
 

 

 

 
 
 
 
 
 

ProStrakan Group plc 
 

Progress w ith Sancuso™ and Tostrex®  developm ent  program m es 
 

 
Galashiels, Scotland –  8  February 2 0 0 6  –  ProSt rakan Group plc, the European 
specialty pharmaceut ical company, today announces t hat  the U.S. Food and Drug 
Adm inist rat ion (FDA)  has accepted its I nvest igat ional New Drug ( IND)  applicat ion for 
the Company's t ransdermal granisetron patch, Sancuso™, for  the prevent ion of 
chemotherapy- induced nausea and vom it ing (CINV) . The Company also announces 
that  the Sancuso™ Phase I I I  study is now underway in Europe and that  it  has 
commenced a Phase I I I b/ IV study with its Tost rex®  testosterone gel. 
 
Sancuso™ Ant i- em et ic Patch 
 
Following the FDA’s acceptance of the IND applicat ion, ProSt rakan will now begin 
pat ient  enrolment  in the US for its Phase I I I  study recent ly init iated in Europe.  The 
mult i-cent re study, designed to support  global regist rat ion, seeks to dem onst rate 
efficacy in prevent ing nausea and vomit ing, frequent ly reported side-effects of 
chemotherapy. 
 
Tostrex®  Testosterone Gel 
 
ProStrakan has today announced the commencem ent  of a Phase I I I b/ IV study (known 
as TIMES2)  into the effects of its t ransderm al testosterone replacement  therapy 
(Tost rex®  2%  gel)  in hypogonadal men with decreased insulin sensit ivity.  This 
random ised, double-blind, placebo-cont rolled study has begun in 31 cent res across 
Germany, Sweden, UK, Netherlands, I taly, Spain, France and Belgium . 
 
Dr Wilson Tot ten, CEO, said:  "These further important  m ilestones in our developm ent  
program mes for Sancuso™ and Tostrex®  highlight  our st rong R&D capability. The 
Sancuso™ patch offers potent ially significant  benefits over exist ing t reatments, being 
easy to use, giving sustained drug delivery and avoiding the need for pat ients 
undergoing chemotherapy to swallow pills or endure m ult iple inject ions. The Tost rex®  
TIMES2 study dem onst rates our abilit y to undertake innovat ive invest igat ions with the 
potent ial to add value to our products by explor ing opportunit ies in addit ional 
therapeut ic indicat ions." 
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Notes to Editors  
 
ProStrakan 
ProStrakan Group plc is a rapidly growing internat ional specialty pharmaceut ical 
company engaged in the research, development and commercialisat ion of prescript ion 
medicines for the t reatment  of unmet  therapeut ic needs in major markets.  The 
Company’s therapeut ic focus is on oncology support ive care, bone diseases, wom en’s 
health and issues relat ing to the ageing male.  Headquartered in Scot land, the 
Company’s R&D facilit ies are situated in Romainville, near Paris, and in Galashiels in 
Scot land.  EU-wide sales and market ing of ProSt rakan’s port folio of products are 
principally handled by comm ercial subsidiaries based in the UK, France, Germany and 
Spain. 
 
ProSt rakan floated on the London Stock Exchange in June 2005.   I n September 2005, 
the Group announced inter im  results showing revenues up 78%  to £16.5 m illion. 
 
I ND 
An I nvest igat ional New Drug ( IND)  Applicat ion is required to be subm it ted to the FDA 
before clinical t r ials with an invest igat ional drug or  biological product  in humans can 
be init iated in the United States. 
 
Tostrex®  2 %  Gel 
ProStrakan in- licensed the EU rights to Tost rex®  from  Cellegy in 2004.  Tost rex®  
(branded Fort igel®  in the USA) is a unique, t ransdermal testosterone replacem ent  
product  for use against  the symptoms of hypogonadism in androgen deficient  males.  
The product  was launched in Sweden in September 2005.  ProSt rakan has init iated 
the EU m utual recognit ion procedure and, subject  to receiving further market ing 
authorisat ions, hopes to launch the product  in other European count ries during 2007. 
 



 

 

Testosterone &  insulin sensit ivity 
There is an accum ulat ing body of evidence, which suggests that  testosterone may be 
an important  regulator of insulin sensit ivity in men. Epidem iological studies have 
demonst rated that  testosterone levels are lower than normal in men with diseases 
associated with reduced insulin sensit ivity such as diabetes, visceral obesity, 
metabolic syndrome and coronary artery disease. Various short  term  testosterone 
replacement  studies have demonstrated that  testosterone replacement  can improve 
insulin sensit ivity which may correspondingly improve t reatment  of the associated 
disease. Therefore, testosterone replacement therapy could be a potent ial t reatment  
for improving glycaem ic cont rol and reducing cardiovascular r isk. 
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