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1 Medical Developments International

Key Achievements for H1FY19

Medical Developments International Limited’s (‘MDI’) (ASX: MVP) Gross Revenue grew 22% to  
$9.8 million (H1FY18 $8.0 million) and Net Profit after Tax was $132,000 (H1FY18 $127,000) for the six 
months ended 31 December 2018. EBITDA increased by 42% to $1,241,000 (H1FY18 $872,000).

Penthrox® has had a strong 6 months but we have not yet had a full roll out in Europe and elsewhere. 
Penthrox® is now approved in 27 European countries and whilst in-market launches are progressing, 
they take time and are being undertaken in a coordinated manner over the remainder of FY19. 
Some new launches are awaiting the completion of regulatory variation approvals related to labelling 
changes. To date Penthrox® has launched in-market in the UK, Ireland, France, Belgium, Slovakia, 
Sweden, Norway, Finland, Poland, Switzerland, Portugal, Slovenia, Croatia and Austria. Market 
launches for Germany, Italy and Spain are still to come. It is expected that by FY20, all launches will 
have occurred and be generating repeat orders. 

Medical device sales have also grown, driven by the strong performance of the Breath-A-Tech range 
and continued growth in North America (up 136%), offset partially by a disappointing UK result.

We are developing with CSIRO some exciting new production technology for the low-cost manufacture 
of a range of pharmaceuticals which we outline below.

Chairman’s and CEO’s Report

ÆÆ Sales into the USA grew 136% 

ÆÆ Sales in Asia up 297%

ÆÆ Respiratory devices sales up 6% on the prior year 

ÆÆ Raised $24.5m via Institutional Placement and 
Share Purchase Plan

ÆÆ CSIRO project using Continuous Flow technology 
for new drugs progressing 

ÆÆ Completed first Continuous Flow validation batches 
of methoxyflurane within the Scoresby facility 

ÆÆ Continued investment in clinical development 
programs and trials 

ÆÆ Received R&D Tax Incentive concession  
of $488,000

ÆÆ Repayment of all bank debt and strong balance sheet

ÆÆ MVP has declared a fully franked interim dividend of 
2 cents per share

Overview

Medical Devices

Other

ÆÆ Sales in Europe and the UK grew 375%

ÆÆ Global sales grew 37%

ÆÆ Sales to Australian ambulance grew 18%

ÆÆ Regulatory approval in multiple new European 
countries in addition to Hong Kong and Saudi Arabia

ÆÆ Launch orders filled for 8 new European countries 
including Germany and Spain

ÆÆ 128 hospital formulary approvals received  
in France and a further 69 across Europe

ÆÆ 109 hospital formulary approvals received  
in the UK and Ireland

ÆÆ Signed an exclusive Penthrox® deal for China  
and received AUD $22m upfront

ÆÆ Regulatory submissions and preparations ongoing 
in USA, China, Iran, Iraq, South Korea, Jordan  
and Russia

ÆÆ Progressed the Paediatric Study in the UK  
and Ireland (nearing 50% recruitment)

ÆÆ Progressed the Post Authorisation Safety Study 
(recruitment at 75%)

ÆÆ Good progress on other clinical trials

Penthrox®
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2 Medical Developments International

Penthrox®

Penthrox® global expansion

International Penthrox® sales (excluding New Zealand) 
grew 645% when compared to H1FY18, despite launch 
orders still to be received for multiple new countries. This 
growth is attributed to launch orders received and filled in 
relation to multiple markets including Germany, Switzerland, 
Spain, Sweden, Finland, Norway, Poland and Portugal. 
All of these countries are targeted for ‘in market launches’ 
over the course of the next 6 months. These launches are 
well advanced with a number awaiting the completion of 
regulatory variation approvals related to Penthrox® labelling 
changes. 

National Regulatory Applications are expected to be filed 
with the relevant agencies in the Netherlands, Greece, 
Macedonia, Serbia, Albania, Liechtenstein, Montenegro, 
Kosovo, San Marino, Vatican City, Bosnia and Herzegovina, 
Andorra and Monaco in due course. 

Elsewhere in the world, regulatory submissions and 
preparations for submissions are ongoing in USA, China, 
Russia, Iran, Iraq, Jordan and South Korea. 
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3 Medical Developments International

France

Since being launched in France in February 2017 in market 
sales continue to grow and feedback from these markets is 
positive. France now has approval from 128 hospitals and 
248 customers are buying and using Penthrox®. 

UK and Ireland

In the UK and Ireland, Galen continues to make good 
progress, and MVP supplied its fifth order post launch in 
the UK and Ireland. Sales grew 62% in the current period. 
109 hospitals have now approved Penthrox® and 409 
customers are using the product. The launch of Penthrox® 
in Ireland has proven to be a real success story and a 
benchmark by which future launches will be judged.

New Zealand

Penthrox® continues to perform strongly in New Zealand 
since being listed as the first line analgesic for New 
Zealand ambulance, and nitrous oxide being removed as 
a competitor. Phasing of sales however has led to a 25% 
reduction with 3 orders filled this half compared to 4 in  
H1FY18.

Australia

Sales to Ambulance grew 18% in the current period. This 
was an encouraging result and H2FY19 focus will be on 
maintaining momentum with Ambulance sales, whilst 
building fresh momentum amongst hospital and GP sales 
channels.

Penthrox®: Rest of World

MVP continues to negotiate with interested parties from 
around the world in terms of registering and selling 
Penthrox®. A number of key markets are drawing strong 
interest and we are encouraged by the responses we are 
getting from interested parties looking to partner Penthrox®. 
We are confident new distribution deals and registrations will 
be achieved in due course.

United States of America

Recent developments in the USA around opioid addiction 
and abuse make the clinical need and market opportunity 
for Penthrox® larger and more urgent. Given the public and 
legislative bias expressed by the USA government and its 
Food Drug Administration (FDA) against the use of opioids, 
Penthrox® as a non-opioid / non-narcotic, fast acting, safe, 
easy to use, store and administer acute pain drug should 
offer a compelling solution. 

Having submitted an IND during June 2018, on 25 July the 
FDA contacted MVP stating that it had questions about the 
IND application and until such time as those questions were 
answered the IND was on “Clinical Hold”. 

Since that time MVP has been working towards obtaining 
the required data to answer the FDA’s questions. Integral to 
that data is the completion of a Phase 1 Pharmacokinetic 
Study which characterises how the drug moves through the 
human body. This study is being done in partnership with 
Mundipharma in Europe. It is a 56-patient escalating dose 
study in which results are due in March. A seond integral 
study is MVP’s Post Authorisation Safety Study in the UK 
which tracks any adverse events recorded by patients using 
Penthrox®. The preliminary report covers 500 Penthrox® 

patients (1000 in total) and will be available in March. This 
report will provide critical safety data for the FDA. 

At this stage MVP expects to request a meeting with the 
FDA in April after which we plan to refile our IND during 
Q1FY20.

MVP are confident we will be able to supply the FDA with the 
additional information it requires. Our confidence is based on 
our 30+ years of experience, Penthrox® demonstrated safety 
profile over that time, our recent achievements in getting 
Penthrox® approval for sale in more than 28 countries in the 
last few years and our ongoing clinical work being performed 
around the world.

MVP continues to discuss its commercial plans to sell 
Penthrox® in the United States with interested parties.

F
or

 p
er

so
na

l u
se

 o
nl

y



4 Medical Developments International

Respiratory Developments

Overall gross revenue from respiratory devices grew 6% 
on H1FY18. Our respiratory device business grew strongly 
in the United States, Canada and Asia. Whilst our Breath-
A-Tech sales were strong, our combined Australian/NZ 
respiratory sales were flat. 

Gross sales into the USA market grew 136% and we 
continue to build our business in that market. We are well 
on the way to establishing ourselves as a major supplier of 
respiratory devices in the USA and we are negotiating new 

distribution deals with some of the larger pharmacy chains in 
the USA. We expect to deliver significant sales growth in that 
market in the years ahead.

Sales into the UK/Europe declined 61% as a result of a 
major pharmacy deal not going ahead. That deal is still 
being negotiated. MVP’s distribution partner in the UK had 
previously purchased stock in anticipation of the deal closing 
which resulted in significant overstocking. 

MVP continues to invest heavily in our clinical and research 
programs. Our ambition is to extend the use of Penthrox® 

into Acute Pain applications including Surgical Procedures, 
Breakthrough Pain and ultimately Home Use. Together 
with our partners, we have begun undertaking clinical 
programs to expand the indication for use of Penthrox® to 
acute pain procedures in the European Union. The benefit 
of this extension will be available to our partner in Europe 
and, more importantly, it will provide essential clinical data 
to have the market opportunity for Penthrox® extended in 
jurisdictions worldwide. By way of example, we believe the 

market for Surgical Procedures is bigger than the global 
opportunity for Penthrox® in Trauma Pain, our traditional 
market.

Our longer-term ambition is to gather sufficient clinical and 
safety data to extend the use of Penthrox® into:

a. minor surgical procedures; 

b. breakthrough post-operative and cancer pain;

c. repeat use scenarios; and ultimately

d. home use.

Clinical Developments

Commercial Developments

CSIRO Project

Our development program with the CSIRO is now more than 
18 months old. Progress has been encouraging. 

Our scientific development team includes some of 
Australia’s and the world’s leading experts in small molecule 
manufacture and Continuous Flow technology. Good 
progress is being made on several pharmaceutical products 
which we detail as follows:

• Lidocaine – Proven manufacturing process using 
continuous flow technology at commercially viable 
manufacturing scale. Writing invention statement and 
developing patent. Discussions have commenced with 
potential interested parties.

• Diclofenac – Proven manufacturing process using 
continuous flow technology. Moving to small scale 
production testing. Writing invention statement and 
developing patent.

F
or

 p
er

so
na

l u
se

 o
nl

y



5 Medical Developments International

• Salbutamol - Proven manufacturing process using 
continuous flow technology. Moving to small scale 
production testing. Writing invention statement and 
developing patent.

• Sevoflurane – New batch manufacturing process 
invented. Continuous flow technology being developed.

• Synthetic cannabinoids - Continuous flow technology 
being developed. 

• Other target products include Ziprasidone, Isoflurane, 
Donepezil and Salmeterol. Some of these products share 
the same continuous flow technology being developed for 
the targets listed above. These products will be pursued 
once the technology for the priority target products is 
proven at a commercially viable scale.

As part of our project we have discovered and are 
proceeding to patent an important ‘new intermediate 
molecule’ used to manufacture Diclofenac, using traditional 
manufacturing techniques. On face value this new 
intermediate molecule may deliver significant benefits to the 
existing ‘batch’ manufacturing process.

We are pleased with the progress of this initiative and 
confident it will deliver several valuable commercial 
opportunities to our business in the future.

Veterinary Our Vet business grew 21% in H1FY19. 

FY19 Half Year Financial Result

Overall Sales of Penthrox®

Penthrox® sales were up 37% on H1FY18 driven by growth 

in international Penthrox® sales. Driving the increase in 

international sales were multiple new European orders, 

combined with further orders from the UK and Ireland, 

Canada, Middle East and Singapore. 

Overall Medical Devices Revenue

Sales grew 6% but we delivered good growth in the USA, 

Asia and Australia (Breath-A-Tech), but in the UK/Europe, 

sales were behind H1FY18.

Gross Margins

Gross Margins whilst still strong, were down on prior 

year reflective of the significant increase in lower margin 

international Penthrox® sales during the current half.

Expenses

Operating Expenses were in line with expectations and circa 

$300,000 more than H1FY18. MVP experienced ongoing 

‘pharmacovigilance’ cost increases as a result of expanding 

geographic sales for Penthrox® and Medical Devices. MVP 

also incurred close to $100,000 of costs associated with 

the due diligence undertaken in relation to the Penthrox® 

China Licensing and Distribution deal signed in October 

2018. Payroll costs also increased with most other expenses 

marginally up on prior year. MVP is not budgeting for 

significant increases in operating expenses moving forward.F
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6 Medical Developments International

Outlook

MVP is in the strongest position it has ever been in terms of 
delivering on its global potential and worldwide roll-out.  We 
are in a strong financial position and have a global pipe line 
for sales growth for Penthrox®; our Respiratory Devices, and 
a development portfolio of value creating opportunities within 
those businesses. We expect to deliver new partnership 
deals, expand our product offering and grow sales.

Clinical programs and indication extensions will expand the 
use of Penthrox® globally and our manufacturing technology 
development program could deliver a global change to how 
some pharmaceuticals are made.

MVP’s ambition is to globalise Penthrox®, and in doing so, 

make it the mainstream analgesic of choice around the 
world. 

Our Respiratory Devices are leaders in the field and we will 
continue our global expansion and in particular, further build 
on our USA business. 

Our initiative to develop new production technologies is 
progressing well and we have identified several potential 
products which we think will deliver value to shareholders.

MR JOHN SHARMAN
CHIEF EXECUTIVE OFFICER

+61 3 9547 1888 

MR DAVID WILLIAMS
CHAIRMAN

+61 414 383 593

Further Information:
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Deloitte Touche Tohmatsu 
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Melbourne VIC 3000 
GPO Box 78 
Melbourne VIC 3001 Australia 
 
Tel:  +61 (0) 3 9671 7000 
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The Board of Directors 
Medical Developments International Limited 

4 Caribbean Avenue 

SCORESBY VIC 3179 

 

20 February 2019 

 
 

Dear Board Members 

 
Medical Developments International Limited 

 

In accordance with section 307C of the Corporations Act 2001, I am pleased to provide the 
following declaration of independence to the directors of Medical Developments International 

Limited. 

 
As lead audit partner for the review of the financial statements of Medical Developments 

International Limited for the half year ended 31 December 2018, I declare that to the best of my 

knowledge and belief, there have been no contraventions of: 
 

(i) the auditor independence requirements of the Corporations Act 2001 in relation to the 

review; and 
 

(ii) any applicable code of professional conduct in relation to the review. 

 
 

Yours faithfully 

 
 

 

 

DELOITTE TOUCHE TOHMATSU 

 

 
 

 

Samuel Vorwerg 
Partner 

Chartered Accountants 
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Independent Auditor’s Review Report to the members of Medical 
Developments International Limited 

 
We have reviewed the accompanying half-year financial report of Medical Developments 
International Limited (the “Company”) and its subsidiaries (“the “Group”), which comprises the 
condensed consolidated statement of financial position as at 31 December 2018, and the 
condensed consolidated statement of profit or loss and other comprehensive income, the 

condensed consolidated statement of cash flows and the condensed consolidated statement of 
changes in equity for the half-year ended on that date, selected explanatory notes and the 
Directors’ declaration of the Group.  
 
Directors’ Responsibility for the Half-Year Financial Report 
 
The directors of the company are responsible for the preparation of the half-year financial report 

that gives a true and fair view in accordance with Australian Accounting Standards and the 

Corporations Act 2001 and for such internal control as the directors determine is necessary to 
enable the preparation of the half-year financial report that gives a true and fair view and is free 
from material misstatement, whether due to fraud or error.  
 
Auditor’s Responsibility 
 

Our responsibility is to express a conclusion on the half-year financial report based on our review. 
We conducted our review in accordance with Auditing Standard on Review Engagements ASRE 
2410 Review of a Financial Report Performed by the Independent Auditor of the Entity, in order to 
state whether, on the basis of the procedures described, we have become aware of any matter that 
makes us believe that the half-year financial report is not in accordance with the Corporations Act 
2001 including: giving a true and fair view of the Group’s financial position as at 31 December 

2018 and its performance for the half-year ended on that date; and complying with Accounting 
Standard AASB 134 Interim Financial Reporting and the Corporations Regulations 2001. As the 
auditor of Medical Developments International Limited, ASRE 2410 requires that we comply with 

the ethical requirements relevant to the audit of the annual financial report. 
 
A review of a half-year financial report consists of making enquiries, primarily of persons 
responsible for financial and accounting matters, and applying analytical and other review 

procedures.  A review is substantially less in scope than an audit conducted in accordance with 
Australian Auditing Standards and consequently does not enable us to obtain assurance that we 
would become aware of all significant matters that might be identified in an audit. Accordingly, we 
do not express an audit opinion. 
 
Auditor’s Independence Declaration 
 

In conducting our review, we have complied with the independence requirements of the 
Corporations Act 2001. We confirm that the independence declaration required by the Corporations 
Act 2001, which has been given to the Directors of Medical Developments International Limited, 
would be in the same terms if given to the Directors as at the time of this auditor’s review report.  
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Conclusion 
 
Based on our review, which is not an audit, we have not become aware of any matter that makes 
us believe that the half-year financial report of Medical Developments International Limited is not 
in accordance with the Corporations Act 2001, including: 

 
(a) giving a true and fair view of the Group’s financial position as at 31 December 2018 and of its 

performance for the half-year ended on that date; and 

 
(b) complying with Accounting Standard AASB 134 Interim Financial Reporting and the 

Corporations Regulations 2001. 
 

 
 
 
 
DELOITTE TOUCHE TOHMATSU 
 

 
 
 
Samuel Vorwerg 
Partner 

Chartered Accountants 
Melbourne, 20 February 2019  
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