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Release No 78 
   

 
10 September 2002 
 
New clinical data on Ebixa®  

 
H. Lundbeck A/S’s American partner Forest Laboratories, Inc. has today 
announced new clinical data from a phase III study on Ebixa® in 
combination with donepezil (Aricept®). Please find below the release 
issued today by Forest Laboratories regarding the results of the clinical 
trial. 
 
On the basis of a recommendation from the Committee for Proprietary 
Medicinal Products (CPMP), the EU commission issued a marketing 
authorisation for Ebixa® on 23 May 2002 covering all EEA countries. 
Ebixa® has been launched in Germany, Denmark and Mexico. 
 
Ebixa® is the first in a new class of drugs - the NMDA glutamate 
antagonists - for the treatment of Alzheimer’s Disease, demonstrating 
clinically significant efficacy in patients with moderately severe to severe 
Alzheimer’s disease. Ebixa® is expected to fulfil unmet needs within this 
group of patients  - for whom no approved treatment has been available 
until now. 
 
Alzheimer’s disease affects approximately 5 percent of the population over 
65 years of age and more than 20 percent in the age group above 85 
years. Currently less than 50 percent of the people suffering from 
Alzheimer's disease are correctly diagnosed and of these, only 10-30 
percent receive appropriate treatment. There are considerable variations 
in diagnosis rate and treatment between countries. 
 
Alzheimer’s disease is a neurodegenerative disease characterised by 
progressive cognitive impairment, such as failing memory, reduced 
perception and language derangement, which ultimately leads to patients 
not being able to look after themselves. In later stages of the disease, 
mental disturbances such as anxiety, confusion and anger, appear. 
 
Lundbeck has licensed Ebixa® from Merz Pharmaceuticals, a German 
research-based pharmaceutical company. Lundbeck has acquired 
exclusive rights to a number of European countries as well as Canada, 
Australia and South Africa. Under a co-marketing agreement with Merz, 
Lundbeck has acquired semi-exclusive rights to the rest of the world, 
exclusive of USA and Japan. Lundbeck’s partner Forest Laboratories, Inc 
holds the rights to the American market.  
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The content of this release will have no influence on the Lundbeck Group’s 
result for 2002. The company still expects an increase in turnover of 
approx. 20% compared to 2001, while the operating profit still is expected 
to increase by 20% compared to 2001. 
  
For further information please contact Hans Henrik Munch-Jensen, CFO, 
tel +45 36 30 15 11, ext. 2660 or Steen Juul Jensen, Director of 
Corporate Communication & Investor Relations, tel +45 36 30 13 11, ext. 
3006.  
 

________________________ 
 

 
H. Lundbeck A/S is an international pharmaceutical company engaged in 
the research and development, production, marketing and sale of drugs 
for the treatment of psychiatric and neurological disorders. In 2001, the 
Company’s revenue was DKK 7.7 billion and the number of employees 
approx. 4,000  
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ATTACHMENT 

 
CONTACT: CHARLES E. TRIANO 

      Vice President – Investor Relations 
      Forest Laboratories, Inc. 

        909 Third Avenue 
        New York, NY 10022 

         
 Charles.triano@frx.com 

         
 
FOREST LABORATORIES REPORTS POSITIVE RESULTS OF A PHASE 
III TRIAL OF MEMANTINE FOR ALZHEIMER’S DISEASE 
 
 
NEW YORK – September 10, 2002 -- Forest Laboratories Inc., (NYSE:FRX) 
announced today that in a recently completed 6 month placebo-controlled 
study in patients with moderate-to-severe Alzheimer’s Disease, a 
significant benefit was observed when memantine treatment was added to 
their background donepezil (Aricept®)* therapeutic regimen. 
 
The Phase III trial was a double-blind, parallel arm, placebo-controlled 
design in which a total of 403 patients with moderate-to-severe 
Alzheimer’s Disease were randomized to 6 months of treatment with 
either memantine 20 mg per day or placebo in addition to their donepezil 
therapy.  To be eligible for study inclusion, patients must have been 
treated with a stable dose of donepezil for at least 6 months prior to 
randomization.  The primary outcome assessments were the Severe 
Impairment Battery (SIB) scale, a measure of cognition and the 
Alzheimer’s Disease Cooperative Study Inventory - Activities of Daily 
Living (ADCS-ADL) scale, a measure of daily function.  A physician global 
assessment (CIBIC-Plus) was also performed. 
 
In this study, at the end of the 6-month treatment period, memantine, at 
a daily dose of 20 mg plus donepezil, was statistically significantly 
superior to placebo plus donepezil treatment on both primary outcome 
measures, the ADCS-ADL (function) and the SIB (cognition).  In addition, 
the CIBIC-Plus scores (global measure) demonstrated a statistically 
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significant benefit for the memantine treatment group compared to the 
placebo treatment group.   
 
“The study results were consistent with the favorable effects previously 
demonstrated after memantine treatment alone in this same population as 
previously reported by Reisberg et al. in the Merz sponsored U.S. trial 
Study 9605 and show the beneficial effects of memantine treatment 
combined with donepezil as compared to donepezil alone.” said Lawrence 
S. Olanoff, M.D., Ph.D., Executive Vice President – Forest Laboratories. 
“Further, the study showed that memantine in combination with donepezil 
produced improvement over the six month study period in cognition in 
contrast with most other treatment studies in Alzheimer’s patients which 
have demonstrated only a slowing of the expected decline in cognition.” 
 
An NDA for the use of memantine in moderate-to-severe Alzheimer’s 
Dementia was submitted to the FDA on July 31, 2002.  The initial results 
of the current study will be communicated to the FDA, however, the 
impact of these results on the status of the NDA remains uncertain at 
present.  Full study results will be available for filing by the end of the 
year. 
 
“We are extremely pleased by the unequivocal results of this clinical trial.  
Alzheimer’s is a debilitating condition affecting both patients and 
caregivers.   We are confident that memantine will be a significant 
addition to the currently available therapies, providing new hope to 
patients with this devastating disease,” said Howard Solomon, Chairman 
and Chief Executive Officer of Forest.   
  
Forest is conducting three additional placebo-controlled trials to further 
confirm memantine’s cognitive and functional benefits and to evaluate its 
efficacy in patients with mild-to-moderate as well as moderate-to-severe 
stages of the disease.  Results from these investigations are expected in 
2003. 
 
About Forest and its Products  
Forest Laboratories develops, manufactures, and sells ethical 
pharmaceutical products that are used for the treatment of a wide range 
of illnesses. Forest Laboratories' growing line of products includes: 
Lexapro™ indicated as initial as well as maintenance treatment of major 
depressive disorder; Celexa™, an antidepressant; Tiazac®, a once-daily 
diltiazem, indicated for the treatment of angina and hypertension; and 
Aerobid®, an inhaled steroid indicated for the treatment of asthma. The 
Company has also entered into a co-promotion agreement with Sankyo of 
Japan for the marketing of Benicar™* for the treatment of hypertension.  
Except for the historical information contained herein, this release 
contains "forward-looking statements" within the meaning of the Private 
Securities Reform Act of 1995. These statements are subject to risks and 
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uncertainties that affect our business, including risk factors listed from 
time to time in the Company's SEC reports, including the Company's 
Annual Report on Form 10-K for the fiscal year ended March 31, 2002 and 
Quarterly Report on Form 10-Q for the period ended June 30, 2002. 
Actual results may differ materially from those projected.  
 
* Benicar(™) is a trademark of Sankyo Pharma; Aricept® is a registered 
trademark of Eisai Co. Ltd.  
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