
Major achievements covered
in this report

Hexima

Hexima is a clinical stage, anti-
infectives focused biotechnology
company engaged in the research
and development of defensin
peptides for applications as
human therapeutics. Our lead
product candidate, pezadeftide
(formerly 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
testing pezadeftide for the
treatment of onychomycosis.
Hexima holds granted, long-life
patents protecting pezadeftide in
major markets globally.
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Completing enrolment in phase IIb clinical trial
for pezadeftide (formerly HXP124) as a treatment
for onychomycosis;
Receiving the INN designation for pezadeftide
and establishing it as the first in a new class of
antifungal molecules; 
Receiving the notice of grant of key patents
covering the use of pezadeftide in both Europe
and Mexico; 
Completing large-scale manufacture at a
commercial-scale contract manufacturer in
Europe; and
Acceptance to present at the American Podiatric
Medicine Association (APMA) annual meeting in
Denver, Colorado. 

Hexima is on-track to file an IND with FDA in Q4 2021
and to report results from its phase IIb clinical trial in
Q2 2022. 

https://twitter.com/HeximaLimited
https://au.linkedin.com/company/hexima-limited
mailto:info@hexima.com.au


Hexima expects this study to build on the very
promising evidence of efficacy demonstrated in  

Important developments
and milestones in Q2
2021
Completion of enrolment in phase IIb clinical
trial
Shortly after the quarter end, Hexima completed
enrolment of patients into its phase IIb clinical
trial of pezadeftide for onychomycosis.  

This is an important achievement in
pezadeftide’s development program. A total of 15
clinical sites across Australia and New Zealand
recruited, screened, and enrolled 117 eligible
patients to evaluate pezadeftide as a new topical
treatment for onychomycosis in three different
treatment arms, with a vehicle control. All
patients have now started treatment and will be
followed for safety and efficacy, we are also
collecting patient satisfaction measures.

its phase I/IIa clinical trial. The Company's goal is
to demonstrate the potential of pezadeftide to
be a safe and effective treatment in a
convenient, consumer friendly, topical format for
this very common and difficult to treat infectious
disease.

Hexima expects to announce the results of this
study, as previously indicated, in Q2 2022. These
results will be pivotal in determining the optimal
dosing strategy for its final phase III program in
the US. The phase III program in the US is
expected to begin in the later half of 2022. 

INN designation
The International Nonproprietary Names (INN)
Programme and Classification of Medical
Products of the World Health Organization
(WHO) has selected “pezadeftide” as the non-
proprietary name for Hexima’s HXP124. The suffix
”-deftide”, representing defensin-derived anti-
microbial peptides, establishes pezadeftide as
the first in a new class of anti-fungal molecules.

Phase IIb clinical trial (HXP124-ONY-002)
Hexima is conducting a phase IIb clinical trial at 15 sites in Australia and New Zealand. The trial
has enrolled 117 patients with onychomycosis and seeks to identify the optimal course of
therapy for pezadeftide. This study is comparing 12 weeks versus 30 weeks of daily therapy as
well as 12 weeks of daily therapy followed by weekly maintenance therapy out to 36 weeks. The
patients receiving treatment with pezadeftide are being compared to patients being treated
with a formulation not containing pezadeftide at a ratio of 3:1.

The results of this clinical trial are intended to identify the optimum dosing regimen to take
into Hexima’s US phase III clinical trial program. Hexima expects this phase IIb clinical trial
(HXP124-ONY-002 [7]) to represent its last large, multi-centre clinical trial ahead of initiating its
phase III program. 

Our goal is to demonstrate the potential of pezadeftide to be a safe and
effective treatment in a convenient, consumer friendly, topical format
for this very common and difficult to treat infectious disease.
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Completion of manufacturing scale-up
Hexima completed multiple large-scale
manufacturing batches with its European CMO
to produce pezadeftide for toxicology studies. In
this scale-up process Hexima has resolved the
challenges in manufacturing pezadeftide at
scale and can now point confidently to both
commercial-scale and low-cost manufacturing
of pezadeftide. 

Grant of pezadeftide patents in Europe and
Mexico
Patents covering the use of pezadeftide for the
treatment of onychomycosis were granted in
Europe and Mexico. The patents, described as “A
Method of Treatment”, provide broad protection
covering the therapeutic use of pezadeftide, as
well as topical formulations containing
pezadeftide, for the treatment of
onychomycosis. The patents provide protection
until 2035. 

Hexima also expects to benefit from up to an
additional five years of market exclusivity in
Europe through the supplementary patent
certification available for medicinal products in
member states of the European Union.   

The award of the European and Mexican patents
further strengthens Hexima’s patent portfolio
which includes similar granted patents in the
United States, Japan, Singapore and Australia.
Hexima continues to pursue additional layers of
patent protection in these and other
jurisdictions. 

 

The designation of pezadeftide as the first in a
new class of anti-microbial peptides highlights
the important role that Hexima is playing in
developing novel, powerful and broad-spectrum
fungicidal molecules as potentially valuable
tools in the ever-escalating battle with
constantly evolving fungal pathogens.

Hexima expects “pezadeftide” to be included in
List 126 of proposed INN, to be published in
WHO Drug Information and to be confirmed
following a four month public review and
comment period.

Selection to present at American Podiatric
Medical Association Conference 
Hexima has been selected to present clinical
data from its phase I/IIa clinical trial of
pezadeftide for the treatment of onychomycosis
at the annual meeting of the American Podiatric
Medical Association (APMA) in Aurora, Colorado
in July 2021.

The APMA represents an important venue for
the presentation of pezadeftide’s potential in
onychomycosis. Podiatrists are the specialists
who tend to manage most cases of
onychomycosis and importantly write 80% of all
prescriptions for onychomycosis in the US.[3]

Dr Tracey Vlahovic, Clinical Professor at Temple
University School of Podiatric Medicine and
Member of Hexima’s Scientific Advisory Board,
says:

“I see onychomycosis in my practice, every day,
every hour. It is something that is so common
to what I do as a podiatric physician. Patients
come to see me specifically for it, patients are
sent to me for it and I discover it on patients
who didn’t even know they had it”. 

Presenting at the APMA will provide an
opportunity to share pezadeftide's data and
further engage with this important group of 
 prescribers as we ensure the development of
pezadeftide effectively meets the needs of
patients with onychomycosis.
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"Topical products
are preferred by
many patients"

ONYCHOMYCOSIS

The global market for

treatments for onychomycosis

was approximately US$3.7

billion in 2018.

Onychomycosis is estimated to

affect 10-14% of the population and

is the most common nail disorder. 

EXPERIENCE PAIN

10-14% 
of population

affected

$3.7b
Number of patients treated

annually in the US.

ARE IMPACTED WEARING SHOES

DISTRESSED BY APPEARANCE OF THEIR NAILS

Onychomycosis is responsible

for an average of 4 doctors visits

annually by patients seeking

treatment.
4 p.a.

Boni Elewski MD, 
 

~70% of onychomycosis

scripts in the US are for

topical products.

Onychomycosis has a
substantial healthcare burden

[1]

[2]
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Patients prefer topical products
because oral products can have

serious side effects but they are left
frustrated by the long treatment
duration and limited efficacy of

current treatment options.

[5,6]

Milestones to look
forward to in 2021
Toxicology studies: Our toxicology program is
on track and we plan to complete necessary
toxicology studies in Q3 2021.

Manufacturing: Hexima expects to manufacture
pezadeftide under GMP manufacturing
conditions in Q4 2021, to support US clinical
trials in early 2022.

File IND with FDA: We anticipate completing
and compiling our manufacturing and
toxicology information and to file an
Investigational New Drug (IND) Application with
FDA in Q4 2021. This filing is critical to initiating
our US development program. We anticipate
the first trial will be a short single-centre safety
clinical study in the US necessary prior to
proceeding to phase III.

Notes:
1.Tatchibana et al., Journal of Fungi, 2017; 2.Persistence Market Research 2018; 3.ClearView
Healthcare Partners proprietary market research, 2019; 4. Infection Inspection, Dermatology
World, 2017; 5 .Joseph et al, Supplement to Podiatry Today, 2013; 
6. Milobratovic et al., Mycoses, 2013; 7.ANZCTR Registration Number: ACTRN12620000697987

 


