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Newron reports half-year results 2008 
 

Milan, Italy – September 19, 2008 - Newron Pharmaceuticals S.p.A. (“Newron”), a research 
and development company focused on novel CNS and pain therapies, today announced its 
financial results for the half year ended June 30, 2008.  
 
Highlights 
• Exciting phase II results with ralfinamide in Neuropathic Low Back Pain (NLBP) 

o significant and clinically relevant improvement in VAS/Likert scales: mean change and 
responder rates / Patient rated Activities of Daily Living / Disruption of Sleep 

o NLBP: prevalence of almost 8%; accounts for about 60% of all neuropathic pain 
diagnoses - no drugs approved to date  

o future development plans discussed with major health authorities 
• Safinamide patent protection: EPO grant patent extending the use of safinamide plus 

levodopa therapy in Parkinson’s disease until 2024 in Europe 
• Completion of patient enrolment in phase III clinical trial with safinamide in mid-to-late stage 

Parkinson’s disease 
• Acquisition of Hunter-Fleming Ltd. 

• Data Safety and Monitoring Board recommends continuation of phase II study for 
HF0220 in patients with Alzheimer’s disease 

• Appointment of senior industry experts as non-executive Members of the Board of Directors 
• Inclusion into SWX Swiss Performance Index 
• Inclusion into SWX SXI indices*  

 
* post end of reporting period 
 
Ralfinamide – focus on Neuropathic Low Back Pain, indication with no approved drugs 
offering blockbuster potential 
On April 15, 2008, Newron presented the results from the detailed analyses of the Phase II trial 
of ralfinamide in patients with neuropathic pain at the AAN** 60th Annual Meeting in Chicago. In 
the overall study population ralfinamide was well tolerated and safe, with reported side effects 
comparable to placebo. More importantly, the compound showed statistically significant 
superiority compared with placebo on the mean change in the patient-rated Visual Analog 
Scale (VAS) and Likert Scale – measures of the severity of pain. Responder rates were 
significantly increased compared to placebo and patients experienced a significant 
improvement in the quality of sleep and their performance of daily activities.  
** American Academy of Neurology 
 
A recent review of the trial population indicated that the largest group, 96 out of 272 patients 
included, was experiencing neuropathic pain due to Nerve Compression/ Nerve Entrapment 
(NCET). In these patients, treatment with ralfinamide compared to placebo was demonstrated 
to be highly efficacious as judged by the reduction in the intensity of pain (VAS/Likert), the 
responder rates, quality of sleep, daily activities and type of pain. As a large number of these 
patients experience low back pain due to a neuropathic component, the benefits demonstrated 
suggest that ralfinamide may provide a unique therapeutic benefit for patients with Neuropathic 
Low Back Pain (NLBP). The company is preparing to start a phase IIb/III trial of three months’ 
treatment duration in 2008 in patients with NLBP, which could potentially become one of two 
pivotal trials required for approval in this indication. Currently, no such drugs are approved by 
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health authorities for use in NLBP, an indication with a prevalence of almost 8% of the 
population, accounting for about 60% of all neuropathic pain diagnoses. 
 
Safinamide – patent position strengthened by granting of patent on combination 
therapy; first phase III study in mid-to-late stage PD to evaluate efficacy and safety 
completed enrollment  
Newron is developing safinamide in conjunction with Merck Serono, which has exclusive 
worldwide rights to develop, manufacture and commercialize the compound in Parkinson’s 
disease (PD), Alzheimers’ disease (AD) and other therapeutic applications.  
 
A patent application for the use of safinamide and levodopa in the treatment of PD has been 
granted by the European Patent Office. This patent will extend protection in Europe to 2024. 
The same patent was filed in the US. 
 
The safinamide phase III development program was significantly advanced, with Newron 
announcing in May that patient enrollment was completed in the first phase III clinical trial that 
will evaluate the efficacy and safety of safinamide as add-on therapy to a stable dose of 
levodopa for the treatment of patients with mid- to late-stage PD. Topline results of the study 
should be reported during first quarter 2009. 
 
Newron and Merck Serono plan to start the second phase III study in mid-to-late stage PD 
patients early next year and to see recruitment of patients in the second Phase III study in 
early PD patients accelerate.  
 
Hunter-Fleming acquisition – execution of corporate strategy 
In May 2008, Newron completed the acquisition of Hunter-Fleming Ltd., a private UK bio-
pharmaceutical company developing new medicines to treat neurodegenerative and 
inflammatory disorders. Consistent with Newron’s growth strategy, the acquisition broadens the 
clinical-stage pipeline, particularly in the area of neuro-inflammation. Upon closing, Hunter-
Fleming shareholders in their totality received about 3.1% new Newron shares from a capital 
increase, with additional milestones of no more than EUR 17 m in new Newron shares, 
potentially adding to that in the next years. Milestones are strictly linked to development and 
commercialization success mostly of Hunter-Fleming 0220, the lead compound, currently 
being developed in Alzheimer’s disease. In the meantime, the integration of the Hunter-
Fleming operations has been successfully completed and the remaining team at the Bristol 
site, together with their counterparts in Basel and Bresso, are evaluating the detailed 
development plans for all of Newron’s development compounds.  
 
Hunter-Fleming’s lead compound, HF0220, has been shown to reduce amyloid levels in AD 
transgenic mice, and to be protective in stroke models as well as in murine CIA models. The 
ongoing phase II safety and tolerability study is exploring biological markers in patients with 
Alzheimer’s disease.  
 
Luca Benatti, Newron’s CEO, said: "We are excited by the huge potential that ralfinamide 
offers in Neuropathic Low Back Pain and look forward to seeing the value of the compound 
increase further in the next months with the start of a phase IIb/III trial and the potential for a 
licensing transaction. We expect first phase III data of safinamide in mid-to-late stage PD 
patients and further development steps being implemented. By taking over and integrating  
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Hunter-Fleming, Newron has significantly broadened its clinical pipeline with three new, 
promising clinical compounds and has acquired further expertise in the area of neuroprotection 
and inflammation."  
 
Financial Highlights (IFRS) 
For the first time, this year’s 6 month financial statements include the results of Newron Suisse 
SA, a clinical development fully owned subsidiary based in Basel established in autumn 2007, 
and Hunter Fleming Limited, which has been acquired in May 2008. 
 
Newron’s half-year results show a net loss of EUR 7.3 m, (EUR 4.0 m in 2007), and net cash 
used in operating activities of EUR -12.7 m, resulting in a cash and cash equivalent position of 
EUR 47.6 m per June 30, 2008. 
 
Licence income of EUR 1.3 m (2007: EUR 2.2 m) is due to the down-payment received from 
Merck Serono in October 2006 which is being recognized as revenue over the estimated 
period required to finalize the development of safinamide. The other income recorded in the 
first 6 months consists mainly of a research and development tax credit. 
 
Newron has significantly increased its development costs for ralfinamide, NW3509 as well as 
the new HF compounds, fully in line with the guidance previously given to the financial 
markets. The development costs increased from EUR 2.8 m from the previous period to EUR 
5.1 m in the current period, both net of safinamide development cost as reimbursed by 
Newron’s partner Merck Serono of EUR 5.6 m (2007) and EUR 5.3 m (current period). In 
addition, 2008 R&D expense has been reduced by an R&D tax credit of EUR 0.4 m. Therefore, 
the current period’s gross R&D expense increased to EUR 10.8 m, compared to EUR 8.4 m in 
2007, reflecting the broadening of the pipeline and the further development of compounds. 
Due to the restructuring of Hunter-Fleming, post acquisition, a one-time expense of about EUR 
1.3 m has impacted G&A expenses.  
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Financial Summary (IFRS) 
 
In EUR thousand (except per share information) 
 1 HY 2008 1HY 2007
License income 1,310 2,152
Other income  737 33
Research and development expenses 5,108 2,811
General and administrative expenses 5,297 4,503
Net loss  7,292 3,975
Loss per share 1.24 0.68
 30/06/2008 31/12/2007
Intangible assets 11,991 32
Receivables and prepayments 8,866 5,836
Cash and cash equivalents 47,637 63,157
Total assets 70,764 70,368
 
Due to the acquisition of Hunter Fleming, intangible assets increased significantly from close to 
zero by year end to EUR 12.0 m at the end of June 2008. Cash and cash equivalents were at 
EUR 47,6 m at the end of the reporting period, impacted by two items: Repayment of a 
significant part of HF debt post acquisition of the company and the late payment by a 
development partner of EUR 2.9 m, due in June, but arriving at Newron’s bank accounts only 
in early July. 
 
The cash burn guidance for 2008 of EUR 25,0 m is confirmed. Newron‘s cash position fully 
supports ongoing operations into 2010. 
 
Outlook 
• Start of ralfinamide phase IIb/III study in NLBP 
• Safinamide phase III safety and efficacy data in mid-to-late stage PD  
• HF0220 phase II safety and tolerability data in AD 
• Management confirms the expenditure guidance for 2008 
 
 
For further details see the full First-Half-Year Report of 2008 which is available at 
www.newron.com 
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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 and pain. Newron is undertaking phase III trials with safinamide for the treatment of 
Parkinson’s disease (PD) in conjunction with its partner, Merck Serono, which has exclusive worldwide rights to develop, 
manufacture and commercialize the compound in PD, Alzheimer´s disease, and other therapeutic applications. Newron 
recently reported excellent results for its compound ralfinamide in patients with Nerve Compression and Entrapment 
conditions, of which neuropathic low back pain (NLBP) represents the most common indication. There are no approved drugs 
for the treatment of NLBP. The Company expects to commence a phase IIb/III in NLBP later in 2008. In May 2008, Newron 
acquired Hunter-Fleming, a private UK bio-pharmaceutical company developing new medicines to treat neurodegenerative 
and inflammatory disorders. Newron is headquartered in Bresso, near Milan, Italy. The company is listed at SWX Swiss 
Exchange, trading symbol NWRN.  
 
For more information, contact: 
 

Media Investors and analysts 
Italy 
Luca Benatti - CEO 
Phone: +39 02 6103 4 626 
E-mail:  pr@newron.com 
  
UK/Global media 
Julia Phillips 
Financial Dynamics 
Phone: +44 (0) 20 7269 7187 
 
Switzerland 
Martin Meier-Pfister 
IRF Communications 
Phone: +41 43 244 81 40 

 
Stefan Weber - CFO 
Phone: +39 02 6103 46 30 
E-mail:  ir@newron.com 
 

 
Important Notices 
This document contains forward-looking statements, including (without limitation) about (1) Newron’s ability to develop and 
expand its business, successfully complete development of its current product candidates and current and future 
collaborations for the development and commercialisation of its product candidates and reduce costs (including staff costs), (2) 
the market for drugs to treat CNS diseases and pain conditions, (3) Newron’s anticipated future revenues, capital expenditures 
and financial resources, and (4) assumptions underlying any such statements. In some cases these statements and 
assumptions can be identified by the fact that they use words such as “will”, “anticipate”, “estimate”, “expect”, “project”, 
“intend”, “plan”, “believe”, “target”, and other words and terms of similar meaning. All statements, other than historical facts, 
contained herein regarding Newron's strategy, goals, plans, future financial position, projected revenues and costs and 
prospects are forward-looking statements.  
 
By their very nature, such statements and assumptions involve inherent risks and uncertainties, both general and specific, and 
risks exist that predictions, forecasts, projections and other outcomes described, assumed or implied therein will not be 
achieved. Future events and actual results could differ materially from those set out in, contemplated by or underlying the 
forward-looking statements due to a number of important factors. These factors include (without limitation) (1) uncertainties in 
the discovery, development or marketing of products, including without limitation negative results of clinical trials or research 
projects or unexpected side effects, (2) delay or inability in obtaining regulatory approvals or bringing products to market, (3) 
future market acceptance of products, (4) loss of or inability to obtain adequate protection for intellectual property rights, (5) 
inability to raise additional funds, (6) success of existing and entry into future collaborations and licensing agreements, (7) 
litigation, (8) loss of key executive or other employees, (9) adverse publicity and news coverage, and (10) competition, 
regulatory, legislative and judicial developments or changes in market and/or overall economic conditions. 
 
Newron may not actually achieve the plans, intentions or expectations disclosed in forward-looking statements and 
assumptions underlying any such statements may prove wrong. Investors should therefore not place undue reliance on them. 
There can be no assurance that actual results of Newron's research programmes, development activities, commercialisation 
plans, collaborations and operations will not differ materially from the expectations set out in such forward-looking statements 
or underlying assumptions. 
 
Newron does not undertake any obligation to publicly up-date or revise forward looking statements except as may be required 
by applicable regulations of the SWX Swiss Exchange where the shares of Newron are listed. 
 
This document does not contain or constitute an offer or invitation to purchase or subscribe for any securities of Newron and 
no part of it shall form the basis of or be relied upon in connection with any contract or commitment whatsoever 


