
 

 

 
 
 

SOSEI ANNOUNCES RESULTS OF AD 452 PHASE IIb CLINICAL TRIAL 
 
Tokyo, Japan - 21 November 2006: Sosei Group Corporation (“Sosei”; TSE Mothers 
Index: 4565), the biopharmaceutical company, today announced that AD 452, being 
developed for the treatment of rheumatoid arthritis (RA), failed to meet its primary or 
secondary efficacy endpoints in the company’s Phase IIb clinical trial. As a consequence 
of these results Sosei has decided to discontinue with the development of this compound 
for the treatment of RA and remove AD 452 from its priority pipeline. 
  
The trial randomized 308 subjects at 35 sites in Europe and the US into a multi-centre, 
double-blind, parallel group, placebo controlled study to assess the efficacy, safety and 
tolerability of three strengths of AD 452 administered once daily for 12 weeks to adult 
subjects with active RA despite a background therapy of methotrexate. The primary 
efficacy endpoint was ACR20 at week 12.  
 
At 12 weeks in the AD 452 treatment groups, 36% with a 9mg dose, 40% with 18mg and 
40% with the top dose of 36mg had achieved ACR20 compared to 32% in the placebo 
with methotrexate background group. There was no statistically significant difference 
between the treatment groups and placebo.  The trial confirmed that AD 452 has a good 
safety profile.  
 
 
 
 
 
 
 
Enquiries 
 
Sosei Group Corporation 
Ichiban-cho FS Bldg., 8 Ichiban-cho, Chiyoda-ku, Tokyo 102-0082 Japan 
Hiroki MAEKAWA, Representative Executive Officer,     
E-mail: hmaekawa@sosei.com  Tel: +81-3-5210-3399   Fax: +81-3-5210-3291 
 
Sosei Inc. 
630 Fifth Avenue, Suite 2005, New York, NY 10111 
John DAFFURN, President, Sosei Inc.  
E-mail: daffurnj@sosei.com        Tel: +1 212 332 5003   Fax: +1 212 332 3401 
  
Financial Dynamics      Tel: + 44 (0)207 831 3113 
Julia Phillips 
 
The Trout Group      Tel:  +1 212 477 9007 
Brandon Lewis (extension 15)  
Thomas Fechtner (extension 31)  
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Notes to Editors: 
 
Efficacy measurement ACR20 
 
ACR20 is a recognised measurement of the response to treatment for rheumatoid 
arthritis as developed by the American College of Rheumatology. To achieve ACR20 
there should be a 20% reduction in tender and swollen joints and a 20% reduction in 3 
out of 5 of the following tests: physician global score, patient global score, patient pain 
assessment, health assessment questionnaire and an inflammatory marker.  
 
About Sosei 
 
Sosei Co. Ltd. is a leading international biopharmaceutical company with significant 
expertise in product discovery and development. It has established a reduced risk 
business model primarily upon identifying new uses for established drugs and exploiting 
its unique position within Japanese, European and North American pharmaceutical 
markets by acquiring compounds from, and bringing compounds into, Japan. 
 
For further information about Sosei, please visit www.sosei.com  
 

http://www.sosei.com/

