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ProStrakan Group plc

UK Marketing Approval Received for Abstral  
Galashiels, Scotland, 23 September, 2008 – ProStrakan Group plc (LSE: PSK), the international specialty pharmaceutical company, announces that the UK Medicines and Healthcare products Regulatory Agency (MHRA) has issued a Marketing Authorisation for Abstral® (for breakthrough cancer pain). This earlier than expected authorisation will enable ProStrakan to complete UK pricing negotiations and launch planning by the end of 2008, allowing UK sales of Abstral to make a full contribution in 2009.

Abstral (formerly branded as Rapinyl) is a fast-dissolving tablet for sub-lingual (under the tongue) administration of fentanyl intended for the management of breakthrough cancer pain in patients who are already receiving opioid analgesics.  ProStrakan has in-licensed the exclusive rights to this product in Europe and North America from the Swedish pharmaceutical company, Orexo AB. 

The Committee for Medicinal Products for Human Use of the European Medicines Agency issued a positive opinion recommending approval of Abstral in June 2008.  ProStrakan and Orexo successfully launched Abstral in Sweden, the reference state, in August 2008 through their Nordic Joint Venture and ProStrakan plans further EU country launches as additional national licences are granted. 
Commenting on the grant of the UK marketing approval for Abstral, Dr Wilson Totten, Chief Executive of ProStrakan, said:

“Abstral is an important product for cancer patients suffering from the debilitating effects of breakthrough pain and is expected to generate significant revenues for ProStrakan.  Its early UK approval means that we can bring Abstral to our home market even sooner than had been planned and we expect it to make a material contribution in 2009.

“Its UK approval is a major achievement for ProStrakan and comes on the back of last week’s significant announcement of the US approval of Sancuso, for the prevention of chemotherapy-induced nausea and vomiting, which we also plan to launch before the end of the year.  As oncology support products, these medicines are particularly complementary and, alongside our existing successful European business, will further underpin our objective of achieving profitability by 2010.”
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Notes to Editors:

ProStrakan
ProStrakan Group plc is a rapidly growing specialty pharmaceutical company engaged in the development and commercialisation of prescription medicines for the treatment of unmet therapeutic needs in major markets. 

ProStrakan's head office is situated in Galashiels in Scotland. The company’s development capabilities are centred on Galashiels and Bedminster, New Jersey, USA.  Sales and marketing of ProStrakan's portfolio of products are handled by commercial subsidiaries in the UK, US, France, Germany, Spain and other EU countries. www.prostrakan.com
Breakthrough Cancer Pain

It is estimated that there are in excess of five million people with cancer in Europe(1), that 30% of these suffer pain as a result(2) and that 65% of these have breakthrough cancer pain(3).
Breakthrough cancer pain is a brief and often severe flare of pain experienced by patients suffering from cancer that occurs even though a person may be taking pain relief medicine regularly for their persistent pain. It is known as breakthrough pain because it is pain that "breaks through" a regular pain medicine schedule. It may be caused by the cancer itself or it may be related to cancer treatment. For some people, breakthrough pain occurs during certain everyday activities, such as walking or dressing. For others, it occurs unexpectedly without any apparent cause.
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