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MAJOR ACHIEVEMENTS
COVERED IN THIS REPORT
Finished the calendar year well capitalised with $14.3 million
in cash at bank and R&D tax rebate receivable;
Completed a successful $11 million placement and SPP at
A$0.32 per share to fund preparations for phase III clinical
trials. Funding was well supported by multiple new
institutional investors and existing shareholders;
Appointed Dr Nancy Sacco as Chief Development Officer to
lead development efforts into our US phase III development
program, and Mr Philip Rose as Chief Commercial Officer;
Successfully completed cGMP manufacturing of pezadeftide,
a key component of our IND to be filed with FDA;
Enhanced the Scientific Advisory Board with the
appointment of Dr Shari Lipner;
Presented at AusBiotech Invest, the preeminent opportunity
for Australian biotech companies to present to a network of
international partners and investors;
Submitted a poster which was accepted for publication at
American Academy of Dermatology, the poster will be
presented at the AAD in Boston on 25 March 2022.
Hexima expects to file an IND with FDA in the first quarter of
2022. The initiation of our first US clinical trial under that IND
remains on track for mid 2022, and the Company’s overall
timetable of development activities including the release of its
phase IIb data in Q2 2022 and the subsequent initiation of phase
III remains on track.

ABOUT HEXIMA
Hexima is a clinical stage, antiinfectives
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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IMPORTANT DEVELOPMENTS
AND MILESTONES Q4 2021
The final calendar quarter of 2021 reflects a period of
important progress towards Hexima’s goal of
delivering a new safe and effective topical treatment
for onychomycosis with a more convenient shorter
course of therapy, and the Company remains poised to
deliver continued progress in the first quarter of 2022
and beyond.

Financing
All final approvals for the $11 million placement and
SPP were completed at the Company’s AGM held in
December. A $10 million institutional placement was
successfully completed with an associated SPP to
shareholders raising a further $1 million, all at $0.32
per share.
Proceeds from the financing will be used to accelerate
Hexima’s business plans, particularly into the US and
other international markets by:
completing the preparation and submission of an
Investigational New Drug (IND) Application to FDA
and conduct a clinical safety study in the US;
finalising all development including: clinical,
manufacturing, toxicology and CompliancePak
packaging unit and mobile app necessary prior to
initiating a phase III clinical trial program;
securing executives and expertise with the
necessary experience to conduct late-stage
product development in the US market;
evaluating the option for Hexima to raise capital in
the future on attractive terms with US and
international investors; and
exploring the potential for pezadeftide or one of
its related defensin class peptides to be an
attractive follow-on product candidate to treat
localized fungal infections (in addition to
onychomycosis).
Wilsons Corporate Finance Limited and Canaccord
Genuity (Australia) Limited acted as joint lead
managers and bookrunners for the placement.
Hexima finished the year well capitalised with $14.3
million in cash at bank and R&D tax rebate receivable.

Advancing the Development Program
Important steps in advancing pezadeftide to market
were achieved.
The Company has now completed large scale cGMP
manufacturing of pezadeftide at its European CMO.
This is an important milestone. It marks the
completion of a multi-year program of transferring
and scaling-up the manufacturing technology for
pezadeftide from the original pilot-scale site in
Australia to a commercial scale CMO in Europe.
Preparation of Hexima’s IND filing with FDA is almost
complete and the Company expects to file its IND in
Q1 2022. This filing is in anticipation of a small, single
centre safety study (ONY-003) that will be conducted
in the US to understand the pharmacokinetic
properties of pezadeftide when applied to more
compromised fungal infected nails in a maximal use
setting.
The phase IIb clinical trial (ONY-002) at centres in
Australia and New Zealand continues to progress well.
COVID-19 travel restrictions have not had a material
impact and as previously announced the Company
expects to report results in Q2 2022.

Building the Team
Dr Nancy Sacco, Chief Development Officer
In December 2021, Dr Nancy Sacco was appointed as
Chief Development Officer - a critical role that will be
central to the successful development and delivery of
Hexima’ s first product.
Dr Sacco brings over 20 years of strong leadership
experience in the pharmaceutical industry, driving
business objectives, including non-clinical discovery,
late-stage clinical development, registration, and
approval of a range of important pharmaceutical
products. Dr Sacco holds a PhD from West Virginia
University School of Medicine.
Prior to this appointment, Dr Sacco held Vice President
and Head of Clinical Development roles at Xentria, Inc.
and AnaptysBio, Inc., overseeing programs with
monoclonal antibodies for rare and dermatologic
diseases.
In addition, Dr Sacco held executive leadership
positions at Revance Therapeutics, Inc. and Avexis, Inc
(now Novartis), overseeing clinical operations
including the initiation and completion of pivotal
studies evaluating safety and efficacy of innovative
products (proprietary neurotoxin Daxibotulinum and
AVV9 gene therapy ZolgenSMA, respectively).
Dr Sacco has also held roles of increasing
responsibilities at P&G Healthcare (Actonel), Pfizer
(Lyrica), Astellas (Myrbetriq and Xtandi) and Takeda
(Rozerem and ACTOS).

Mr. Rose has served as a commercial consultant to the
pharmaceutical industry and prior clients include Alza
Corporation (now J&J), Reliant Pharmaceuticals (now
GSK), Peplin, Inc. the developer of Picato (now LEO),
and Hexima Limited since 2020.
These two key appointments are critical hires for
Hexima as it moves towards initiating its phase III
clinical trial program later in 2022.
Key elements of their employment contracts are set
out below.
Each is eligible to participate in Hexima’s ongoing LTI
plan and on agreement to increase their time
commitment to 100% each will become eligible for the
package of U.S. employee benefits which Hexima
offers, including health insurance and termination
arrangements.

New SAB appoinment
Phil Rose, Chief Commercial Officer
Subsequent to the quarter end, Phil Rose was
appointed as Chief Commercial Officer.
Mr. Rose has 30+ years of leadership experience in the
pharmaceutical industry, which includes previous roles
as President and CEO of the dermatology focused
Obagi Medical Products, Vice President and General
Manager of North America for Valeant (now Bausch
Healthcare Companies) and Vice President Hospital
Sales at Glaxo, Inc. (now GSK). In addition, Phil is a
licenced and practicing Pharmacist.

Hexima also added Shari Lipner MD to its Scientific
Advisory Board, enhancing its expertise in
dermatology. Dr. Lipner is an Associate Professor of
Clinical Dermatology, Associate Attending Physician,
and Director of the Nail Division at the New YorkPresbyterian Hospital/Weill Cornell Medical Center.
Dr. Lipner has authored over 250 peer-reviewed
publications, numerous book chapters, lectures
nationally and internationally, and is frequently sought
out by the media for her expertise. Shari is a retained
consultant to the Company.

Nancy Sacco

Phil Rose

Employment “at will”

Effective 1 December 2021

Effective 1 January 2022

Initial time commitment

40% moving to 100% on mutual agreement

50% moving to 100% on mutual agreement

Initial base salary

US$130,000 (based on 40% time commitment)

US$150,000 (based on 50% time commitment)

Target STI

25% of base salary

25% of base salary

Initial grant of LTI options (on move to 100% commitment) 600,000 (900,000)

600,000 (600,000)

MILESTONES TO LOOK
FORWARD TO IN 2022
File IND with FDA
As noted earlier, Hexima anticipates completing and
filing an IND Application with FDA in Q1 2022. This is a
pre-requisite to the initiation of a clinical trial program
in the US.

Phase IIB Clinical Trial (ONY-002)
We have recently comprehensively reviewed our
clinical trial activities to ensure the integrity of the
study and confirm that it remains on track to report
results in Q2 2022.

Initiation of Maximal Use Clinical Trial (ONY003)
Following acceptance by FDA of the IND, the Company
anticipates completing preparations and then
initiating a maximal use clinical trial which is likely to
occur mid-2022.

Presentation at American Academy of
Dermatology (AAD) Conference in Boston, MA
Hexima has been invited to present a poster at the
AAD annual conference in Boston MA in March 2022.
This poster will publish data on pezadeftide’s novel
and powerful fungicidal mechanism of action.
Together with podiatrists, dermatologists are the
specialists charged with diagnosing and treating
onychomycosis and are the clinicians to whom more
challenging cases are often referred. The Company’s
presence and publications at AAD and APMA medical
conferences continue to generate increasing
awareness among specialist clinicians and are
important initiatives as the Company seeks to develop
a new and more attractive treatment option for this
common and very difficult to treat disease.

Japan and China Corporate Collaborations
We continue discussion with potential corporate
partners for pezadeftide in the Japan and China
territories. While difficult to attach a specific timeline,
we are encouraged by the quality of engagement we
enjoy.

