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❖ The only area listed in the Letter was related to the how the patient is instructed to use the product, 
including the printed Instructions for Use document

❖ No clinical efficacy, safety, pharmacology, non-clinical or manufacturing issues were raised and no 
additional clinical studies are required by FDA to support NDA approval

❖ No new review issues are anticipated as part of the resubmission review and the requested activities 
can be quickly addressed - approval pathway further de-risked

❖ Botanix will meet with FDA and undertake the minor activities and plans to resubmit the NDA by early 
Q1 CY2024, with a target approval of mid-CY2024

❖ The Company is well funded to complete the resubmission with an anticipated delay in launch from 
1Q CY2024 of 3-6 months, with no change in large market opportunity

Botanix receives Letter from FDA identifying one area for clarification relating to patient use instructions
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❖ A Complete Response Letter communicates to a sponsor that the FDA cannot approve the 
application in its present form and describes any areas that must be addressed before the 
application can be approved1

❖ The sponsor is not provided with a prior copy of the Complete Response Letter and does not have 
the opportunity to communicate freely with FDA outside the standard meeting schedule (e.g mid-
cycle etc) and the formal meeting request process (e.g Type B meeting – 60 days prior notice)

❖ FDA regulations do offer an End-of-Review meeting, which is attended by senior FDA personnel and 
following request, FDA has 30 days to grant and hold that meeting

1. 21CFR314.110 – Part 314 – Applications for FDA approval to Market a New Drug
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Pharmacology and Non-clinical Issues

Manufacturing Issues

Medication Errors

Safety and Clinical Efficacy Issues

Instructions for Use

Decreasing risk or 
challenge to 
overcome issues 
raised in a Complete 
Response Letter on 
resubmission

No safety, efficacy, pharmacology, non-clinical or manufacturing issues were raised in the letter for 
Sofpironium Bromide 
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❖ Sofpironium Bromide gel, 15% is a ”combination product” in that it 
combines a drug (Sofpironium Bromide), with a dispenser pump and 
applicator, that is used to apply the drug

❖ Instructions For Use generally contain step-by-step written and visual 
instructions For Use, set out in a patient-friendly manner

❖ Instructions For Use generally go through multiple drafting iterations, 
informed by human factors validation studies, where volunteers read and 
follow the Instructions, to check whether they can correctly apply the 
drug in accordance with those Instructions

❖ FDA carefully reviews the Instructions for Use as part of its label review 
during the NDA review, to ensure that those Instructions support the safe 
and effective use of the drug (and avoids excess dosing, secondary 
exposures etc)

Example – Axiron®️ Instructions For Use
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1. Label gel applicator with “applicator”

2. Reformat the Instructions For Use so that it does not fold and “revise” the 
Instructions to further simplify the guidance for application

3. Place the statement “wash hands with soap and water immediately after use” 
on the outside of the carton and on the bottle prominently

4. Conduct another human factors validation study to demonstrate the revised 
Instructions For Use are capable of being followed to be able to apply 
Sofpironium Bromide gel safely and effectively

Applicator
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Resubmission indicative timeline (CY) 2Q 20244Q 2018 1Q 2019

End of Review Meeting with FDA

Conduct human factors study

Update Instructions For Use and resubmit to FDA

Finalize revised Instructions For Use

4Q 2023 1Q 2024

FDA review for approval (max 6 months)
FDA 
Approval

Rapid engagement with FDA, followed by short human factors validation study and resubmission - with a 
6-month review clock

Originally planned 
launch

Revised planned 
launch
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Minimal delay in commercialisation and no impact on market opportunity

❖ Given commercialization was planned to commence in 1Q CY2024, the delay caused by the 
resubmission is likely to be only 3-6 months

❖ No clinical efficacy, safety, pharmacology, non-clinical, or manufacturing issues were raised and 
no additional clinical studies are required by FDA - NDA approval pathway de-risked

❖ Large market targeting the ~3.7 million patients currently in the doctor’s office seeking therapies 
to treat their condition and the ~6.3 million patients seeking solutions online

❖ Revised approval timetable allows for the potential to also launch the digital and telemedicine 
platform following expected approval in mid-CY2024

❖ Botanix is funded to reach the new approval date and will adjust operating costs and commercial 
spend to ensure runway extends appropriately
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Important Notice & Disclaimer

1. Summary information

This presentation has been prepared by Botanix Pharmaceuticals Ltd (“Botanix”) and contains summary information about Botanix and the business conducted by it which is current as at the date of this presentation (“Presentation”) (unless otherwise indicated).

The information in this Presentation is general in nature and does not purport to be accurate nor complete, nor does it contain all of the information that an investor may require in evaluating a possible investment in Botanix, nor does it contain all the information which would be required in a

disclosure document or prospectus prepared in accordance with the requirements of the Corporations Act 2001 (Cth). It has been prepared by Botanix with due care but no representation or warranty, express or implied, is provided in relation to the accuracy, reliability, fairness or completeness of the

information, opinions or conclusions in this Presentation by Botanix or any other party.

The information in this Presentation remains subject to change without notice. Reliance should not be placed on information or opinions contained in this Presentation, and Botanix does not have any obligation to finalise, correct or update the content of this Presentation. Certain data used in this

Presentation has been obtained from research, surveys or studies conducted by third parties, including industry or general publications.

To the maximum extent permitted by law, Botanix is not responsible for updating, nor undertakes to update, this Presentation. It should be read in conjunction with Botanix’s other periodic and continuous disclosure announcements lodged with the ASX, which are available at

www2.asx.com.au or at https://botanixpharma.com/category/asx-releases/.

2. Not an offer

Neither this Presentation nor any of its contents will form the basis of any understanding, proposal, offer, invitation, contract or commitment.

3. Industry data

Certain market and industry data used in connection with or referenced in this Presentation has been obtained from public filings, research, surveys or studies made or conducted by third parties, including as published in industry-specific or general publications. Neither Botanix nor its advisers, or

their respective representatives, have independently verified any such market or industry data.

4. Financial data

All dollar values are in United States dollars ($ or US$) unless otherwise stated. Amounts, totals and change percentages are calculated on whole numbers and not the rounded amounts presented.

5. Forward-looking statements and forecasts

This Presentation contains certain “forward-looking statements” and comments about future matters. Forward-looking statements can generally be identified by the use of forward-looking words such as, “expect”, “anticipate”, “likely”, “intend”, “should”, “could”, “may”, “predict”, “plan”, “propose”,

“will”, “believe”, “forecast”, “estimate”, “target” “outlook”, “guidance” and other similar expressions and include, but are not limited to, plans and prospects for the Company, the Company’s strategy, future operations, the expected timing and/or results of regulatory approvals and prospects of

commercialising product candidates or research collaborations with its partners, including in Japan, the outcome and effects of Sofpironium Bromide and the market for Sofpironium Bromide. Indications of, and guidance or outlook on, future earnings or financial position or performance are

also forward-looking statements. You are cautioned not to place undue reliance on forward-looking statements. Any such statements, opinions and estimates in this Presentation speak only as of the date hereof, are preliminary views and are based on assumptions and contingencies subject to

change without notice, as are statements about market and industry trends, projections, guidance and estimates. Forward-looking statements are provided as a general guide only. The forward-looking statements contained in this Presentation are not indications, guarantees or predictions of

future performance and involve known and unknown risks and uncertainties and other factors, many of which are beyond the control of Botanix, and may involve significant elements of subjective judgement and assumptions as to future events which may or may not be correct.

Any such forward looking statements are also based on assumptions and contingencies which are subject to change and which may ultimately prove to be materially incorrect, as are statements about market and industry trends, which are based on interpretations of current market conditions.

Investors should consider the forward looking statements contained in this Presentation in light of those disclosures and not place undue reliance on such statements (particularly in light of the current economic climate and significant volatility, uncertainty and disruption caused by the COVID-19

pandemic). The forward looking statements in this Presentation are not guarantees or predictions of future performance and may involve significant elements of subjective judgment, assumptions as to future events that may not be correct, known and unknown risks, uncertainties and other factors,

many of which are outside the control of Botanix.

Except as required by law or regulation, Botanix undertakes no obligation to finalise, check, supplement, revise or update forward-looking statements or to publish prospective financial information in the future, regardless of whether new information, future events or results or other factors

affect the information contained in this Presentation.

6. No liability

The information contained in this document has been prepared in good faith by Botanix. Neither Botanix, nor any of its advisers or any of their respective affiliates, related bodies corporate, directors, officers, partners, advisers, employees and agents have authorised, permitted or caused the issue,

lodgement, submission, dispatch or provision of this Presentation in a final form and none of them makes or purports to make any binding statement in this Presentation and there is no statement in this Presentation which is based on any statement by them.

To the maximum extent permitted by law, Botanix and its advisers, affiliates, related bodies corporate, directors, officers, partners, employees and agents:

expressly disclaims any and all liability, including, without limitation, any liability arising out of fault or negligence, for any loss arising from the use of or reliance on information contained in this document including representations or warranties or in relation to the accuracy or completeness

of the information, statements, opinions, forecasts, reports or other matters, express or implied, contained in, arising out of or derived from, or for omissions from, this document including, without limitation, any estimates or projections and any other financial information derived therefrom,

whether by way of negligence or otherwise; and

expressly exclude and disclaim all liabilities in respect of, make no representations regarding, any part of this Presentation and make no representation or warranty as to the currency, accuracy, adequacy, reliability or completeness or fairness of any statements, estimates, options, conclusions or

other information contained in this Presentation.
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Authorised for release by Vince Ippolito, Executive Chairman

Botanix Pharmaceuticals Limited


