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plants improving lives

SHAREHOLDER UPDATE May 2016    

Le er from the CEO 

Dear Shareholders 

I am pleased to be writing to you for 

the first Shareholder Update for 2016.  

This year promises to be an exciting 

year for Hexima as we progress our 

human antifungal technology into the 

clinic as a treatment for fungal nail 

infections.   

Hexima’s antifungal technology will 

be our major focus for 2016 as it  

presents the most likely source of 

increased shareholder value in the 

short to medium term.  In the short 

term, Hexima is focussing its  

resources on the development of its 

lead antifungal molecule, HXP124, as 

a treatment for onychomycosis 

(fungal nail infections). Our preclinical 

data indicates that HXP124 has  

multiple advantages over current  

onychomycosis therapies, in  

particular the ability to rapidly  

penetrate the nail when applied  

topically. 

The onychomycosis market is a large 

and growing market with US$3.1b of 

sales in 2015. Despite poor cure 

rates, recently released topical  

treatments in the US have been  

rapidly adopted by the market  

suggesting that a more effective  

product such as HXP124 would be 

very well received.  More information 

on the onychomycosis market and 

Hexima’s recent progress with 

HXP124 is presented on the next  

page.   

In order to ensure that resources are 

focused on the most likely source of 

near-term shareholder value, Hexima 

has scaled-back its plant disease  

program. Despite this, Hexima  

remains committed to identifying a 

suitable commercial partner willing to 

progress this work in the future. 

Outside of the Antifungal Program, 

Hexima has achieved a number of 

significant milestones including  

executing its first commercial  

licence to its patented Multi-Gene 

Expression Vehicle (MGEV)  

technology and  identifying the first 

novel insecticidal lead through its joint 

gene discovery program with DuPont-

Pioneer. You can read more about 

these achievements on page 3 of this 

update.    

>>continued on next page 

 

 

 

 

 

KEY UPDATES 

Fungal nail infection lead HXP124 
progresses towards the clinic. 

DuPont Pioneer executes  
commercial licence to MGEV 
technology. 

DuPont Pioneer and Hexima  
identify first novel insect lead. 

Hexima signs research agreement 
with La Trobe University. 

Hexima receives $50k grant to 
investigate the use of plant  
defensins for the treatment of 
vaginal candidiasis. 



 2 

 

Letter from the CEO 

<<continued from page 1 

Hexima is in a sound financial  

position with cash and receivables of 

$3.27 million as at 31 May 2016. This 

provides funding at our current spend 

rate until June 2018, excluding  

clinical trial costs. Hexima expects to  

proceed with a capital raising in the 

second half of 2016 to fund human 

clinical trials for HXP124. It is likely 

that this will be in the form of a rights  

issue to existing shareholders to raise 

approximately $4 million.  

Further information on this capital 

raising will be presented to  

shareholders in the coming months.     

Lastly, I would like to congratulate 

Hexima’s Chief Science Officer,  

Professor Marilyn Anderson, on 

being appointed an Officer of the  

Order of Australia in the Australia Day 

honours. This award is a testament to 

Marilyn’s ongoing scientific achieve-

ments and her continued mentoring 

of young scientists.   

I look forward to updating you on 

Hexima’s progress throughout the 

exciting year that lies ahead. Keep an 

eye on our website 

www.hexima.com.au for more  

information. 

Dr Nicole van der Weerden 

Chief Executive Officer 

 

HXP124—a superior 
treatment for fungal nail 
infec ons 

Onychomycosis represents a 

US$3.1b global market in sales and is 

currently served by products with very 

low cure rates or significant side  

effects. The market is expected to 

grow at a compound annual growth 

rate of 7.5% through to 2021, led by 

factors such as increased prevalence 

of the disease and a rising ageing  

population.  

Existing topical therapies represent 

>70% of the market but they are  

onerous (requiring up to 48 weeks of 

continuous application), expensive 

(cost is in the order of $2k-$8k per 

course), and often don’t cure the  

infection. Despite these  

shortcomings, sales of two new  

products released in the USA in 2014 

have exceeded expectations with 

sales of the more efficacious of these 

already reaching US$300m annually.   

Hexima is developing HXP124, a 

novel, patented, antifungal molecule 

with excellent efficacy against the 

fungal pathogens that cause over 

90% of fungal nail infections. Unlike 

most of the competitors on the  

market, HXP124 kills these fungi 

within 30 mins. This means cure rates 

are expected to be higher and the 

fungus is less likely to become  

resistant to this treatment.  

Most importantly, HXP124 rapidly  

penetrates nails when applied  

topically. This should allow it to  

accumulate in the nail bed which is 

the main site of infection.  While the 

results of nail penetration assays 

have been promising, these assays 

are subject to a large amount of  

variation and are not representative 

of clinical infection.  As such, Hexima 

is progressing to an infected nail 

model which should provide more 

confidence that HXP124 is able to 

penetrate infected nails and kill fungal 

cells at the site of infection.  We  

expect to receive the results from this 

assay in August.  

Our aspiration is to gain substantial 

market share with a topical product 

that is much more effective and has 

less side effects than existing  

alternatives.  

Tight management of this project has 

led to achievement of several key 

milestones in recent months within 

budget. In collaboration with the US-

based contract research organisation 

Tergus Pharma we have completed 

formulation work.  

We now have a formulation that 

maintains the stability of HXP124 and 

is suitable for clinical use.  We have 

scaled up production of HXP124  

under Good Manufacturing Practice 

(GMP) conditions and have 

>>continued on next page 

Onychomycosis 
Most common disease of nails. 

Affects up to  

12%  
of the popula on. 

 

US$3.1b 
global sales in 2015. 

7.5% 
CAGR 2015‐2021 

 

Topical treatments 
represent  

70.6%   
of the market. 
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<<continued from page 2 

generated sufficient material for  

pre-clinical toxicology testing and  

clinical trials.  

We have also initiated preclinical  

animal toxicology studies and expect 

to complete pivotal toxicology studies 

by Q3 2016. These studies involve 

repeatedly dosing the skin of minipigs 

to look for signs of skin irritation and 

to look for absorption of the molecule 

into the bloodstream.  The first of 

these minipig studies will be  

completed by August with follow up 

studies to be completed by October. 

Positive results in these studies will 

allow for the initiation of Phase I  

human clinical trials before the end  

of 2016.   

Human clinical trials will require  

additional capital which Hexima  

anticipates raising through a rights 

issue to shareholders.  Details of 

such a capital raising will be  

presented to shareholders in the  

near future along with a detailed  

 

 

 

 

 

 

clinical development plan.  Hexima 

will not proceed with a capital raising 

until results from the infected nail 

model and initial minipig studies are 

available.  

Hexima executes first 
commercial licence to 
MGEV technology 

Hexima has announced the execution 

of its first commercial licence for the 

patented Multi-Gene Expression  

Vehicle (MGEV) technology.  

The MGEV is a platform protein-

stacking technology with broad  

application across crops and traits. 

Long-term collaborator DuPont  

Pioneer has secured a non-exclusive 

licence to develop commercial  

products using the MGEV technology. 

Financial details have not been  

released.  

This is an exciting milestone for  

Hexima and we continue to seek  

other partners to further develop this 

versatile technology.  

DuPont Pioneer and  
Hexima iden fy first  
novel insect lead  

Hexima and Pioneer have discovered 

a novel insect control gene that is 

active against certain crop-destroying 

insects and will help growers protect 

their yields.  

The gene comes from a unique  

genetic resource pool, and therefore 

offers a promising new way to protect 

crops globally from the devastating 

damage that occurs when insect 

feeding goes uncontrolled.  

The Pioneer and Hexima  

collaboration has been focused on 

finding new gene sources for insect 

control to help delay the onset of  

resistance development in insect  

populations.  

Hexima and Pioneer formed a gene 

discovery research collaboration in 

2014 to investigate new, untapped 

pools of genes that control insect-

feeding on farmer crops. The  

companies are excited by this  

progress and look forward to the  

discovery of new genes and  

evaluation of their potential to deliver 

traits of novel mode-of-action with 

effective crop protection and  

durability. 

Development of HPX124 

GMP‐compliant  

produc on  

method established. 

Scale‐up 

of HXP124  

produc on. 

HXP124  

iden fied as 

lead molecule 

and patent 

filed. 

Animal  

toxicology  

studies  

ini ated. 

Formula on 

development 

completed. 

We are here 

An cipated  

comple on of 

preclinical  

toxicology 

An cipated entry 

into clinical trials. 

     2015        2016     2017 
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Level 4, LIMS2 

La Trobe Ins tute for Molecular Science 

La Trobe University, Bundoora VIC 3086 

p: +61 3 9479 1210   e: info@hexima.com.au 
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Hexima signs research 
agreement with La Trobe 
University 

Hexima has extended its long-

standing collaboration with  

La Trobe University by signing a  

new agreement for contract  

research services.  Under the  

agreement, La Trobe University  

supplies research services for all of  

Hexima’s major programs.  The 

agreement provides Hexima with  

exclusive access to world-class  

researchers located in the La Trobe 

Institute for Molecular Science 

(LIMS).  The LIMS institute was 

founded in 2012 and provides world-

class research  

facilities and equipment.  

Hexima researchers have access to 

all LIMS facilities, allowing Hexima to 

conduct state-of-the-art research and 

development without a large outlay of 

capital. Hexima retains all intellectual 

property generated by the research. 

The La Trobe University campus is 

also the home of the Hexima Green-

house Facility built in 2010.    

The LIMS building 

 

Hexima receives $50k  
grant to inves gate the 
use of plant defensins for 
the treatment of vaginal 
candidiasis (thrush) 

Hexima has received $50k through 

the Innovations Connections  

government funding scheme 

(administered by AusIndustry) to  

investigate whether Hexima’s  

patented antifungal platform is useful 

for the treatment of  

vulvovaginal candidiasis (VVC, also 

knows as vaginal thrush).  VCC  

affects ~75% of women and 8-9% of 

women aged 15-45 suffer from  

recurrent vulvovaginal candidiasis 

(defined as four or more episodes of 

VVC in a year).  

Work on the onychomycosis  

project has already demonstrated that 

Hexima’s molecules are active 

against a wide range of human fungal 

pathogens, including the causative 

agent of thrush (Candida albicans). 

Furthermore, Hexima’s plant defensin 

technology is well suited to  

topical applications due to the high 

stability of the molecules and  

excellent solubility characteristics.   

Research for this grant will be  

conducted by La Trobe University. 

Hexima to present at 
ASM Microbe 2016 

Hexima’s Chief Science Officer,  

Professor Marilyn Anderson, and 

Onychomycosis Project Leader,  

Dr Michael Baker, will attend ASM 

Microbe 2016, held in Boston in June, 

to present Hexima’s antifungal  

technology. The conference will be an 

opportunity to showcase the benefits 

of Hexima’s technology and our  

progress towards clinical trials for 

fungal nail infections 

(onychomycosis). 

ASM Microbe 2016 is the largest 

gathering of microbiologists in the 

world and the only meeting in the field 

that explores the full scope of  

microbiology – from basic science to 

translational and clinical application. 

By integrating the American Society 

for Microbiology’s two most  

popular events, General Meeting and 

ICAAC, ASM Microbe 2016 provides 

unparalleled learning and networking  

opportunities. 

Hexima-funded researchers,  

Dr Brigitte Hayes and PhD Student 

Kathy Parisi were also awarded 

ASM Travel Fellowships to attend the 

event which represents an excellent 

opportunity for these young  

researchers to present their work. 

www.asmmicrobe2016.org 


