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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 materialize, 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.
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Vision
Medical Developments International (MVP) is a leading Emergency Medicine Company.
Our aim is to:
1. Provide unique and innovative products to assist our customers in the management of acute
pain, trauma and procedural pain and to be the market leader globally.
2. Provide unique and innovative products to assist our customers in the management of delivery
of respiratory medications, resuscitation and oxygen therapies and to be the market leader in
Medical Devices for Asthma and COPD markets globally.
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Penthrox®
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Penthrox®

Penthrox is becoming mainstream in the UK and Ireland
Everton’s James McCarthy suffered a double leg fracture in Everton’s premier league game against West Bromwich

Source: Getty Images

Source: Getty Images

Shown on television show “24 Hours
in ED” St George Hospital, UK - 2018

Source: 24 Hours in ED
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Penthrox®

Penthrox is becoming mainstream in the UK and Ireland
Ireland centre Robbie Henshaw injured
against Italy in the 2018 Six Nations
Ireland’s Jordi Murphy is carried off the field during the first half of a match
against New Zealand in Chicago, USA (Nov 2016)

Source: The Times UK. https://tinyurl.com/yd4c3trv

Source: The Irish News https://tinyurl.com/ydhko94x

Source: Sports Joe https://tinyurl.com/ydysk74e
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Penthrox®

UK and Ireland update
In market sales in the UK and Ireland grew 83% in H1FY18 vs H2FY17.
There are 90 hospital formulary approvals.
All 90 hospitals are ordering on a regular basis.
Penthrox has been sold into 286 (up from 122 in October)
Hospitals, clinics and ambulance services in the UK and
Ireland so far.
Many of these first sales are “pre formulary” approvals.
136 of these customers have re-ordered Penthrox.
Penthrox is currently listed in 7 Major Trauma Centres.

7

Penthrox®

France update
Our partner is making excellent progress in France.
In market sales in France are growing. In summary:
• The target is 350 hospitals to approve Penthrox in France.
• 250 formulary applications have already been submitted.
• 115 formularies have approved Penthrox in France.
• 16 formulary applications rejected.
• 208 Penthrox customers, 115 customers with at least 2
orders.
• 55% of customers who have ordered Penthrox have
already re-ordered.
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Penthrox®

Regulatory approval for Penthrox in the rest of Europe
In addition to France, Belgium, UK, and Ireland we
have 6 new European countries approved to sell
Penthrox.
We expect Regulatory Approvals for an additional
16 countries during 2018 – Bulgaria, Germany,
Italy, Spain, Norway, Sweden, Finland, Poland,
Czech Republic, Slovenia, Portugal, Cyprus,
Lithuania, Luxemburg, Romania and Croatia.
Sales are expected to commence during H2FY18.
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Penthrox®

Regulatory approval for Penthrox in the rest of World

10

Penthrox®
USA

Work on getting Penthrox approved in the USA is
progressing well.
We are on track to submit our IND in the next few
months.
After discussions with the FDA we will request Penthrox
be granted “fast track” status.
We believe the aggressive negative bias against opioids
for analgesia in the USA make Penthrox a compelling
alternative.
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Penthrox®

A billion dollar opportunity in the USA
141 million admissions to the ER
each year in the USA.*

Significant non narcotic bias
for treatment of pain in the
ER and elsewhere. Penthrox
is a solution.
79 million urgent and semi
urgent trauma cases in the ER.*

33 million possible Penthrox cases pa.*

Additional Future Indications
include:
• Minor surgical procedures
• Breakthrough pain (cancer and
post operative
• Dentistry procedures
• Cosmetics procedures
(Total estimated market $3 billion)
Peak sales in USA (trauma) could be $1 billion per
*National Hospital Ambulatory Medical Care Survey 2014
annum.**

**Bases on company estimates relating to selling price and market penetration

12

Penthrox®

Why Penthrox in the USA?
Non-narcotic trauma relief, nonaddictive, safe.1 Not a restricted or
controlled medicine.

You can drive home and go back
to work after Penthrox.2

Penthrox can materially improve the throughput of
patients7,8 in the ER because it enables better time to
analgesia and less medical care and observation compared
to narcotics.
Penthrox improved time to
analgesia.5,6

The average time spent in the ER
if you have a narcotic is 6 hours.
Penthrox may be able to reduce
that by more than 50%.3

1. Penthrox Summary of Product Characteristics (SPC), 2015
2. Nguyen et al., Journal of Gastroenterology and Hepatology, 30 (Suppl. 3): 55, 2015
3. Company estimate
4. US Agency for Healthcare Research and Quality. Emergency Room Services-Mean and Median Expenses per Person With Expense
and Distribution of Expenses by Source of Payment: 2008. Medical Expenditure Panel Survey Household Component Data.
5. Sokoloff et al. BMJ Open 2014; 4e004288. doi:10.1136/bmjopen-2013-004288
6. Ng et al. Clinical Evaluation of Penthrox® (Methoxyflurane) and Tramadol for the Singapore Emergency Ambulance Service. SEMS.
27 Feb 2016.
7. Spruyt et al., BMJ Supportive & Palliative Care, 4(4):342-8. 2014
8. Nguyen et al. Endosc Int Open. 3(5): E487-93. 2015.

In 2008 the average cost for an ER bed for a category 4
trauma was USD$12984 (without medical care or medication
costs).
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Penthrox®

Potential cost analysis for USA
Estimated costs of IV Opioid treatments
for acute pain

Estimated costs of a Penthrox®
treatment for acute pain*
Drug

Total Cost:
$1,298

Drug
Administration,
$25

Administration,

Staffing & Patient
Monitoring, $117
Adverse Events
Costs, $113

Total Cost:
$563*

$15.75

Staffing,
$29.25

Emergency Department
Bed & Other Hospital
Charges, $518.255
Emergency Department Bed &
Other Hospital Charges,
$1,0375

Penthrox® could help to reduce the cost of analgesia by approximately
$729 per patient, as it is non-invasive, requires less observation time and
allows the patient to receive medical attention and be discharged earlier.

1 DIDONATO, K, et al, 2016. Intravenous Administration of Morphine In The Emergency Room Inflicts A Substantial Economic Burden In The EU5. Available from: http://www.acelrx.com/technology/publications/arx-04/Poster%20PSY45_06OCT2016.pdf
2 PALMER, Pamela et al., 2016. Cost Of Delivering Intraveneous Opioid Analgesia In Emergency Departments In The United States; AcelRx http://www.acelrx.com/technology/publications/arx-04/ISPOR%202016%20ER%20IV%20MS%20Poster%205%209%2016.pdf
3 FOLEY, Mathew, et al., 2008. Financial Impact of Emergency Department Crowding. https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3099606/
4 Cleveland Clinic, 2016. Patient Price Information List; http://my.clevelandclinic.org/ccf/media/files/Patients/cleveland-clinic-main-charges.pdf
5 Based on company estimates of 4-6 hours observation post IV administration compared with 2 hours of observation pre discharge when using Penthrox

*Based on company estimates

14

Penthrox®

Penthrox® clinical program for USA
2017

2019

2018
IND Toxicology:
- 2 by 14 Day Repeat Dose
rat and dog studies
- General validation and
assay studies to support
existing data

Phase I Dose ranging
Healthy Volunteer Study
Phase I IND
submission to
End of Phase II
FDA
FDA meeting

2020

Additional Phase III to
support existing Phase III
studies and data
Phase III IND
Amendment
submission
to FDA

NDA submission
to FDA
FDA Approval

FDA meeting

Safety Pharmacology:
- General functional
Observational
Battery studies to
support existing data

IND Metabolism:
- General In Vitro
studies to
support existing
data

Paediatric
Submission
to FDA

Pre NDA
meeting
with FDA

Launch In USA

Pharmacokinetics and
Toxicology Studies:
- General studies to
support existing data
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Penthrox®

New manufacturing technology
Construction of MVP’s new manufacturing facility was completed
on time and on budget.
The TGA issued the “Licence to Manufacture Pharmaceuticals”
in February 2018.
We expect GMP certificate and global regulatory approvals
during H2FY18.
The new facility will deliver a quantum shift in the manufacturing
of Penthrox in terms of cost, quality, consistency and capacity.
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Future of MVP

New manufacturing technology
Our ambition is to develop new patentable manufacturing
technologies that will deliver cost saving, improved quality,
consistency and safety standards for existing and new
pharmaceutical products.
We have successfully completed the Stage II small scale
production run for Lidocaine.
We estimate the global sales market for Lidocaine is USD
$3.5billion.
We will continue work to develop and innovate manufacturing
technologies to make pharmaceutical products and create
intellectual property.
We have a number of other drug products we are working on.
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Future of Penthrox®

Clinical development program
Additional clinical trials and studies are planned for FY18 (and beyond) which will broaden the
indications for use of Penthrox®. Our longer term ambition is to extend the use of Penthrox® into:
• Acute Pain / Minor Surgical Procedures (market size estimate $2billion);
• Acute Anxiety – replacement therapy for SSRI’s or Benzo’s;
• Breakthrough Pain / Repeat Use (market size estimate $6billion); and ultimately
• Home Use / First aid box.
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Penthrox®
Outlook

MVP’s ambition is to globalise Penthrox and in doing so make it the mainstream analgesic of
choice around the world. That process has begun. Over the next 12 months+ we expect to:
•

obtain approval to sell Penthrox in 37 countries throughout Europe and in a number of
countries outside the EU. We expect to make first sales during H2FY18 into a few of these
new countries. However, we expect more material sales growth to commence during FY19
and beyond as the various approvals at hospital level are obtained and the use of Penthrox
becomes “mainstream”;

•

conclude additional distribution partnership for new countries, including USA, China, Asia; and

•

progress work on gathering the clinical data needed to submit a “New Drug Application” to the
Food & Drug Administration in the USA, and extend the ‘indications for use’ for Penthrox.
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Respiratory and Medical Devices
20

Respiratory Division
H1FY18

Sales of Respiratory Devices in the USA grew 115%.
We now have almost 13,000 pharmacies available to sell our product across the USA.
Sales of Respiratory Devices in the UK and Europe grew 21%.
Sales of Breath-A-Tech in Australia declined on a comparative basis because there were no new
product launches in H1FY18.
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Respiratory Devices

Sold in more than 20 countries

Ireland

Netherlands
Sweden
UK

Canada
USA
Gibralta

Switzerland

Austria

Germany
Belgium

Italy
Malta
Spain
Portugal
UAE
KSA
Kuwait

Greece
Cyprus
Korea
Singapore
Malaysia
Australia

Hong Kong
New Zealand
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Respiratory Devices
USA

We have access to 13,000 pharmacies in the USA.
We are core range for Walgreens, Walmart, Sam’s, Kmart and
others.
There are 67,000 pharmacies in the USA.
The response to our product offering in the USA has been
excellent.
We are working on additional pharmacy chain deals.
We are now adding focus to GPO Hospital contracts.
We expect sales growth from the USA business.
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Respiratory Devices
Outlook

MVP’s ambition is to globalise the sales of its Respiratory Devices. That process has begun.
We already have partners and make sales in more than 20 countries.
Over the next 12 months we expect to:
•

obtain additional partnership deals in the USA and deliver sales growth;

•

obtain additional partnership deals in other countries around the world;

•

consolidate our position as the largest supplier of Respiratory Devices in Australia;

•

introduce new products; and

•

continue to drive down costs and increase the range and quality of our products.
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MVP Corporate
25

Penthrox®
H1FY 18

Sales of Penthrox to Ambulance in Australia remain strong.
Sales of Penthrox to Hospitals and GP grew 38%.
Sales of Penthrox to NZ Ambulance grew 305% as a result of all NZ
Ambulances adopting Penthrox as first line sole analgesia.
Delivered repeat order for UK and Belgium.
No orders from France or Qatar.

Source: Herald Sun
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Financial Summary
During H1 MVP:
•

Delivered gross revenue of $8.0m down 3%

•

Sales of Respiratory Devices across the world fell 3% (mainly timing related).

•

Strong Gross Margins - increasing from 69% to 72%.

•

Moderate expense increases attributed to:
- increased pharmacovigilance costs as the geographical footprint for Penthrox is expanded;
- staff increases within Quality, Regulatory and Production; and
- marketing fee increases due to strong growth in Penthrox sales to New Zealand and also
within Australian GP’s and Hospitals.

•

Delivered Net Profit after tax of $0.13m.
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Financial Summary
During H1FY18 MVP:
•

Declared a 2 cent fully franked dividend (DRP with a 5% discount again offered).

•

Drew down $3.5m of the $11m Debt Funding facility.

•

Invested:
-

$2.1m into USA regulatory program;

-

a further $1.2m into other clinical trials and Penthrox regulatory approvals;

-

$1.3m into equipment for the Scoresby Manufacturing facility;

-

$0.3m into the CSIRO project; and

-

$0.6m in dividends (net of DRP).
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MDI Investor Dashboard (ASX: MVP)
Historical Stock Chart (3yr)
Current Stock Price

7.50
Day High
Day Low

▲ 0.110 (1.49%)

21 Feb, 10:18am

7.500
7.420

Open
7.420
Prev. Close
7.390
Avg. Volume 106,566
52 Wk. High
52 Wk. Low
Mkt. Cap

8.070 (12 Jan 2018)
4.590 (1 Mar 2017)
443.23 (Mil)

29

Intellectual Property
MVP is protecting its future by generating intellectual property from its manufacturing
technology and delivery devices.
MVP has filed and is managing the following patents and trademarks:
• 7 Penthrox Inhaler patents;
• 5 Respiratory patents;
• 1 manufacturing patent; and
• numerous trademark filings to mirror global growth.
MVP is also generating significant “Data Exclusivity” rights from its successful regulatory
approvals around the world.
Note: “Data Exclusivity” works like a patent and protects the product in market from competition but usually for a shorter period of time.
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MVP Corporate Overview
David Williams

Dr Harry Oxer

Leon Hoare

Max Johnston

Allan McCallum

Phillip Powell

Non-Executive
Chairman

Non-Executive
Director

Non-Executive
Director

Non-Executive
Director

Non-Executive
Director

Non-Executive
Director

The Managing Director
of Kidder Williams Ltd,
with 32 years
experience in
investment banking.

A Medical Consultant
to MVP and St John
Ambulance in Western
Australia.

Recent Managing
Director of Smith &
Nephew in Australia
and New Zealand.

Recent MD of J&J Asia
Pacific. A NonExecutive Director of
Enero Group Ltd,
Polynovo Limited and
Chairman of Probiotec
Limited.

Over 15 years public
companies experience
including an ASX 50
company.

A Chartered
Accountant and has an
extensive finance
background.

John Sharman

Chief Executive
Officer

Mark Edwards

Chief Financial Officer
& Company Secretary

Glenn Gilbert

Head, Sales &
Marketing

Scott Courtney

Director of
Operations &
Research

Chi Wai Ng

Sue Anne Yee

Jake Golding

Associate Director –
Regulatory Affairs

Associate Director –
Medical Affairs

Quality Assurance &
Validation Manager

31

Contact Details
HEAD OFFICE

4 Caribbean Drive
Scoresby, Victoria, Australia, 3179
Tel: +61 3 9547 1888
Fax: +61 3 9547 0262
Web: www.medicaldev.com
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