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NEWRON PHARMACEUTICALS REPORTS THE START OF A PIVOTAL PHASE III STUDY 

WITH SAFINAMIDE IN MID –TO- LATE STAGE  
PARKINSON’S DISEASE PATIENTS 

 
 
Milan, Italy – November 27, 2006 – Newron Pharmaceuticals SpA, a research and 
development company focused on novel CNS therapies, announced today the initiation 
of its second phase III pivotal study of safinamide, in patients with mid-to-late stage 
Parkinson’s disease with motor fluctuations.  The study is being conducted jointly with 
Serono SA who licensed safinamide from Newron as announced on October 16, 2006. 
 
This international, six month, double-blind, randomized, placebo-controlled, parallel-
group study, has been designed to demonstrate the efficacy and safety of safinamide in 
comparison to placebo in patients who were receiving stable doses of L-dopa with or 
without additional treatment with dopamine agonists and/or anticholinergic drugs. The 
study has been designed to demonstrate the efficacy of safinamide in increasing “on 
time” periods, i.e. periods of good functioning compared with placebo. Following 
completion of six months of dosing, patients will continue for an additional one year of 
treatment under blinded conditions designed to demonstrate a reduction in dyskinesias, 
i.e. involuntary, jerky movements that incapacitate Parkinson’s disease patients treated 
chronically with L-dopa.  
 
The study will also evaluate changes in cognitive function that have been shown to be 
improved by safinamide in a previous phase III trial in early Parkinson’s disease 
patients treated with dopamine agonists.     
 
This study follows the positive results of the first phase III study reported by Newron in 
June 2006.  In October 2006, Newron and Serono signed a global development and 
commercialization agreement under which Newron has granted Serono exclusive 
worldwide rights to develop, manufacture and commercialise safinamide in Parkinson’s 
disease (PD), Alzheimer’s disease, other cognitive disorders and Restless Leg 
Syndrome. 
 
Luca Benatti, CEO of Newron, said, “We are delighted to be starting a new pivotal phase 
III trial so soon after signing the deal with Serono.  This demonstrates strong 
commitment from both parties to move expeditiously towards bringing safinamide to 
market.” 
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About safinamide 
Safinamide is an alpha-aminoamide derivative which is orally administered. Studies 
have shown that safinamide combines the inhibition of dopamine re-uptake and MAO-B, 
two key mechanisms involved in the control of dopamine concentration in the brain, and 
inhibition of glutamate release. Based on the results of prior clinical trials, Newron 
believes that safinamide, as an adjunctive treatment to dopamine agonists and 
levodopa, may have a competitive advantage over current therapies for Parkinson’s 
disease. 
 
About Newron Pharmaceuticals  
Newron Pharmaceuticals S.p.A (www.newron.com) is a biopharmaceutical company 
focused on novel therapies for diseases of the Central Nervous System, particularly 
Parkinson’s disease (PD) and pain. Newron is undertaking phase III trials with 
safinamide, a unique molecule with multiple mechanisms of action, for the treatment of 
PD in conjunction with its partner, Serono S.A. which has the rights to develop the 
compound in PD, Alzheimer’s disease, and other cognitive disorders.  Recent results of 
a six-month phase III trial of safinamide in PD demonstrated its benefit in motor 
symptoms and activities of daily living, as well as its improvement in cognitive function 
and good tolerability. Newron and Serono are planning to expand the development of 
safinamide to exploit its potential in Alzheimer’s disease.  Phase II trials with safinamide 
in Restless Legs Syndrome have shown promising results.  Newron is also conducting 
phase II trials with ralfinamide for the treatment of neuropathic pain. The drug has 
potential benefit in inflammatory pain, as well. Newron’s clinical pipeline is supported by 
a portfolio of early-stage proprietary compounds generated by its ion channel drug 
discovery platform.  Newron is headquartered in Bresso, near Milan, Italy. 
 
For more information, contact: 
 
Dr Luca Benatti      Julia Phillips/Emma Thompson 
CEO        Financial Dynamics 
Newron Pharmaceuticals     Tel:  +44 20 7269 7187 
Tel: +39 02 610 34 604 
 
Some of the information contained in this press release contains forward-looking statements.  Readers are cautioned 
that any such forward-looking statements are not guarantees of future performance and involve risks and uncertainties, 
and that actual results may differ materially from those in the forward-looking statements as a result of various factors.  
Newron undertakes no obligation to publicly update or revise any forward-looking statements.  
 
The information contained herein is not for publication or distribution into the United States.  The material set forth 
herein is for informational purposes only and is not intended, and should not be construed, as an offer of securities for 
sale in the United States.  The securities described herein have not been and will not be registered under the U.S. Securities 
Act of 1933, as amended (the “Securities Act”), or the laws of any state, and may not be offered or sold within the United 
States, except pursuant to an exemption from, or in a transaction not subject to, the registration requirements of the 
Securities Act and applicable state laws.  There is no intention to register any portion of the securities described herein in 
the United States or to conduct a public offering of securities in the United States. Any public offering of securities to be 
made in the United States will be made by means of a prospectus that may be obtained from the Newron Pharmaceuticals 
S.p.A. or any selling shareholder and will contain detailed information about Newron Pharmaceuticals S.p.A. and its 
management, as well as its financial statements.  
 
 
 
 
The information contained in this communication does not constitute an offer of securities to the public in the United 
Kingdom within the meaning of the Public Offers of Securities Regulations 1995.  No prospectus offering securities to 
the public will be published in the United Kingdom.  Persons receiving this communication in the United Kingdom should 
not rely on it or act on it in any way.  This document is only being distributed to and is only directed at (i) persons who are 
outside the United Kingdom or (ii) to investment professionals falling within Article 19(5) of the Financial Services and 
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Markets Act 2000 (Financial Promotion) Order 2005 (the “Order”) or (iii) high net worth entities, and other persons to 
whom it may lawfully be communicated, falling within Article 49(2)(a) to (d) of the Order (all such persons together 
being referred to as “relevant persons”).  The securities are only available to, and any invitation, offer or agreement to 
subscribe, purchase or otherwise acquire such securities will be engaged in only with, relevant persons.  Any person who is 
not a relevant person should not act or rely on this document or any of its contents. 
 
Stabilization/FSA. 
 
A copy of the preliminary offering memorandum can be obtained free of charge from Newron Pharmaceuticals S.p.A. 
and Lehman Brothers International (Europe), Morgan Stanley & Co. International Limited, Bank Vontobel AG (Zurich) 
and Sal.Oppenheim & Cie. (Schweiz) AG (Zurich). This document is not a prospectus pursuant to art. 652a of the Swiss 
Code of Obligations or art. 32 et seq. of the SWX Swiss Exchange Listing Rules. The decision to invest in shares o f 
Newron Pharmaceuticals S.p.A. should be exclusively based on the issue and listing prospectus published by the company 
for such purpose.    
 
Any offer of securities to the public that may be deemed to be made pursuant to this communication in any EEA Member 
State that has implemented Directive 2003/71/EC (together with any applicable implementing measures in any Member 
State, the “Prospectus Directive”) is only addressed to quali fied investors in that Member State within the meaning of the 
Prospectus Directive.  
 
The information contained herein shall not constitute an offer to sell or the solicitation of an offer to buy, nor shall there 
be any sale of the securities referred to herein, in any jurisdiction in which such offer, solicitation or sale would be 
unlawful prior to registration, exemption from registration or qualification under the securities law of any jurisdiction. 
 
 


