
 

Tuesday, 25 August 15 
 

Hexima shareholders  
 
 
Update on company progress  
 
 
Dear Shareholder:  
 

I write with a regular update on the progress and prospects for your company.  
 
As reported in my previous letter to shareholders, the board considers the company now has a real 
opportunity to make a significant return to shareholders in the intermediate term (one to three years) 
from its onychomycosis program. 
 
I outline below progress in this opportunity, as well as a couple of other matters, and provide guidance 
on what key milestones shareholders might anticipate in the near future. (It must always continue to be 
stressed, of course, that in the biotechnology industry there are no guarantees of success, and certainly 
significant hurdles remain in front of us.) 
 
To remind shareholders, as a consequence of the board’s decision to focus on the onychomycosis 
opportunity, resource commitments to other programs have been reduced. While research in our non-
melanoma skin cancer project remained promising, the board has determined that bringing an anti-
cancer product to market is beyond the present resources of Hexima, and the company will pursue 
alternative options to facilitate this research, including potentially a partnership with a pharmaceutical 
company. Also, as reported at our AGM, our plant fungal-disease program experienced disappointing 
results last year, and it is the board’s judgment that this program is unlikely to provide a return to 
shareholders in the short or intermediate future. The board will assess at the end of this year whether 
and how to proceed with this program, depending upon results obtained over coming months. (The 
marginal cost of this project will be cash neutral to Hexima in 2015.)  Similarly, our ongoing plant insect-
resistance project, while offering opportunities in the longer term, is not an opportunity for short-term 
return. (The project is cash positive to Hexima overall.) 
 
Onychomycosis  
 
Hexima’s technology against onychomycosis, or fungal nail infection, has now reached an important 
new stage. The company’s scientists have shown that Hexima’s patented molecule HXP124 is an 
effective in vitro agent against the pathogens that cause this infection, and have begun to assess the 
safety of this molecule as a viable new treatment for this condition. 
 
Shareholders will recall that onychomycosis represents a roughly US$3 billion global market in sales, 
currently served only by products with relatively poor efficacy or significant side effects.  Existing topical 
therapies are onerous (requiring up to 48 weeks of continuous application), expensive (cost is in the 
order of $2000-$8000 per course), and suffer poor efficacy (many are little better than placebo). 
 
Our aspiration is to gain substantial market share with a topical product that is both considerably more 
effective and with less side effects than existing alternatives. We will test several important elements of 
this aspiration over the coming year. 
 
Since the time I last wrote to you the company’s scientists have: 
 
1. Demonstrated that Hexima's lead drug candidate, HXP124, in a suitable formulation, kills the fungal 

pathogens that cause fungal nail infections (onychomycosis) at low concentrations and penetrates 
human toenails quickly and efficiently.  These are features not shared by rival products.  



 

Penetration of the nail is an important characteristic for topical onychomycosis treatments because 
the fungus grows beneath the nail and accumulates in the nail bed. Current products do not 
penetrate well and merely block growth of the fungus, rather than killing it, giving the opportunity 
for regrowth when application of the product is stopped. 
 

2. Engaged Pharmasynth, a contract-manufacturing organisation based in Brisbane, to produce 
HXP124 under Good Manufacturing Process (GMP) conditions, in preparation for the initiation of 
clinical trials.  Production of our molecule is now well established and a 200-litre fermentation run 
and purification has been completed, resulting in high yields of HXP124.  We expect to have 
sufficient GMP-grade material available by the end of Q3 2015 to initiate trials.  Hexima has 
developed a simple, two-step purification process that produces HXP124 at greater than 99.99% 
purity, sufficient for clinical use 

 

3. Conducted preliminary formulation and stability work demonstrating that HXP124 is stable for long 
periods in a formulation that enables good penetration of the drug substance through nails.  
Hexima has contracted a formulation-development company based in the U.S. with expertise in 
topical nail-product formulations to conduct formulation optimisation and formal stability and 
release testing.  This work is expected to be completed in early Q4 2015. 

 

4. Lodged two patent applications relating to the use of HXP124 as a treatment for onychomycosis 
and other human and animal diseases.  Hexima has demonstrated that HXP124 has antifungal 
activity against a range of human pathogens responsible for diseases such as thrush and fungal 
pneumonia.  If safety studies for HXP124 are favourable, Hexima may pursue development of 
HXP124 for alternative applications, pending compelling business cases for such work. 

We are now positioned to commence toxicology trials in animals, followed (if successful) by clinical 
safety and efficacy trials in humans.  A comprehensive drug-development plan has been formulated, 
and work has begun on assessing any potential toxic effects of the molecule. 
 
Shareholders can expect results from the toxicology trials by the end of calendar 2015, and initial results 
from human safety and efficacy studies during 2016. 
 
Success in these trials would substantially increase the probability that Hexima could succeed in bringing 
a safe and efficacious product to market, and therefore result in an uplift in underlying share value. 
 
It is likely that success in these trials would enable the company to undertake a further capital-raising on 
more-favourable terms than would be possible at the present time to fund additional work on this 
product. 
 
In parallel with these developments, the company has begun the process of determining how best to 
take this future drug to market. If further clinical results continue to be positive, the company intends 
either to enter a partnership or licensing agreement or to enter appropriate distribution arrangements 
within three years to market a product using Hexima’s patented molecules. 
 
Finance  
 
As at 30th June 2015, Hexima had a balance of $6.5 million in cash and receivables (including accrued 
R&D Tax income, interest, prepayments and other receivables). 
 
These sums equate to approximately 2.5 years of funding at projected expenditure.  
 
This calculation also assumes that your directors will not receive any cash remuneration for directors’ 
fees in the relevant period. As you are aware, your directors voluntarily suspended payment to 
themselves of directors’ fees with effect from 1 January 2015. In due course, a proposal may be put to 
shareholders to consider remunerating directors on a non-cash (ie. equity) basis. 



 

 
Hexima’s burn rate has been stable, net cash outflows from operating activities of $1.6 million for the 
year ended 30 June 2015, compared with $2.5 million for the prior year. Further details of the 
company’s financial position and other matters discussed in this letter can be obtained in the company’s 
annual accounts at our website: www.hexima.com.au. 
 
At the end of March, Hexima moved its head office functions to be co-located with its research labs at 
La Trobe University. This move has decreased overheads and increased operational effectiveness. Our 
new address and phone number are included in this letter and can be found on our website.  
 
Dispute with Acrux  
 
As reported at our Annual General Meeting, Hexima’s collaboration agreement with Acrux ended in July 
2014. Acrux disputed that the agreement had ended and asserted that Acrux retains rights under that 
agreement. The board is confident that Hexima's legal position is sound and that Hexima is not at risk of 
violating any intellectual property or other rights asserted by Acrux. Hexima requested that Acrux 
withdraw a preliminary patent application that Acrux had filed, purportedly on behalf of both Hexima 
and itself, and Acrux has recently agreed to that request and withdrawn the application.  No other 
substantive developments have occurred over the past three months, but the matter remains formally 
unresolved.  
 
Share-trading opportunity  
 
The board has arranged with stockbroker Taylor Collison to create an opportunity for such transactions 
through a once-yearly book build. Details of this book build are outlined in separate correspondence 
from Taylor Collison. (Share sales can, of course, be agreed on an ad hoc basis at any time.) 
 
 
Yours faithfully  

 
Jonathan West 
Chairman  
 

 
 


