
 
 

 
 

15 October 2013 
 

ASX ANNOUNCEMENT 
 

Acceptance of Marketing Authorisation Application for  
“The Green Whistle” in Europe 
 
Medical Developments International Limited (ASX:MVP) is delighted to announce it has lodged its  
Marketing Authorisation Application (“MAA”) in Europe and that it has been accepted for review by the 
Medicines and Healthcare Products Regulatory Agency (“MHRA”) in the United Kingdom.   

Once approved, Penthrox® will be available for sale in the UK, France, Belgium and Ireland. 

The MAA contains MVP’s Regulatory Dossier which is the compilation of Clinical and Non-Clinical studies 
evidencing the safety and efficacy of Penthrox®.  MVP has spent the last three years pursuing a strategy 
to create a “world class” Regulatory Dossier capable of achieving approval from regulatory agencies 
around the world.  

MVP CEO, Mr. John Sharman said “the acceptance of our Marketing Authorisation Application for review 
is a significant milestone for our company.  The dossier has the potential to be “company making”, not 
only by an approval in Europe but by using it to apply for registration in other jurisdictions.” 

“Penthrox®, being a non-narcotic, non-addictive, fast acting, powerful and safe analgesic has the 
potential to dominate many markets around the world and provide patients with much needed pain 
relief.  We are now in the position where we have to wait for the responses from the regulatory 
authorities.  In the meantime we will customize and translate the dossier for other markets, and / or use 
it to supplement applications already being considered in Russia and other markets under review.” 

 “Penthrox® has been used safely and effectively for more than 20 years in Australia and more than 3 
million doses have been administered to patients, so the safety and efficacy of Penthrox and its 
potential use in new markets is well established.” 

Since the beginning of 2011, MVP has invested more than $5.3 million to complete the necessary Clinical 

and Non-Clinical studies, including the following, which form the basis of MVP’s Regulatory Dossier:  

(i) Phase III Pivotal Clinical Study in the United Kingdom for the treatment of acute 
pain in patients presenting to an Emergency Department with minor trauma.  The 
study enrolled 300 patients and was conducted at 6 major hospitals in the UK 
including Queens Medical Centre in Nottingham; Newcastle’s Royal Victoria 
Infirmary (two of the UK’s largest and most prestigious trauma centres), as well as 
Birmingham Children’s Hospital and Middleborough’s James Cook University 
Hospital. 
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(ii) Phase III Clinical Study for the treatment of incident pain in patients undergoing a 
bone marrow biopsy.  The study was completed at the prestigious Peter 
MacCallum Cancer Centre in Melbourne; 

(iii) “Thorough QT/QTc” Clinical Study (which studies the impact of Penthrox on the 
heart).  The study was conducted at Nucleus Network’s facility located at the 
Burnet Institute in Melbourne and the data was analysed by BioClinica in New 
Jersey, United States of America ; 

(iv) A Non-Clinical Study to evaluate the cardiovascular and respiratory effects of 
inhaled methoxyflurane.  The study was conducted in Huntingdon, United 
Kingdom; and  

(v) Other supportive Clinical and Non-Clinical Studies. 

 
Enquiries: 
 
David Williams     John Sharman 
Chairman       Chief Executive Officer 
Medical Developments International Ltd  Medical Developments International Ltd 
0414 383 593      03 9547 1888 
 
About Medical Developments International Ltd  
MVP is an Australian company delivering emergency medical solutions dedicated to improving patient 
outcomes. MVP is a leader in emergency pain relief and respiratory products. The Company 
manufactures Penthrox®, a fast acting minor trauma & emergency pain relief product. It is used in 
Australian Hospitals including Emergency Departments, Australian Ambulance Services, the Australian 
Defence Forces, Sports Medicine and for analgesia during short surgical procedures such as Dental and 
Cosmetic surgery as well as in other medical applications. MVP is expanding internationally and 
manufactures a range of world-leading Asthma respiratory devices. 
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