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NDA filling Accelerated; Trials Fully Enrolled
Key Points
y BOT announced it has accelerated its FDA filling timeline for Sofpironium Bromide
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y The company is now targeting to file its New Drug Approval (NDA) in Q3 CY22

* Less US$3m upfront payment

y Assuming a 12-month review process, Sofpironium Bromide could be
approved by Q3 CY23, with key milestones in between being:
o NDA submission;
o Day 74 review letter;
o FDA feedback on proposed trade name; and
o FDA mid -cycle review
y As a result of this, BOT has ramped up commercial launch preparation activities.
y The company is also advancing a number of other manufacturing activities
that are required for the FDA application. This will see BOT over the coming
months commence the process of preparing for inspection of its contract
manufacturing site and other FDA pre-approval activities
y As a reminder, Sofpironium Bromide gel 15% is the first and only new
chemical entity developed to treat primary axillary hyperhidrosis, a medical
condition which results in excessive underarm sweating.
o Registration Ready - Sofpironium Bromide successfully completed
its pivotal phase III studies, where it demonstrated ~85% of patients
experienced a clinically meaningful improvement.
o New and better treatments needed - Existing options suffer from various
downfalls, either because of lacking efficacy, unfavourable side effects, risk
of drug exposure to the skin, or pain from invasive procedures or surgery
o Significant market opportunity – Hyperhidrosis affects upwards of 15
million people in the United States alone. The current treatment market is
worth $1.6 billion and expected to reach $2.8 billion by 2030
o De-risked - Sofpironium Bromide is already approved and launched in
Japan with an existing partner
y BOT recently acquired Sofpironium Bromide in a transaction which we
viewed as highly complementary to its existing dermatology pipeline, as well
as being consistent with its strategy to be a leading dermatology
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Disclaimer
This analyst declares that he has a beneficial
interest in BOT.
ASX Limited ABN 98 009 642 691 and its related bodies
corporate (“ASX”) did not prepare any part of the report
and has not contributed in any way to its content. The
role of ASX in relation to the preparation of this research
report is limited to funding its preparation, by Euroz
Hartleys Limited in accordance with the ASX Equity
Research Scheme.
ASX does not provide financial product advice. The
views expressed in this research report may not
necessarily reflect the views of ASX. To the maximum
extent permitted by law, no representation, warranty
or undertaking, express or implied, is made and no
responsibility or liability is accepted by ASX as to the
adequacy, accuracy, completeness or reasonableness of
the research report.

Other Clinical Programs
y BOT announced both its Rosacea (BTX 1702) phase 1/2 study and its Atopic
Dermatitis (BTX 1204A) canine pilot study are now fully enrolled
y The company is now targeting study completion in Q3 CY22
y Both studies reached their target enrolment numbers
y Trial subjects will be completing their treatment in the coming weeks,
following which data bases will be locked and activities finalised to report the
outcome of the studies to the market

Investment Thesis
Botanix Pharmaceuticals Ltd (BOT) is a pharmaceutical company looking shake
up big markets in dermatology and antimicrobials. The company has a mature
development pipeline, with its lead product Sofpironium Bromide to file for
FDA approval in Q3 CY22. This is in addition to a series of other programs in
clinical studies, which leverage the unique properties of synthetic cannabinoid, in
conjunction with a proprietary drug delivery system.
We believe the market is pricing these programs as failures, or close to
it, whereas our analysis suggest the opposite. The prize, should individual
programs ultimately be successful, is huge. We anticipate the stock will trade up
as we approach the multiple catalyst due this year, if BOT can deliver successful
clinical and commercial outcomes, we believe the stock can trade above our
price target, perhaps substantially.
Euroz Hartleys Limited
All information and advice is confidential and for the private information of the person to whom it is provided and is provided without
any responsibility or liability on any account whatsoever on the part of Euroz Hartleys Limited or any member or employee thereof.
Refer to full disclaimer at the end of this document.
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Copyright & Distribution
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Euroz Hartleys Limited is the holder of an Australian Financial Services Licence
(AFSL 230052) and is a participant of the Australian Securities Exchange Group,
Cboe and NSX.
The information contained herein is confidential. If you are not the intended
recipient no confidentiality is lost by your receipt of it. Please delete and destroy
all copies, and contact Euroz Hartleys Limited on (+618) 9488 1400. You should
not use, copy, disclose or distribute this information without the express written
authority of Euroz Hartleys Limited.
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Disclaimer & Disclosure
Euroz Hartleys Limited, and their associates declare that they deal in securities
as part of their securities business and consequently may have an interest in the
securities recommended herein (if any). This may include providing equity capital
market services to the issuing company, hold a position in the securities, trading
as principal or agent and as such may effect transactions not consistent with the
recommendation (if any) in this report.
Euroz Hartleys Limited declares that they may have separately or jointly acted as an
underwriter, arranger, co-arranger or adviser in equity capital raisings, and will have
received a fee for its services, from or any company mentioned within this report
during the last 12 months.
You should not act on any recommendation issued by Euroz Hartleys Limited
without first consulting your investment adviser in order to ascertain whether the
recommendation (if any) is appropriate, having regard to your objectives, financial
situation and needs. Nothing in this report shall be construed as a solicitation to buy
or sell a security, or to engage in or refrain from engaging in any transaction.
Euroz Hartleys Limited believes that the information and advice contained herein is
correct at the time of compilation, however we make no representation or warranty
that it is accurate, complete, reliable or up to date, nor do we accept any obligation
to correct or update the opinions in it. The opinions expressed are subject to
change without notice. No member of Euroz Hartleys Limited accepts any liability
whatsoever for any direct, indirect, consequential or other loss arising from any use
of this material.
We cannot guarantee that the integrity of this communication has been maintained,
is free from errors, virus interception or interference.
The author of this publication, Euroz Hartleys Limited, it’s directors and their
associates from time to time may hold shares in the security/securities mentioned in
this Research document and therefore may benefit from any increase in the price of
those securities. Euroz Hartleys Limited, and its Advisers may earn brokerage, fees,
commissions, other benefits or advantages as a result of transactions arising from
any advice mentioned in publications to clients.
To view the Euroz Hartleys’ Quick Comment Disclaimers, please visit the below links:
https://www.eurozhartleys.com/wp-content/uploads/July-Resources-Disclaimers.pdf
https://www.eurozhartleys.com/wp-content/uploads/July-Industrials-Disclaimers.pdf
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We hereby certify that all of the views expressed in this report accurately reflect
our personal views about the subject company or companies and its or their
securities, and we are not in possession of, nor does this Research contain any inside
information.
No part of our compensation was, is or will be directly or indirectly, related to the
specific recommendations or views expressed by the authoring analyst in this
research, nor has any attempt been made to influence this Research.
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