PRESS RELEASE

Xarelto® and Firazyr® top UK Prix Galien Awards

London, 14th October 2010
A drug that could herald the ‘disappearance of warfarin clinics’ in the UK has won the 2010 UK Prix Galien Innovative Product Award.
Xarelto® (rivaroxaban), Bayer Schering Pharma’s revolutionary treatment for the prevention of venous thromboemolism (VTE), fought off strong competition to scoop the top prize following a glittering ceremony in Westminster, London. 
The ceremony also saw Shire Pharmaceuticals become only the second winners of a Prix Galien award dedicated to orphan drug development – with Firazyr® (icatibant), its treatment for hereditary angioedema, winning the Orphan Drug Award.
The UK Prix Galien, organised and managed by the specialist market access consultancy WG Consulting - which owns the UK franchise - is held every two years. For the first time, the ceremony took place at the House of Lords, having previously been held at the neighbouring House of Commons.
The awards were presented by Secretary of State for Health, Andrew Lansley CBE MP, who has been involved in UK Prix Galien for many years. “It is a pleasure to be given the chance to participate in what is always a fascinating occasion – and to see at first hand the volume of innovation and new medicines that have been coming through,” he said. “I am determined that not only we will secure reform in the NHS, but that we will also secure reform that promotes innovation in respect of the pharmaceutical industry and indeed all those industries that are supporting our National Health Service.”
Lansley said that the pharmaceutical industry, as part of the wider life sciences sector, would play a crucial part in delivering future growth in the economy. “I know what the pharmaceutical industry contributes in terms of knowledge and a knowledge-based economy. Our ability to deliver high value products and services in the future is fundamental to how we deliver that growth. The pharmaceutical industry is absolutely instrumental to how we deliver better health care and a growing economy in the future. I want to stimulate that. If we are going to do that then we need to be thinking about promoting innovation all the way through the system.”

UK Prix Galien 2010 
Promoting innovation is a central aim of Prix Galien, as outlined by Professor Sir Michael Rawlins, Chairman of NICE and head of UK Prix Galien’s judging panel, who announced the winners.  “Prix Galien is about honouring excellence in pharmaceutical research and development,” said Professor Sir Michael. “It is about recognising the contribution that new medicines can make to the lives of people with life-threatening conditions.  It is about celebrating the achievements of all those individuals – working as teams – upon whom we rely for the discovery and development of new medicines.  Most will be unknown to us – but we all owe them a huge debt of gratitude.”  
The 2010 Prix Galien comprised a total of 10 shortlisted products – 6 for the Innovative Product Award and 4 in the Orphan Drug category. Professor Sir Michael said that the judging panel had been “immensely impressed” by the creativity, innovation and scientific rigour that have gone into the discovery and development of all the shortlisted medicines.  “In their own way, each offers hope to thousands of people and their families,” he added.   
Karen Westaway, Joint Chief Executive at WG Consulting, said: “These remain the only awards of their kind that are judged completely independently of the pharmaceutical industry. Once again, we are indebted to our judging panel, which comprises senior, well-respected and eminent NHS professionals who have shaped, and continue to shape, healthcare. The undoubted prestige and gravitas of UK Prix Galien is linked directly to the calibre of this team. WG extends its most sincere thanks to all the judges for their time and commitment. Their continued involvement is, in itself, an endorsement of Prix Galien.”

Innovative Product Award
Winner: Xarelto® (Bayer Schering Pharma)
The prestigious Prix Galien medal for innovation was awarded to Bayer Schering for its revolutionary VTE treatment, Xarelto. The prevention of VTE is a national priority in the UK. There are a number of national initiatives ranging from clinical guidelines and quality standards from NICE, to financial and litigation incentives such as Commissioning for Quality and Innovation (CQUIN) and the National Health Service Litigation Authority.
Xarelto provides a simple oral dosing regimen – without the need for any monitoring or dose adjustment even for age or body weight. It allows injections of LMWH to be replaced by an oral product – and permits easier prophylaxis to continue at home.   
“Xarelto has the potential to revolutionise the way thrombotic conditions will be managed in the future,” said Professor Sir Michael Rawlins. “The jury was impressed by the novelty of its pharmacology – by the quality of its clinical development – and by the prospects it holds for the future.  The prospect of never again having to fiddle around with warfarin – and the disappearance of warfarin clinics – will be welcomed by physicians, patients and their families.”
Dr. Luis Felipe Graterol, Medical Director, Bayer Schering Pharma, said: "This award is recognition of the unique characteristics of Xarelto and its development is a significant milestone in a therapy area that has seen few new treatments in the last 50 years. The extensive clinical trial programme supporting Xarelto makes it the most studied oral, direct Factor Xa inhibitor in the world today, with more than 65,000 patients expected to enroll in trials which will evaluate the drug in a broad range of acute and chronic blood clotting conditions." 

Marc van Unen, Head of General Medicine, Bayer Schering Pharma, added:  "We are delighted to receive this prestigious award, which underscores the drive for innovation and commitment to improve patients' quality of life - core values which run through the heart of Bayer. Xarelto has consistently demonstrated superior efficacy for the prevention of VTE in adult patients undergoing elective hip or knee replacement surgery and is the only available oral anticoagulant proven to be more effective than the current standard of care." 

Commended: Iressa® (Astra Zeneca)
Iressa® (gefitinib), an EGFR inhibitor for the treatment of advanced or metastatic non-small cell lung cancer, was commended by the judges.  Phase III randomised controlled trials have demonstrated the EGFR-TK mutation positive patients can achieve significantly better clinical outcomes – including a better quality of life – with Iressa compared to conventional first line chemotherapy.  

Shortlisted:
Erbitux® (MerckSerono)
RoActemra® (Chugai and Roche) 
Targinact® (Napp)
Valdoxan® (Servier)


Orphan Drug Award
The Orphan Drug Award was introduced as a dedicated category at the previous UK Prix Galien in 2008, following a special award for orphan products in 2006. The term ‘orphan condition’ is used to describe conditions that affect a very small number of patients in a given population - many of which are either untreatable or treated very inadequately. It is estimated that there are 6000 orphan diseases – which, in total, affect about 30 million EU citizens.  

Parliamentary Sponsor, Lord Walton of Detchant – a Crossbench Life Peer and  former Prix Galien judge – said the decision to give a new award for orphan drug discovery was “far-sighted” and commended the industry on its developments in this important area of medicine. “In many branches of medicine, there are many diseases formerly unresponsive to any pharmaceutical intervention which are now known to be due to single gene disorders. Many of these are rare, and as drugs begin to emerge capable of circumventing the genetic defect, the costs of development may be huge, but because of the rarity of the relevant conditions, the income derived from marketing such remedies may be relatively limited,” he said. “This is a huge dilemma for the industry to face. It is good to know that there have been several outstanding submissions in the orphan drug category this year.”

Professor Sir Michael Rawlins concurred. “For orphan diseases that are potentially treatable with medicines, pharmaceutical manufacturers face a number of hurdles, including concerns about the size of the market and difficulties – because of the small numbers of patients – in their development. The judging panel was delighted by how many companies are now working in these areas – and with the extremely high calibre of the entries to this category.”


Winner: Firazyr® (Shire Pharmaceuticals)
The Orphan Drug Award 2010 was won by Shire Pharmaceuticals for its hereditary angioedema (HAE) treatment, Firazyr. HAE is a rare condition characterised by recurrent episodes of oedema formation in the soft tissues of the extremities, face, genitals as well as in the mucous membranes of the gastrointestinal tract and larynx.  These attacks are often painful, disfiguring and debilitating.   And involvement of the larynx can be lethal.

The exact prevalence of hereditary angioedema is uncertain – but estimates suggest that 1:10,000 to 1:50,000 persons are affected.  Hereditary angioedema is an autosomal dominant disease caused by the absence or dysfunction of C1-esterase inhibitor.  While the exact trigger for attacks of hereditary angioedema is unknown, it follows activation of the complement cascade with increased local production of bradykinin.   Firazyr selectively – and competitively – inhibits the action of bradykinin – thus halting oedema formation and rapidly alleviating symptoms. In clinical trials, Firazyr significantly reduced the duration of HAE attacks.   In 90% of patients only one injection was required to achieve effective control of the HAE attack.

“Apart from its novel mechanism of action and clear evidence of its clinical effectiveness, the jury were also extremely impressed by the clinical development programme of Firazyr,” said Professor Sir Michael. “Attacks of hereditary angioedema occur spontaneously and without warning.  Patients tend to seek help from their nearest Accident and Emergency Department or Emergency Room.  Organising clinical trials under such circumstances is what might be called ‘a challenge’! That Shire managed to undertake the clinical development of this product in such an unpromising environment – is hugely to their credit.”

Commended:
Vidaza® (Celgene)
Vidaza is a cytidine nucleoside analogue for the treatment of myelodysplastic syndrome. Myelodysplastic syndrome is a group of haematological malignancies that occur when blood cells remain at the blast stage – within the bone marrow – with suppression of the normal development of red and white blood cells. Patients often require frequent blood transfusions to control their symptoms.  Patients with the high risk form of the disease have a median survival of less than 12 months.  In a multicentre Phase III study of patients with intermediate-2 or high risk disease, Vidaza demonstrated median overall survival of 24.5 months compared with 15 months in the conventional care arms. 

Shortlisted:
Afinitor® (Novartis)
Mozobil® (Genzyme)

Summary
Demonstrating the value of medicines remains a key priority for the pharmaceutical industry as it battles turbulent global economic conditions. The Prix Galien serves as a powerful reminder of the value pharmaceuticals play not only in the ongoing challenge to improve patient care, but also in the national economy. “In these difficult times, when we face substantial reductions in public expenditure, it is vital to this country’s industrial future that research and development should be protected,” said Lord Walton. “The quality of the entries submitted for the two awards this year has clearly been exceptional. May the industry continue to prosper, and may many innovative and exciting remedies be submitted for consideration next time, while also being made readily available to the great benefit of our patients. And may our new Government also be persuaded of the inestimable value of the industry and of its products.”
In response, Andrew Lansley said: “Our objective is to build an NHS that is going to assess outcomes. If the pharmaceutical industry can deliver innovation – and these Prix Galien awards have repeatedly demonstrated that it can – we will all see the reward that comes from it. You will have not only the reward in the remunerative sense, but also the reward of knowing that you are contributing to the dramatic increases that we can all achieve in outcomes for patients, results for patients, healthy life expectancies in this country and combating the many burdens of disease that we’re all fighting against.”

(ENDS)

NOTES FOR EDITORS
1. Prix Galien is also awarded in 11 other countries; Belgium, Canada, France, Germany, Holland, Italy, Luxemburg, Portugal, Spain, Switzerland and the US. An International Award is also held every two years.

2. Xarelto was awarded the Prix Galien International 2010 award for Best Pharmaceutical Agent at a New York ceremony last month. It has also been recognised with national Prix Galien awards in Belgium, France and Switzerland.

3. The Prix Galien was created in France by pharmacist Roland Mehl, whose aim was to promote the country’s significant advances in pharmaceutical research. Until the establishment of the Prix Galien, this discipline remained unrecognized. Mehl brought together an eminent jury consisting of clinicians, toxicologists, pharmacologists and pharmacists to select and honor the most important drugs introduced to the public market and the most significant research teams in the pharmaceutical field. Since then, Prix Galien has been introduced across Europe and Canada and is now the most prestigious award of its kind in 11 countries. In addition, an International Prix Galien award is given each year, selected from previous winners.

4. Lord Walton of Detchant’s biography:

Sir John Walton, now Lord Walton of Detchant, grew up in County Durham and followed his early interests in science and medicine with entry to medical school in wartime. He specialised in neurology and studied muscular dystrophy, discovering a new classification based on genetic information. He was Professor of Neurology and Dean of Medicine at the University of Newcastle-upon-Tyne, having previously worked at the Massachusetts General Hospital and Harvard University. At various times he has held the presidencies of the General Medical Council of Great Britain, the British Medical Association, the Royal Society of Medicine and other medical bodies. From 1983 to 1989 he was Warden of Green College, Oxford - the sister College of St Edmund's College, Cambridge. He was created a life peer in 1989, and has contributed as a cross-bencher to debates in the House of Lords, particularly the Human Fertilisation and Embryology Bill. He has chaired and been member of various Select Committees in the House of Lords, was editor-in-chief of the Journal of Neurological Sciences, been honoured as Freeman, City of London, Hon Freeman of the City of Newcastle-upon-Tyne, elected member of academies of numerous medical academies, and received many honorary degrees from universities worldwide. He has written several specialist books and research papers, published an autobiography and jointly edited the Oxford Companion to Medicine. He was President of the World Federation of Neurology and Chairman of the Muscular Dystrophy Group of Great Britain.



5. The UK Prix Galien judges are;

Chairman: Professor Sir Michael Rawlins; Professor of Clinical Pharmacology, University of Newcastle upon Tyne. Chairman, National Institute of Health and Clinical Excellence (NICE).

Vice-Chairman: Professor Parveen Kumar; Professor of Medicine and Education at Barts & The London School of Medicine and Dentistry, Queen Mary, University of London and Honorary Consultant Physician and Gastroenterologist at Barts & The London NHS Trust, Homerton University Hospital Foundation Trust.

Professor David Barnett; Emeritus Professor of Clinical Pharmacology at the University of Leicester. Former Professor of Clinical Pharmacology at the University of Leicester and Honorary Consultant Physician with a special interest in cardiovascular medicine at the University Hospitals of Leicester NHS Trust.

Professor Dame Carol Black; National Director for Health and Work, Chair of the Nuffield Trust and Chair of the Academy of Medical Royal Colleges, immediate past President of the Royal College of Physicians.

Professor Sir Gordon W Duff; Florey Professor of Molecular Medicine, University of Sheffield, and Honorary Consultant Physician in the Sheffield Teaching Hospitals NHS Foundation Trust.

Professor Deirdre Kelly; Professor of Paediatric Hepatology, Birmingham Children’s Hospital

Dr Mark Porter; General Practitioner and Media Doctor

Professor Sir Mike Richards; National Clinical Director for Cancer and End of Life Care

Professor David J Webb; Christison Professor of Therapeutics and Clinical Pharmacology, University of Edinburgh, Chairman of the Scottish Medicines Consortium (SMC)

6. Only products launched or granted a new indication in the UK market in the period 1st January 2008 to 31st March 2010 were eligible to enter the 2010 Prix Galien. The finalists in full were:

Innovative Drug Award
	Company
	Brand Name
	Generic Name
	Therapeutic Area 

	Astra Zeneca UK Ltd
	Iressa®
	gefitinib
	Advanced non-small cell lung cancer

	Bayer Schering Pharma
	Xarelto®
	rivaroxaban
	Venous thromboembolic events

	Chugai Pharma UK Ltd and Roche Products Ltd
	RoActemra®
	tocilizumab
	Rheumatoid arthritis

	Merck Serono Ltd
	Erbitux®
	cetuximab
	Colorectal cancer

	Napp Pharmaceuticals Limited
	Targinact®
	oxycodone/naloxone
	Severe pain and constipation

	Servier Laboratories Ltd
	Valdoxan®
	agomelatine
	Major depressive episodes



Orphan Drug Award
	Company
	Brand Name
	Generic Name
	Therapeutic Area 

	Celgene UK
	Vidaza®
	azacitidine
	Myelodysplastic syndromes

	Genzyme Therapeutics Ltd
	Mozobil®
	plerixafor
	Stem cell mobilisation

	Novartis Pharmaceuticals UK
	Afinitor®
	everolimus
	Advanced renal cell carcinoma

	Shire HGT
	Firazyr®
	icatibant
	Acute attacks of hereditary angioedema



