 and DMX-700 
were both identified using Dimerix’ proprietary assay, Receptor Heteromer Investigation Technology (Receptor-HIT), 
which is a scalable and globally applicable technology platform enabling the understanding of receptor interactions 
to rapidly screen and identify new drug opportunities. Receptor-HIT is licensed non-exclusively to Excellerate 
Bioscience, a UK-based pharmacological assay service provider with a worldwide reputation for excellence in the field 
of molecular and cellular pharmacology. 

About DMX-200 
DMX-200 is the adjunct therapy of a chemokine receptor (CCR2) antagonist administered to patients already 
receiving an angiotensin II type I receptor (AT1R) blocker - the standard of care treatment for hypertension and kidney 
disease. DMX-200 is protected by granted patents in various territories until 2032, with patent applications submitted 
globally that may extend patent protection to 2042. 

In 2020, Dimerix completed two Phase 2 studies: one in FSGS and one in diabetic kidney disease, following a 
successful Phase 2a study in patients with a range of chronic kidney diseases in 2017. No significant adverse safety 
events were reported in any study, and all studies resulted in encouraging data that could provide meaningful clinical 
outcomes for patients with kidney disease. DMX-200 is also under investigation as a potential treatment for acute 
respiratory distress syndrome (ARDS) in patients with COVID-19. 

FSGS 
FSGS is a rare disease that attacks the kidney’s filtering units, where blood is cleaned (called the ‘glomeruli’), causing 
irreversible scarring. This leads to permanent kidney damage and eventual end-stage failure of the organ, requiring 
dialysis or transplantation. For those diagnosed with FSGS the prognosis is not good. 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.1 For those who are fortunate enough to receive a kidney transplant, approximately 40% will 
get re-occurring FSGS in the transplanted kidney.2 At this time, there are no drugs specifically approved for FSGS 
anywhere in the world, so the treatment options and prognosis are poor. 
FSGS is a billion-dollar plus market: the number of people with FSGS in the US alone is just over 80,000,3 and 
worldwide about 210,000. The illness has a global compound annual growth rate of 8%, with over 5,400 new cases 
diagnosed in the US alone each year3. Because there is no effective treatment, Dimerix has received Orphan Drug 
Designation for DMX-200 in both the US and Europe for FSGS. This is a special status granted to a drug to treat a rare 
disease or condition; the designation means that DMX-200 can potentially be fast-tracked, and receive tax and other 
concessions to help it get to market. 
DMX-200 for FSGS has been granted Orphan Drug Designation by the FDA and EMA. Orphan Drug Designation is 
granted to support the development of products for rare diseases and qualifies Dimerix for various development 
incentives including: seven years (FDA) and ten years (EMA) of market exclusivity if regulatory approval is received, 
exemption from certain application fees, and an abbreviated regulatory pathway to approval. 
Dimerix reported positive Phase 2a data in FSGS patients in July 2020. 
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