
 
 

Level 4 LIMS 2, Kingsbury Drive, La Trobe University VIC 3086 1 

 

ASX Announcement 
25 March 2021 

R&D Webinar on Today at 11 am 
MELBOURNE, AUSTRALIA (25 March 2021): Hexima Limited (ASX:HXL) a clinical stage biotechnology 
company developing HXP124, a new prescription treatment for onychomycosis, is holding an R&D 
Webinar today at 11 am. This webinar is an opportunity to hear the fascinating story of how the scientific 
data Hexima has generated on HXP124 in the laboratory is now playing out in the real world as it 
conducts advanced clinical trials on HXP124 as a potential new topical treatment for onychomycosis. A 
copy of the presentation is appended to this announcement.  

Attendees can register to attend the webinar using the link below. 

 https://zoom.us/webinar/register/WN_MN-oT3ELRle_oOLtdBcuqw 

 

About Hexima 

Hexima (ASX:HXL) is an anti-infectives focused, clinical stage, biotechnology company engaged in the 
research and development of plant-derived defensin peptides for applications as human therapeutics. 
Its lead product candidate, HXP124 applied in a topical formulation, is a potential new prescription 
treatment for toenail fungal infections (or onychomycosis). Hexima is currently conducting an Australian 
phase IIb clinical trial of HXP124 in onychomycosis. Hexima holds granted, long-life patents protecting 
HXP124 and other anti-fungal molecules in major markets globally. For additional information about 
Hexima please visit www.hexima.com.au.   

This announcement is authorised for release to ASX by Michael Aldridge, CEO and Managing Director. 

https://zoom.us/webinar/register/WN_MN-oT3ELRle_oOLtdBcuqw
http://www.hexima.com.au/
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Disclaimer
Summary information
This presentation has been prepared by Hexima Ltd and its subsidiaries (collectively “Hexima”). The information in this presentation is of general background in summary form which is current as of March 2021 and does not purport to be complete.  It does not 
contain all information relevant or necessary for an investment decision or that would be required to be included in a prospectus under the Corporations Act 2001 (Cth) (Corporations Act).  The information in this presentation is subject to change without notice.  
No representation or warranty, express or implied, is made by Hexima or any of its advisers as to the accuracy, adequacy or reliability of any information contained in this presentation.

Not an offer
This presentation is not a prospectus or any other offering document under Australian law or any other law (and will not be lodged with ASIC).  This presentation is for information purposes only and is not an invitation or offer of securities for subscription, 
purchase or sale in any jurisdiction.  The distribution of this presentation outside Australia may be restricted by law.  Any recipient of this presentation who is outside Australia must seek advice on and observe any such restrictions.  This presentation may not be 
reproduced or published, in whole or in part, for any purpose without the prior written permission of Hexima.  An investment in securities is subject to known and unknown risks, some of which are beyond the control of Hexima, including possible loss of income 
and principal invested.  Hexima does not guarantee any particular rate of return or the performance of Hexima, nor does it guarantee any particular tax treatment.  Investors should have regard to potential risks outlined in this presentation when making their 
investment decision.

Not financial or product advice
This presentation is for information purposes only and is not a prospectus, product disclosure statement or other offer document under Australian law or the law of any other jurisdiction. This document is not a financial product or investment advice, or a 
recommendation to acquire securities in Hexima, nor is it legal or tax advice. It has been prepared without taking into account the objectives, financial situation or needs of individuals. You are solely responsible for seeking independent and professional advice in 
relation to the information contained in this presentation and any action taken on the basis of that information. Before making an investment decision, prospective investors should consider the appropriateness of the information having regard to their own 
objectives, financial and tax situation and needs and seek legal and taxation advice appropriate to their jurisdiction. No reliance may be placed for any purpose whatsoever on the information included in this presentation or on its accuracy or completeness.

Financial data
All dollar values are in Australian dollars (A$) unless stated otherwise.

Performance
Past performance information given in this presentation is given for illustrative purposes only and should not be relied upon as (and is not) an indication of future performance.  The presentation includes forward-looking statements regarding future events and 
the future financial performance of Hexima. Forward looking words such as “expect”, “should”, “could”, “may”, “predict”, “plan”, “will”, “believe”, “forecast”, “estimate”, “target” or other similar expressions are intended to identify forward-looking statements.  
Any forward looking statements included in this document involve subjective judgment and analysis and are subject to significant uncertainties, risks and contingencies, many of which are outside the control of, and are unknown to, Hexima and its officers, 
employees, agents or associates. In particular, factors such as outcomes of clinical trials and regulatory decisions and processes may affect the future operating and financial performance of Hexima. This may cause actual results to be materially different from any 
future results, performance or achievements expressed or implied by such statements. The information also assumes the success of Hexima’s business strategies. The success of the strategies is subject to uncertainties and contingencies beyond control, and no 
assurance can be given that the anticipated benefits from the strategies will be realised in the periods for which forecasts have been prepared or otherwise. Given these uncertainties, you are cautioned to not place undue reliance on any such forward looking 
statements. Hexima is providing this information as of the date of this presentation and does not assume any obligation to update any forward-looking statements contained in this document as a result of new information, future events or developments or 
otherwise.

Disclaimer
Except as required by law, no representation or warranty, express or implied, is made as to the fairness, accuracy, completeness, reliability or correctness of the Information, opinions and conclusions, or as to the reasonableness of any assumption contained in 
this presentation. By receiving this presentation and to the extent permitted by law, you release Hexima and its officers, employees, agents and associates from any liability (including, without limitation, in respect of direct, indirect or consequential loss or damage 
or loss or damage arising by negligence) arising as a result of the reliance by you or any other person on anything contained in or omitted from this presentation. To the maximum extent permitted by law, Hexima and its respective advisers, affiliates, related 
bodies corporate, directors, officers, partners, employees and agents exclude and disclaim all liability, including without limitation for negligence or for any expenses, losses, damages or costs incurred by you as a result  of the information in the presentation being 
inaccurate or incomplete in any way for any reason, whether by negligence or otherwise. To the maximum extent permitted by law, Hexima and its advisers, affiliates, related bodies corporate, directors, officers, partners, employees and agents make no 
representation or warranty, express or implied, as to the currency, accuracy, reliability or completeness of information in this presentation.

NOT FOR RELEASE OR DISTRIBUTION IN THE UNITED STATES 2



Hexima Limited (ASX:HXL)

• Australian anti-infectives focused clinical stage biopharmaceutical company
• Lead program is HXP124, a potential new topical treatment for onychomycosis
• HXP124 is a patented biologic with a novel fungicidal mode of action
• Also exploring other applications for anti-fungal peptide platform

• Onychomycosis (fungal nail infection) represents a large and growing market with substantial unmet need
• Estimated to affect ~14% of the population, globally the market for treatments of onychomycosis estimated at US$3.7 bn. 
• Significant unmet need: Topical drugs - long course of treatment, limited efficacy. Oral drugs - more effective but risk of toxic side effects

• Lead product: HXP124 is a potentially game-changing treatment
• Demonstrated in a phase I/IIa clinical trial to have a favourable safety profile and deliver effective and rapid antifungal treatment 

o Safe and well tolerated
o High efficacy via consumer-friendly topical application
o Short, convenient course of therapy, delivers rapid visual resolution of disease

• Currently in phase IIb clinical trial for onychomycosis

• Experienced management with a track record of delivering value

• HXP124 represents a compelling commercial opportunity in a global consumer driven market
• Patients and clinicians have a clear preference for a safe topical product with a more convenient shorter course of therapy and better efficacy
• HXP124 addresses a clear unmet need and promises to be the treatment of choice for this large and unsatisfied market
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Key Insights

23 million patients in US, only ~35% seek treatment. Large potential for 
growth with an attractive product which meets a consumer driven need

Risk factors include increasing age, athlete’s foot, diabetes, and 
immunodeficiency. 

Onychomycosis (fungal nail infection)

Ghannoum et al., J Am Acad Dermatol, 2000; Tosti & Elewski, J Clin and Aesth Dermatol, 2014; ClearView Healthcare Partners Research Report

Patients experience pain, discomfort and difficulty wearing shoes. Quality 
of life is affected by nail dystrophy and unacceptable cosmetic appearance 

Onychomycosis of the toenail is estimated to affect up to 14% of the 
population, growth in the market is primarily driven by an ageing population

4

Dermatophytes (fungi that 
cause skin disease) typically 

enter through the distal groove 
at the end of the nail and 
proliferate in the nail bed.

Pathophysiology



Shortcomings of current treatments
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Patients with 
onychomycosis do 

not want to use oral 
drugs because of  

potential toxicity

Topical products 
are therefore 

strongly preferred 

However, existing 
topicals suffer from 
low efficacy rates 

and long courses of 
therapy

Patients often stop 
treatment because 
the appearance of 
the nail does not 
improve for many 

months

Wang et al., Onychomycosis: Diagnosis and Effective Management, 2018



The Hexima solution

• HXP124 has potential to deliver the preferred solution in a consumer-driven 
market

6

Safe, topical medication

Convenient, short course of therapy

Effective, best-in-class mycological cure



Effective topical treatment of onychomycosis 
requires three drug properties
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2. Efficient killing of the fungal pathogens that cause onychomycosis

1. Efficient penetration of the nail to reach the fungus in the nail bed, 
the main site of infection

3. Antifungal activity in the presence of keratin, the major component 
of the nail and nail bed 

Tatchibana et al., Journal of Fungi, 2017; Wang et al., Onychomycosis: Diagnosis and Effective Management, 2018



Excellent 
safety profile

The unique properties of HXP124 enable safe penetration of the nail and 
clearing of the infection
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HXP124 is a peptide isolated from plants that has 
evolved to specifically kill fungal pathogens

Does not 
pass through 
human skin

Hydrophilic 
& highly 

soluble in 
water

Extremely 
stable & 

resistant to 
proteases

Regulated as 
a biologic

Potent, 
broad-

spectrum 
antifungal



The nail is a major barrier to current 
antifungal drugs

• Topical treatments for fungal nail disease must 
penetrate human nails to reach the nail bed, the 
main site of infection

• Current topical antifungal drugs are hydrophobic 
and do not easily pass through the nail

• HXP124 is hydrophilic and does not stick to keratin 
so it passes through the nail very efficiently

9
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Cumulative nail penetration

HXP124 Tavaborole (Kerydin®)

Ciclopirox (Penlac®) Efinaconazole (Jublia®)

HXP124 penetrates nails faster and more 
efficiently than current marketed products 

• Nail penetration can be assessed using an 
in vitro nail adapter

7%2

2%3

16%1

2%
<1%

8%

<0.03%3

101. Internal Hexima data; 2. Kaken Pharma and Dow Pharma, Sugiura et al., 2014; 3. UCSF Medical Center, Hui et al., 2006

nail adapter

cadaver nail or 
nail clipping

saline-soaked 
cotton wool

Permeation model based on method 
developed by Dr. Howard Maibach. 
(UCSF Medical Center, Hui et al., 2007)



HXP124 diffuses throughout the 
nail plate
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HXP124 within the nail plate

Dose site

• HXP124 accumulates in human nails at the site of application to levels that kill fungus
• HXP124 diffuses sideways to areas that are not dosed

Human nails dosed with HXP124 in nail penetration assays were drilled to 
collect nail material from the dose site (yellow arrow) and the edge of the nail 

(white arrow) and the amount of HXP124 present at each site was analysed
11

Internal Hexima data

Peripheral 
edge



Candida albicans cells treated with FAM-labelled 
HXP124 in the presence of PI (stains nucleic acids).

HXP124 is a new class of antifungal drug 
with a novel mode of action
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• HXP124 binds to the fungal cell surface 
before entering cells and causing 
membrane disruption

Internal Hexima data






HXP124 kills fungi more readily than other 
treatments for nail infections
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• HXP124 kills fungal cells within 30 
minutes 
• Ineffective killing by drugs currently on the 

market means the fungus can regrow when 
the drug is no longer present 

• HXP124 is specific for fungal cells and 
does not impact the viability of human 
or bacterial cells

Fluorescence Associated Cell Sorting (FACS) of Propidium Iodide stained cells was 
used to identify living and dead Candida albicans cells after 30 min treatment 
with antifungal agents

13Internal Hexima data



HXP124 kills fungus on nail fragments more 
efficiently than leading topical product
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• T. rubrum grows on nail fragments with 
no other source of nutrients 
• mimics natural infection

• HXP124 kills T. rubrum growing on nail 
fragments much more efficiently than 
efiniconazole
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The Infected Nail Model measures antifungal 
activity after nail penetration

• One industry standard test for nail penetration 
is the Infected Nail Model by MedPharm (UK)

• MedPharm tested HXP124 in its Infected Nail 
Model to confirm that HXP124 passes through 
human nails to kill fungal cells 

• Efinaconazole 10% and Ciclopirox 8% were used 
as comparator products in this study
• Efinaconazole 10% soln is the best available topical 

product

nail adapter
human nail

1. Fungus growing
on underside of nail

2. HXP124 applied topically 
to uninfected side

3. Viability of fungal 
cells measured

An infected nail is clamped into a device. A test molecule is active
if it passes from the top side of the nail to the underside and kills
the fungus.



HXP124 is effective in the 
Infected Nail Model

16#ATP levels were used as a measure of cell survival; *Not statistically significant; study conducted by MedPharm (UK) under contract;  
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• HXP124 killed over 95% of fungal cells within 7 days and was as efficient as efinaconazole 10%
• HXP124 was still active after transit through the nail 
• HXP124 was more effective than efinaconazole 10% soln after 21 days*



Phase I/IIa clinical trail
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Overview

Cohort 4
HXP124 2%

N=30 patients 
(randomised 4:1)

7 days

7 days

6 weeks daily dosing
12
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• Randomised, double blind, vehicle-controlled, ascending dose cohort study
• Patients treated nails daily with HXP124 (or vehicle) for 6 weeks with follow-up at 12 weeks 

• Total of 48 patients – 36 treated with HXP124, 12 treated with vehicle

Cohort 3
HXP124 2%

N=6 patients (randomised 2:1)

Cohort 2
HXP124 1%

N=6 patients (randomised 2:1)

Cohort 1
HXP124 0.5%

N=6 patients randomised 
2 (drug):1 (vehicle)

18
ANZCTR registration number: ACTRN12618000131257

6 weeks daily dosing

https://www.anzctr.org.au/Trial/Registration/TrialReview.aspx?id=374039


Phase I/IIa clinical trial endpoints

• Primary endpoint
• Safety and tolerability

• Secondary endpoints
• Preliminary efficacy data
o Clear Nail Growth and Reduction in Infected Nail Area
o Assessed by photographs

o Mycological cure 
o Clearance of fungi from the nail as assessed by 

microscopy and culture

Clear nail 
growth

Infected
nail area

Baseline Week 12

19



Safe and well tolerated

HXP124 is safe and well tolerated when applied daily for 6 weeks. 
No drug-related adverse events.

The primary endpoint for the phase I/IIa study was safety and tolerability

HXP124 did not cause local redness or irritation and was not detected in the 
bloodstream. 
No systemic toxicity. 

20



Effective and rapid anti-fungal activity

Mycological Cure* rate at 12 weeks, 
~2-fold higher than current treatments, 
after only 6 weeks of daily treatment

Key Insights from Phase I/IIa clinical trial

*Mycological Cure = clearance of fungi from the nail as assessed by microscopy and culture 21

Mycological cure* was achieved in 
52% of HXP124-treated nails within 
12 weeks (vehicle 24%)

52.4%

23.5%
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HXP124 delivered effective and rapid antifungal 
treatment for patients

Terbinafine 12 week (oral)

Efinaconazole 10% 
48 week (topical)

Itraconazole pulse 
therapy (oral)

HXP124 
6 week treatment
(52%)

~2x
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Mycological cure* over time

HXP124’s Mycological Cure*

rate at 12 weeks was ~2-fold 
higher than current treatments, 
after only 6 weeks of treatment

*Mycological Cure = clearance of fungi from the nail as assessed by microscopy and culture; Efinaconazole FDA and PMDA reviews; Evans & Sigurgeirsso, BMJ, 1999 



HXP124 rapidly cleared the affected nail area

23

Clinical efficacy was achieved in 
20% of HXP124-treated nails 
within just 12 weeks (vehicle 6%)

HXP124 cleared the affected nail 
area more effectively than 
formulation not containing HXP124

*Clinical efficacy = <10% of the nail area infected.
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HXP124 dramatically improved the 
appearance of nails in just 12 weeks

24

Baseline

12 weeks



HXP124 can be manufactured rapidly and 
economically

25

Images: Fermenter and Chromatographic 
purification at European CMO

HXP124 is produced in a non-proprietary 
yeast expression system with a highly 
competitive cost of goods

Drug product retains activity when 
stored at room temperature for 24 
months

HXP124 has been manufactured to GMP 
conditions. Commercial-scale contract 
manufacturer engaged, scale-up on-track 



Summary

• The unique properties of HXP124 position it to become a safe, 
convenient and effective treatment for onychomycosis
• Rapidly penetrates the nail plate to reach the site of infection
• Potent, broad-spectrum & rapidly-fungicidal with a novel mode of killing
• Active in the nail environment
• Rapidly clears fungus from the nail and improves the appearance of nails
• No reported local redness or irritation
• Not detected in the bloodstream
• Can be manufactured with a highly competitive cost of goods

26



Australian Phase IIb clinical trial

• Three active arms versus vehicle (up to 132 subjects) to test optimal dosing strategy
• Safety & efficacy assessed at 13, 24, 36 and 40 weeks 

• aligned with efinaconazole 10% phase II study
• Multi-center, randomised, double blind, vehicle-controlled study
• Inclusion/exclusion criteria align with those used for efinaconazole 10% phase III study
• Results expected Q2 2022 27



Scientific Advisory Board

28



Hexima has formed a world-class 
Scientific Advisory Board

• Mark G. Lebwohl, MD   Mt. Sinai Hospital, New York, NY
• Boni Elizabeth Elewski, MD  The University of Alabama at Birmingham, Birmingham, AL
• Richard K. Scher, MD  Weill Cornell Medical Center, New York, NY
• Warren Joseph, DPM  Roxborough Memorial Hospital, Philadelphia, PA
• Tracey C. Vlahovic, DPM FFPM RCPS (Glasg)   Temple University School of Podiatric Medicine, Philadelphia, PA
• Phoebe Rich, MD  Oregon Dermatology and Research Center, Portland, OR
• Peter Foley, MD Skin Health Institute, Melbourne, Australia
• Robert Rosen, MD  SouthDerm, Sydney, NSW
• Shinichi Watanabe, MD, PhD  Department of Dermatology, Teikyo University School of Medicine, Tokyo 

29

• Internationally recognised expert clinical opinion leaders comprising Dermatologists 
and Podiatrists based in US, Australia and Japan

• Includes lead clinicians from late-stage clinical trials for multiple successful 
therapeutic products developed to treat onychomycosis



30

HXP124: a potential solution for a large 
and poorly served market
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