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Green Whistle gets

the Green Light 

Investor Presentation 

Gordon Naylor – Chair

Brent MacGregor - CEO

3 March 2022 - 10am AEDT

Investors can register in advance for this 

presentation via the following link: 

https://us02web.zoom.us/webinar/register/WN_h_JHE2

2oQAirOoc7-7FDlQ

https://us02web.zoom.us/webinar/register/WN_h_JHE22oQAirOoc7-7FDlQ
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Disclaimer

This presentation contains certain forward-looking statements.  These forward-looking statements may be identified by words such as ‘believes’, ‘expects’, ‘anticipates’, ‘projects’, ‘intends’, 
‘should’, ‘seeks’, ‘estimates’, ‘future’ or similar expressions or by discussion of, among other things, strategy, goals, plans or intentions.  Various factors may cause actual results to differ 
materially in the future from those reflected in forward-looking statements contained in this presentation, among others:

1. pricing and product initiatives of competitors;

2. legislative and regulatory developments and economic conditions;

3. delay or inability in obtaining regulatory approvals or bringing products to market;

4. fluctuations in currency exchange rates and general financial market conditions;

5. uncertainties in the discovery, development or marketing of new products or new uses of existing products, including without limitation negative results of clinical trials or research 
projects, unexpected side-effects of pipeline or marketed products;

6. increased government pricing pressures;

7. interruptions in production;

8. loss or inability to obtain adequate protection for intellectual property rights;

9. litigation;

10. loss of key executives or other employees; and

11. adverse publicity and news coverage.

There can be no assurance that any existing or future regulatory filings will satisfy any health authorities’ requirements regarding any one or more product candidates, nor can there be any 
assurance that such product candidates will be approved by any health authorities for sale in any market or that they will reach any particular level of sales. 

Should one or more of these risks or uncertainties materialise, or should underlying assumptions prove incorrect, actual results may vary materially from those  described herein as anticipated, 
believed, estimated or expected. Medical Development International Limited is providing this information as of the date of this document 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.

Any statements regarding earnings is not a profit forecast and should not be interpreted to mean that Medical Developments International’s earnings for this year or any subsequent period will 
necessarily match or exceed the historical published earnings of Medical Developments International.  Medical Developments International Limited, its directors, officers and employees do not 
accept any liability whatsoever for any damage or loss caused by anything contained in this document.

For marketed products discussed in this presentation, please see full prescribing information on our website at www.medicaldev.com

All mentioned trademarks are legally protected.

http://www.medicaldev.com/
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“We have completed the review of
your submissions and have concluded  
that the clinical trial may be initiated”

FDA Feedback on 1 March 2022

Removal of Full Clinical Hold allowing Phase III trial to commence

▪ First request for FDA Meeting in February 2016

▪ Penthrox Clinical Trial placed on Hold in August 

2018

▪ Formal Review (Type C) Meeting in January 

2021

▪ MVP Clinical Hold Response Submitted in 

December 2021

▪ Numerous technical exchanges leading to……

The Journey So Far
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▪ First patient enrolled late 2022

▪ Expected study duration - 2 years

▪ 10 sites to be selected

▪ 200 patients in total

▪ Study costs circa A$12m

Protocol – treatment of moderate to 
severe acute trauma pain in pre-
hospital participants 

Trial Specifics
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• The lifting of the hold is unconditional

• In anticipation we had commenced clinical trial preparations 

• We expect registration and launch in FY26

• Selfie is the intended launch product

• A US launch will drive a second wave of expansion 

succeeding the current EU growth

Key Takeaways
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