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Results for Announcement to the Market 
 

The following information is provided in accordance with ASX Listing Rule 4.3C.2 

 

 
 Percentage 

Change 
 Amount 

$’000 

Revenue from ordinary activities Up 23.9% to 11,608 

Profit after tax from operating activities 
attributable to members 

Up 74.7% to 1,529 

Net Profit after tax attributable to members Up 74.7% to 1,529 
 

Earnings Per Share 
Basic earnings per share for the year ended 30 June 2015 was 2.6 cents (30 June 2014: 1.5 
cents). 
 
Net Tangible Assets 
Net tangible asset backing per ordinary share as at 30 June 2015 was 1.6 cents (30 June 2014: 
0.12 cents). 
 
Brief explanation of the figures above 
Refer to the preceding review of operations. 
 
Annual General Meeting 
 
The Annual General Meeting will be held as follows: 
 
Place: 

 

Deloitte 
Level 10, 550 Bourke Street, Melbourne 

Date: Tuesday, 27 October 2015 

Time: 10.30am 
 



 
 
 
 

21 August, 2015 
 
 
ANNUAL REPORT 
 
 
Pursuant to listing rule 4.3A, please attached Medical Developments International Limited’s 
audited Financial Report for the year ended 30 June 2015 and associated results 
announcement. 
 

 
Company Secretary 

 
 

 



Chairman’s  
and CEO’s  
Report

A Milestone Year For MVP 

Medical Developments International Limited. (“MDI”) (ASX: MVP) 
delivered a Net Profit after Tax of $1.529 million for the year ended 
30 June 2015. Sales grew 24% to $11.608m, whilst Earnings Before 
Interest and Tax grew 191% to $2.251 million. 

In May it was announced that the Medicine and Healthcare products Regulatory Agency (“MHRA”) had issued the Final 
Assessment Report with the support of France, Belgium and Ireland authorities noting all outstanding issues pursuant to the 
Decentralised Procedure have been successfully resolved and Penthrox® is approvable. We are currently working through the 
National Phase which is the final step in the ultimate approval of Penthrox® for sale in these markets. We estimate there are 
50 million Accident & Emergency hospital attendances each year across these countries. 

Elsewhere in the world, our Regulatory Dossier, used in the United Kingdom, France, Belgium and Ireland has already been 
submitted or is in the process of being submitted to regulatory agencies in Russia, Saudi Arabia, Israel, Singapore, Mexico, 
Hong Kong, Malaysia, Taiwan and Iran. We expect regulatory approvals to sell Penthrox® in these markets to be granted over 
the course of the next 12–18 months. 

The company is now also focusing on getting Penthrox® approved for sale in the USA. Our initial advice is that our Regulatory 
Dossier can be used as the basis for our submission to the FDA. We are in the process of appointing a US regulatory 
consultant to help us through this process.

Overall sales of Asthma devices across our markets in Australia, New Zealand, Europe and North America increased by 36% 
in FY15. A key feature of this growth was in Europe, where focused sales efforts drove growth in the region by 172%.  
North American asthma device sales grew 593%, aided by the appointment of a Canadian based General Manager of Sales.  
We expect further sales shortly into this largely untapped market as a result of further FDA 510(k) submissions and approvals.

$1.529m

NET PROFIT 
AFTER TAX

24%
UP ON PRIOR PERIOD

TOTAL  
SALES

191%
UP ON PRIOR PERIOD

EARNINGS BEFORE 
INTEREST AND TAX

75%
UP ON PRIOR PERIOD

NET PROFIT  
AFTER TAX

$2.46m

BANK 
DEBT*

*	net bank debt of nil when combined with 		
	 closing cash balances

159%
UP ON PRIOR PERIOD

CASH FLOWS FROM 
OPERATING ACTIVITIES   

DAVID WILLIAMS
CHAIRMAN

JOHN SHARMAN
CEO



FY15 Group Cash Flow
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Global Penthrox® 
Strategy

Key 
 Current key Penthrox®® markets

 Pending Registrations / emerging markets

 Future

Mexico

Singapore

Malaysia

Iran

Iraq

Israel

European Union

Ireland

UK

USA
Japan

Canada



Key Achievements for FY15

	 Strong rebound in Australian Respiratory Device sales.

	 Established North American office.

	 Established additional distribution channels in Europe.

	 Appointed PSUK as the exclusive distributor of MDI’s range of 	
		  respiratory devices for the UK.

	 Significant sales growth in New Zealand.

	 Strong sales growth from international markets including Europe 	
		  and Canada.

	 New product lines approved for sale in Australia, Asia, Europe  
		  and North America.

	 Successfully completed construction of the commercial scale  
		  plant for the new methoxyflurane manufacturing process. 

	 Ongoing improvement in manufacturing costs and efficiency. 

	 159% improvement in cash generated from operating activities.

	 $2.5 million reduction in bank debt position (net bank debt of nil  
		  when combined with cash balances).

	 Claimed R&D Tax Incentive concession of $282k.

	 Claimed other export and marketing related grants totalling $111k.

	 Continued investment in new product development.

	 Continued investment in clinical development programs and trials.

	 Strong Sales growth for Penthrox® in Australia.

	 First sales of Penthrox® in South Africa.

	 Approvable finding for Penthrox® in Europe.

	 Regulatory submissions made in multiple countries.

	 Appointed Galen Ltd as distribution partner in UK & Ireland  
		  and received upfront payment. 

	 Strong sales growth in Dental market.

	 Strong sales growth to Australian General Practitioners  
		  & Hospitals markets. 

	 Strong sales growth in the Middle East.

	 Progress in product development.

Respiratory 
Medical 
Devices

Other

Penthrox®



Review of 
Operarions

Pharmaceuticals
All segments of our Penthrox® business performed strongly 
and sales of Penthrox® grew 32% compared to FY14. 
Sales to our Ambulance business grew by 22% and sales 
to Hospitals and General Practitioners grew 32%. Sales for 
our Dental business grew 67% which is the result of our 
business partner expanding our presence in this market.

Internationally we made our first sales to South Africa in 
FY15. We expect South Africa to be a significant market for 
Penthrox®. Sales in the Middle East grew 118%.

Clinical Developments

MDI continues its program of developing applications for 
Penthrox®. Additional clinical trials are planned which may 
open up new areas of use for Penthrox®. During the year  
we have directly and indirectly progressed the following 
clinical studies:

•	 A psychomotor function study undertaken at Royal 	
Adelaide Hospital aimed at demonstrating that the 
use of Penthrox® would not impair a patient’s ability 
to drive or operate machinery is in its final stages 
with patient recruitment completed in June 2015. 
The results indicate Penthrox® induces an acute but 
short-lasting impairment of psychomotor and cognitive 
performance, which returns to normal within 30 minutes 
after inhalation. This is a significant result for Penthrox® 
and means that patients do not require longer term 
monitoring after the administration of Penthrox®, and 
patients can be safely returned to tasks that require 
high psychomotor skills such as driving 30 minutes 
after cessation of Penthrox®, which is a very significant 
advantage over all of its narcotic competitors.

•	 An active comparative trial in Singapore, which 
compares the benefits of intramuscular Tramadol 
v Penthrox® in an Ambulance setting. This trial 
is progressing well with recruitment having been 

completed. Interim results are very positive for 
Penthrox® and we expect this trial will be completed 
towards the end of 2015.

•	 We are developing three additional clinical trials in 2015 
which will support our marketing efforts in Europe  
and elsewhere.

Commercialisation

South Africa

After receiving approval to sell Penthrox® in South Africa 
in June 2014, we made our first sales to South Africa in 
FY15. We expect South Africa will be a significant market for 
Penthrox® and should grow significantly in FY16. 

Europe

MDI is finalising contracts with a significant pharmaceutical 
company having expertise in pain management products to 
distribute Penthrox®. 

UK and Ireland

MVP entered into an exclusive Distribution, License and 
Supply Agreement with Galen Limited to supply Penthrox® 
in the United Kingdom and Ireland. Sales to Galen are 
expected in the first half of FY16.

USA

MDI has commenced the process of reviewing the 
necessary steps to get Penthrox® approved for sale in the 
USA including the appointment of professional advisors. 
The USA approval will become a key priority in FY16 and 
beyond.

Russia

We have been working on our Russian Registration Dossier 
to have Penthrox® approved for sale In Russia for more 
than two years. The Russian Registration Dossier has been 



reviewed by experts and our application lodged with the 
Ministry of Health for Russia. 

Eastern Europe and Middle East

We have achieved very significant sales success in the  
Middle East. Our business grew by 118% and is showing 
signs of further growth potential in FY16. In Eastern Europe 
our business performed below expectations with sales 
falling 17%. This is mainly due to the political unrest in the 
region and we expect this business to recover in FY16. 

Australia

Domestically, sales to Ambulance increased 22%  
during the year due with grow across all mainland states  
and territories. 

Medical Devices: 
Respiratory
Overall Respiratory sales have increased 42% in FY15.

Australia

Our Australian respiratory business has rebounded well 
from a difficult FY14 and with sales increasing 13%. Much 
of FY15 growth can be attributed to our spacer range now 
being stocked in Australia’s two largest retail pharmacy 
chains. 

North America

Our North American Respiratory business has grown 
significantly in FY15, increasing by 593% as a result of our 
distributors success in winning more tenders and increasing 
their range of MVP respiratory products sold in the market. 

Our “anti-static” Compact Space Chamber Plus products 
are expected to be approved by the FDA shortly and having 
a full range of our respiratory products approved and 
available for sale is expected to deliver further significant 
growth in FY16. 

Our initial assessment of the USA market is that there are 
approximately 20 million space chamber devices sold each 
year. Our products are amongst the world’s best and our 
ambition is to win significant market share over the  
coming years. 

Europe 

Our business in Europe (including the UK) was profitable 
for the first time since established. Respiratory sales grew 
172% in FY15. During FY15, MDI entered into an exclusive 
agreement with PSUK to supply its range of respiratory 
devices in the UK. The agreement includes minimum 
quantities for 3 years that will drive ongoing sales growth 
of respiratory devices in the UK. PSUK supply the majority 

of doctors and pharmacies in the UK with medical devices. 
We have also made progress on mainland Europe with sales 
growing 93%. 

We expect further very significant sales and profitability 
growth in our European/UK Respiratory Device business 
during FY16.

New Zealand

Our New Zealand business grew 17% in FY15. 

Asia

We have increased our presence and marketing efforts 
throughout Asia and sales into this region grew 8% year  
on year. We expect further growth in FY16.

Vet
Our Vet business declined 11% in FY15. However we 
achieved a significant improvement in H2FY15 because we 
opened new markets in China and South East Asia. Our 
increased sales efforts and continued fall in the Australian 
dollar is expected to further help our export business  
in FY16.

Research and 
Development
During FY15 we completed the final stage of constructing 
our commercial scale plant for the new methoxyflurane 
manufacturing process. Three validation batches using the 
new process were completed under production conditions. 
This initiative will revolutionise our manufacturing process 
and transform the cost base for Penthrox®. In addition to 
valuable intellectual property, this project will create ongoing 
options for innovation and growth which previously did  
not exist.

Operating Expenses
During the year, the Company invested heavily in our 
regulatory, product development, sales, marketing and 
research and development teams. The investment in 
clinical studies, research and development and product 
development has been capitalised to intangible assets where 
appropriate. 

The Company will invest in additional studies in FY16 to 
support both the European registration and the company 
plans to pursue opportunities in North America.

We received a $0.282 million R&D tax incentive refund 
during the year and a further $0.133 million is expected in 
the coming months in relation to FY15.



Dividend
No dividends are declared.

Outlook
Our ambition is to make Penthrox® a main stream analgesic 
of choice around the world and our Respiratory Devices 
leaders in the field. 

Penthrox® is a category leading drug in Australia and we 
expect it can dominate many of the trauma and minor 
surgical procedure markets around the world. With the 
completion of our Regulatory Dossier, a number of licensing 
deals successfully concluded and with the successful 
completion of our CSIRO manufacturing project, we have 
the base to make MDI a global pharmaceutical company.

The growth experienced in asthma device sales in FY15 
will be built on in FY16 as a result of growth within existing 
customer accounts, new product registrations and new 
overseas market opportunities in the USA and Europe. 

FY15 has been an improved year in terms of sales and profit. 
However FY16 and beyond should see the flow through 
results of new global registrations, licensing deals and recent 
staff hires, combining to deliver further sales and profit 
growth.

We would like to thank our staff and our trading partners for 
their efforts and support.

MR JOHN SHARMAN
CHIEF EXECUTIVE OFFICER

+61 3 9547 1888	

MR DAVID WILLIAMS
CHAIRMAN

+61 414 383 593
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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 audit of the financial statements of Medical Developments International Limited for the 

financial year ended 30 June 2015, 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 audit 

(ii) Any applicable code of professional conduct in relation to the audit.   

 

Yours sincerely 

 

DELOITTE TOUCHE TOHMATSU 

 

 

Samuel Vorwerg 

Partner  

Chartered Accountants 
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Independent Auditor’s Report to the Members of 

Medical Developments International Limited 

 

Report on the Financial Report  

We have audited the accompanying financial report of Medical Developments International Limited, which 

comprises the statement of financial position as at 30 June 2015, statement of profit or loss and other comprehensive 

income, the statement of cash flows and the statement of changes in equity for the year ended on that date, notes 

comprising a summary of significant accounting policies and other explanatory information, and the directors’ 

declaration of the consolidated entity, comprising the company and the entities it controlled at the year’s end or from 

time to time during the financial year as set out on pages 28 to 69.  

Directors’ Responsibility for the Financial Report 

The directors of the company are responsible for the preparation of the 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 financial report that gives a true and 

fair view and is free from material misstatement, whether due to fraud or error. In Note 1, the directors also state, in 

accordance with Accounting Standard AASB 101 Presentation of Financial Statements, that the consolidated 

financial statements comply with International Financial Reporting Standards. 

Auditor’s Responsibility 

Our responsibility is to express an opinion on the financial report based on our audit. We conducted our audit in 

accordance with Australian Auditing Standards. Those standards require that we comply with relevant ethical 

requirements relating to audit engagements and plan and perform the audit to obtain reasonable assurance whether 

the financial report is free from material misstatement.   

An audit involves performing procedures to obtain audit evidence about the amounts and disclosures in the financial 

report. The procedures selected depend on the auditor’s judgement, including the assessment of the risks of material 

misstatement of the financial report, whether due to fraud or error. In making those risk assessments, the auditor 

considers internal control, relevant to the company’s preparation of the financial report that gives a true and fair 

view, in order to design audit procedures that are appropriate in the circumstances, but not for the purpose of 

expressing an opinion on the effectiveness of the company’s internal control. An audit also includes evaluating the 

appropriateness of accounting policies used and the reasonableness of accounting estimates made by the directors, as 

well as evaluating the overall presentation of the financial report. 

We believe that the audit evidence we have obtained is sufficient and appropriate to provide a basis for our audit 

opinion. 

Auditor’s Independence Declaration 

In conducting our audit, 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 report.  
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Opinion 

In our opinion: 

(a) the financial report of Medical Developments International Limited is in accordance with the Corporations Act 

2001, including: 

(i) giving a true and fair view of the consolidated entity’s financial position as at 30 June 2015 and of 

its performance for the year ended on that date; and 

(ii) complying with Australian Accounting Standards and the Corporations Regulations 2001; and 

(b) the consolidated financial statements also comply with International Financial Reporting Standards as disclosed 

in Note 1. 

Report on the Remuneration Report  

We have audited the Remuneration Report included in pages 18 to 24 of the directors’ report for the year ended 30 

June 2015. The directors of the company are responsible for the preparation and presentation of the Remuneration 

Report in accordance with section 300A of the Corporations Act 2001. Our responsibility is to express an opinion 

on the Remuneration Report, based on our audit conducted in accordance with Australian Auditing Standards. 

Opinion 

In our opinion the Remuneration Report of Medical Developments International Limited for the year ended 30 June 

2015, complies with section 300A of the Corporations Act 2001.  

 

 

DELOITTE TOUCHE TOHMATSU 

 

 

Samuel Vorwerg 

Partner 

Chartered Accountants 

Melbourne, 21 August 2015 
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��N�'q�r'̂YÁVỲYi[V\'[iiUpV\YVÁ'fUXYiY]W'��������
K���J
�K���
�����
�
��
J��
��������
�����)
�����
����I��
�����
J��)�����������K
�����
J
���

I��)��@�����
K����������
���
���)��@�����

�B)��)���	�
�����
������
�����������
J
����I��
���������
K����)�������
K�K�
�
����������I�K�
�
��������@����A��
���M���A��
������
�����������
�����
�

���H��
��)��K�
�
������������
��N�



����������	��
���
����
���
���

������������

������
�
��������
����� yx�e���¡���������Y���}�������K�~������JM��()�����
�������B�����

�����
���)�
�J)
����)�������
��A�����
���)�����
��A���N��qir'jYV[ViY[X'bYW�'_[V[Á]_]V\'U�£]i\Yg]W'()��¾�
��87/D-.;.52�K�
���

���
	��������	������
��)��@���
���I��
º
���
�������������
��
��������
���
���
���

���K�
�
������������I��

��
����
����
�J���K�
�
�����������������
J��
��)��
������

��
K��)��¾�
��N�()�����������
������������������Q�
�����
J������
�A�����I�K����	������
������������������
������������+I������������I���M�����A�������
�����)�K�
B��
����������������N��qZr'Tb]ZY\'bYW�'_[V[Á]_]V\'F�������������K�����
��)��������)������
�
��������A�B������K�����

������

���������
@��J���

���������
J��
�K�
�
������
����
��)��¾�
��N�()��¾�
���)�����
��������
���A�
K�

�A������
J�B��)�������B
��)A��
�
����������N�()��¾�
��87/2;967?42/-7/56.0-.?;==+/E6.-06423/;.3/012/;>>42>;02/	�����
K����
�����

���

�������������������

J�������
	����
�
����������N��(����������	�@�����

�����
K������J��
��@���
K�����
����N�R
J
�
J���������	������

�������K
�����

��)��K�
�
������

����

�
K��)�������
�
��������	�@����
����	�
�����A��
���������M�������B)���������������
������N��()������A�
J���
�
��
K�K�
�
���������������
������
��)��K�
�
������������
��I�
���
K��
A����
B�
���K
���
����I��������
����)��¾�
��87/E;;-E?E/2;967?42/06/5423-0/4-79/)-016?0/0;9-.>/;556?.0/6D/012/	�����
K��
A��
���������
��
�)����������A�
@���
��N��������K�
���)���)�������J��������
�����
K��)��¾�
���Q��K����
�·
����z��
���+I��)��¾�
����
���

��)�	����J
�K���
�����������������
������
��
A���
J����
�
�������A�
���
A�J�
���
K��
�
�����������)�	�
J����������)�������������N�()��¾�
�����K�
����
�
��������������)�	�
J����������)���������������K��)�A��������������
������N�F

��
�����

�
K��������������
��
A�
�)����
�
�������A�����

���������PC�
K�J�
����

����A������������
A����������
J��)��A���N��q]r'jUb]YÁV'ipbb]Vi�'bYW�'_[V[Á]_]V\'()��¾�
����
���������������
����
�����

����

��
������
�K
���J
������
����I�)�
������
�������
����)�
J�������K��������

�������N����()������A�
J���
�
��
K��)��¾�
��87/D642->./5?442.5+/32.6E-.;023/E6.20;4+/;77207/;.3/�

����A����@������������)�����
���
J������������K
��
B�*����



����������	��
���
����
���
���

������������

������
�
��������
����� yP�e���¡���������Y���}�������K�~������JM�� �GHP �GHx �GHP �GHxÂÃGGG ÂÃGGG ÂÃGGG ÂÃGGGWL� xGx�������������� zPG�������������� {PP�������������� z{G��������������¾�½ �P{�������������� zP���������������� HzH�������������� º��������������·h� º�������������� º�������������� ������������������ OP�����������������W� º�������������� º�������������� z����������������� º��������������F·� x������������������ º�������������� x������������������ º��������������yyP�������������� z�P�������������� OPG�������������� xyP��������������cY[�YXY\Y]W sWW]\W ����
�
���
K����
���������

�������
��A���J
�K���
���
��������)�K
�B�����

��������
�������
�A��B����J�����
�������

������N��jUb]YÁV'ipbb]Vi�'W]VWY\YgY\�'[V[X�WYW'()��¾�
�������
��
�
��A���������
����������
��
������Q�W�+I�@���)��������������
������
��)��WL��
�����QWL�+�@�����

����
���

�
K�����
	��������������
������)����N��()��K
��
B�
J���@������������)��¾�
��87/72.7-0-8-0+/06/;/OP¤/-.542;72/;.3/32542;72/-./012/���������
��
������J��
����)��WL�N�HGC�����)����
����	��A�����������B)�
��������
J�K
���J
������
�A�������
���
���A�@A���A���
�J���
0/;.3/4294272.07/E;.;>2E2.087/;77277E2.0/6D/012/9677-<=2/�)�
J���
�K
���J
������
�A������N�()����
����	��A��
��A�����
�������

�A�
�����
��
J�K
���J
������
�A���

��
������

����A��������
����%������)�������
�����

�����)������
���
��K
����HGC��)�
J���
�K
���J
������
�A������N����
����	��
��@����
���������
��
��������
���
K���
���
���B)�����)�����������
��
���������
J�)�
���J��
����)����������	�������
�AN��
����B����
�
J�
K��)�����������
��
������J��
����)����������	�������
�A��)����B
����@���
��M�����
��
��
������������

��)����
K��N�� qnrs qnrtÂÃGGG ÂÃGGG½�
K���
���
�� QzP+ Q�+ ̂�'h_f[i\ ���()�����������@���@����
��)�����
�����
�����
��
J�

�WL�������	�@�����
����A�@�������A�����
���
��)��¾�
��N��()�����
������
��
	���
���
�·h�I��W�I�¾�½��
��F������

����������
�@����J
�K���
�N��'



����������	��
���
����
���
���

������������

������
�
��������
����� yy�e���¡���������Y���}�������K�~������JM�'q̀r'j[Yb'g[Xp]'Ù'̀YV[ViY[X'YVW\bp_]V\W'()��������
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