
 

 
 
 

 
 
 
 
ProStrakan Group plc 
 
 
ProStrakan announces posit ive results from  pivotal Phase I I I  study on SancusoTM 
( t ransderm al granisetron patch)   
 
Results support  regulatory filing in the EU and US 
 
 
Galashiels, Scot land -  6  Decem ber 2 0 0 6  – ProSt rakan Group plc (LSE:  PSK) (or ‘the 
Com pany’) ,  the European specialty pharm aceut ical com pany, today announces posit ive results 
from  the pivotal Phase I I I  program m e on SancusoTM,  it s patented t ransderm al delivery system  
for t he t reatm ent  of Chem otherapy I nduced Nausea and Vom it ing (CI NV)  in pat ients 
undergoing m ult i-day chem otherapy. Based on these results, ProSt rakan expects to file 
regulatory subm issions for SancusoTM in the US and throughout  the EU in t he first  half of 2007. 
 
The study m et  it s prim ary eff icacy endpoint ,  dem onst rat ing that  a single applicat ion of the 
SancusoTM patch prevented nausea and vom it ing over the course of m ult i-day chem otherapy 
with efficacy com parable to repeat  daily doses of oral graniset ron.  The safety profile for 
SancusoTM shows no new or unexpected adverse events result ing from  the t ransderm al 
delivery of graniset ron com pared to oral delivery. I n part icular, SancusoTM was well tolerated 
at  t he applicat ion sit e.  
 
Sales of 5-HT3 antagonist  products in the USA and the five largest  European count r ies 
exceeded ¼�� ELOOLRQ� LQ� WKH� \HDU� HQGLQJ� $XJXVW� ������ 7KLV� UHSUHVHQWHG� DQ� LQFUHDVH� RI� ����

com pared to one year earlier (Source:  I MS Health) . ProSt rakan owns the global intellectual 
property r ights to SancusoTM and the product  form s an im portant  part  of the Com pany’s 
com m ercial st rategy in Europe and the US. ProSt rakan is in act ive discussions with several 
potent ial partners for t he licensing of SancusoTM in Japan. 
 
Com m enting on these results Dr W ilson Tot ten, CEO of ProSt rakan, said: 
 
“Nausea and vom it ing is a m ajor  problem  for  cancer pat ients receiving chem otherapy. This is 
dist ressing to pat ients and can reduce the effect iveness of t he t reatm ent  regim ens em ployed. 
SancusoTM is the first  5-HT3 patch for CI NV and offers the well-established safety and efficacy 
of graniset ron in a sim plif ied, pat ient - fr iendly product . Achieving m ult i-day protect ion from  
CI NV by only a single applicat ion of the SancusoTM patch avoids the need for m ult iple tablets or 
inject ions and provides reassurance of cont inuity of cover against  CI NV.  
 
“For ProSt rakan, t hese results exem plify  t he innovat ion and st rength of the developm ent  skills 
in ProSt rakan and represent  a significant  m ilestone towards achieving our aim  of building our 
com m ercial presence in Europe and entering the US m arketplace.”  
 



 

There  w ill be a conference call for analysts today at  9 :3 0 am . Please contact  M o 
Noonan at  Financial Dynam ics on + 4 4  ( 0 )  2 0  7 8 3 1  3 1 1 3 . Presentat ion slides w ill be 
available on the Com pany w ebsite w w w .prostrakan.com  
 
For m ore inform at ion, please contact : 
 
ProStrakan  
Wilson Tot ten, CEO + 44 (0)1896 668060 
Adr ian Gardner, CFO + 44 (0)1896 668060 
  
Financial Dynam ics  
David Yates/ Anna Keeble + 44 (0)20 7831 3113 
 
About  the Study 
 

• Following discussion with US and EU Regulatory Agencies, t he study was designed as 
the single pivotal Phase I I I  t r ial to establish non- infer ior it y of t ransderm al graniset ron 
(SancusoTM)  com pared to oral graniset ron therapy.  

  
• The design involved double dum m y, double blind t reatm ent  with either SancusoTM or  

oral graniset ron in pat ients receiv ing m oderately or highly em etogenic chem otherapy 
over the course of three, four or f ive days. The study random ised 641 pat ients in nine 
count r ies. 

 
• The pr im ary endpoint  was non- infer ior it y of SancusoTM com pared to oral graniset ron, 

and the efficacy of SancusoTM was stat ist ically dem onst rated to be within a pre-defined 
non- infer ior it y m argin com pared to oral graniset ron. This endpoint  was studied dur ing 
the course of the m ult i-day chem otherapy, including the 24 hours following the last  
chem otherapy dose. 

 
• The var iable designated for m easur ing pr im ary efficacy was ‘Com plete Cont rol’,  i.e. no 

vom it ing or retching, no worse than m ild nausea and no use of rescue m edicat ion 
dur ing the course of t he chem otherapy or  in t he following 24 hours. This endpoint  is 
consistent  with t he EMEA draft  “guideline on non-clinical and clinical developm ent  of 
m edicinal products for t he t reatm ent  of nausea and vom it ing associated with cancer 
chem otherapy.”  

 
• A single pre-applicat ion of SancusoTM provided ‘Com plete Cont rol’ in 59.8%  of pat ients. 

The design of the study was such that  stat ist ical analysis of non- infer ior it y com plies 
with t he relevant  guidelines. 

 
• The safet y profile of SancusoTM was com parable with that  for oral graniset ron.  

 
 
Notes to Editors 
 
 
ProStrakan  
 
ProSt rakan Group plc is a rapidly growing internat ional specialty pharm aceut ical com pany 
engaged in t he research, developm ent  and com m ercialisat ion of prescript ion m edicines for t he 
t reatm ent  of unm et  therapeut ic needs in m ajor m arkets.  Headquartered in Scot land, the 
Com pany’s R&D facilit ies are situated in Rom ainville,  near Par is, and in Galashiels in Scot land.  
EU-wide sales and m arket ing of ProSt rakan’s port folio of products are handled by com m ercial 
subsidiar ies based in t he UK, France, Germ any and Spain. 
 
ProSt rakan was listed on the London Stock Exchange in June 2005. 



 

 
On 13 th Sept  2006, t he Com pany announced it s Prelim inary Results for the first  half of 2006:  
revenues on cont inuing products increased by 28%  over t he prior per iod to £16.1 m illion;  total 
gross profit  increased by 14%  to £9.9 m illion and retained loss increased by 6%  to £14.9 
m illion. 
 
www.prost rakan.com  
 


