
  

  

Organon continues with the development of asenapine
 
Arnhem, The Netherlands, November 28, 2006 — Organon has decided to continue 
with the development of asenapine. This follows on from the decision taken by 
Organon and Pfizer to discontinue their collaboration in the further development of 
asenapine, a new drug candidate for the treatment of schizophrenia and acute mania 
associated with Bipolar I Disorder.  
 
The results of the final Phase III clinical trial with respect to schizophrenia, which were 
recently received, were positive. This is in addition to the previous positive data on safety 
and tolerability for this indication. Organon will now assess if further clinical trials are 
necessary. Organon has data on efficacy, safety and tolerability for the treatment of Bipolar I 
Disorder and the positive data on the treatment of schizophrenia. 
 
Pfizer’s decision to discontinue its participation in the asenapine development program is an 
outcome of a commercial analysis of the compound as a part of its overall portfolio.   
 
The interim assessment of the Phase III trial results made available in October led to the 
caution that the results might not be sufficiently conclusive to warrant an NDA filing with the 
FDA in 2007. This has not changed. 
 
Toon Wilderbeek, the Akzo Nobel Board member responsible for Pharma, who is also 
President of Organon, said today: “The satisfactory results of the final Phase III clinical trial – 
in the context of the complete Phase III clinical trial data set for asenapine – is an important 
milestone in the development of asenapine. We have now completed a crucial phase of the 
program and we will assess if further trials might still be required in order to be able to submit 
a strong NDA file.“ 
 
He continued: “We are pleased to now have the opportunity to pursue a go-to-market 
strategy for asenapine which is more closely aligned with our planning and positioning for 
this product candidate. We will evaluate whether we need a partner to commercialize 
asenapine in selected geographic areas in due course. Although Organon is disappointed 
with the withdrawal, the company appreciates the positive contribution Pfizer has made to 
the development of asenapine.” 
 

 

Willem de Laat, Organon’s Executive Vice-President Medical Affairs, added: “Patients 
treated for schizophrenia and bipolar disorder are frequently faced with significant unmet 
needs. Compliance remains an issue for the majority and many switch to other medication 
for a variety of reasons – including tolerability, side effects and administration forms. 
Therefore it is important to offer other options that address a patient’s real-life needs and that 
will bring relief to those seeking alternative treatment.” 
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The Phase III trial program for the initial NDA submission consisted of schizophrenia and 
bipolar mania trials involving more than 2,000 and 950 patients, respectively. Asenapine, a 
fast-dissolving, novel psychopharmacologic agent with a unique human receptor signature, 
was shown to be effective in two out of four short-term schizophrenia studies, two short-term 
bipolar mania studies with a nine- week extension. One schizophrenia study failed (both 
asenapine and the active comparator did not differentiate from placebo) and one study was 
negative for asenapine on its primary endpoint (asenapine did not discriminate at end point 
from placebo, while the active comparator did). 
 
The safety profile of asenapine, derived from a long-term 1,200 patient safety study and 
efficacy studies, is in line with the profile as found in phase II studies, i.e. minimal effects on 
weight gain, QTc, metabolic parameters and liver parameters, and is considered to be 
adequate for the treatment of schizophrenic and bipolar patients. Details of the efficacy and 
safety results will be communicated during scientific meetings in due course. 
 
Pfizer will return all product rights, intellectual property and data to Organon and make 
orderly transitions during 2007.  
 
- - - 
 
Note for the editor 
Akzo Nobel is a Global Fortune 500 company and is listed on both the Euronext Amsterdam and NASDAQ stock exchanges. It 
is also included on the Dow Jones Sustainability Indexes and FTSE4Good Index. Based in the Netherlands, we are a 
multicultural organization serving customers throughout the world with human and animal healthcare products, coatings, and 
chemicals. We employ more than 62,000 people and conduct our activities in four segments − human and animal health, 
coatings and chemicals − subdivided into 13 business units, with operating subsidiaries in more than 80 countries. Consolidated 
revenues for 2005 totaled EUR 13.0 billion. The financial results for the full year will be published on February 15, 2007.  
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Safe Harbor Statement* 
This press release may contain statements which address such key issues as Akzo Nobel’s growth strategy, future financial 
results, market positions, product development, pharmaceutical products in the pipeline, and product approvals. Such 
statements should be carefully considered, and it should be understood that many factors could cause forecasted and actual 
results to differ from these statements. These factors include, but are not limited to, price fluctuations, currency fluctuations, 
progress of drug development, clinical testing and regulatory approval, developments in raw material and personnel costs, 
pensions, physical and environmental risks, legal issues, and legislative, fiscal, and other regulatory measures. Stated 
competitive positions are based on management estimates supported by information provided by specialized external agencies. 
For a more comprehensive discussion of the risk factors affecting our business please see our Annual Report on Form 20-F 
filed with the United States Securities and Exchange Commission, a copy of which can be found on the company’s corporate 
website www.akzonobel.com. 
 
* Pursuant to the U.S. Private Securities Litigation Reform Act 1995. 
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