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Newron Reports Positive Pre-IND Meeting with FDA and MHRA
for its NCE NW-3509
as an add-on to antipsychotics in patients with schizophrenia

Milan, Italy — 11 January 2010 — Newron Pharmaceuticals S.p.A. (“Newron”, SIX: NWRN), a
research and development company focused on novel CNS and pain therapies, reports a positive
outcome from its Pre-IND and CTA meetings with the US FDA and the UK MHRA for its novel New
Chemical Entity, NW-3509. The compound is intended to be developed as an adjunctive treatment
for patients with schizophrenia experiencing inadequate benefit from their current antipsychotic
treatment. The meetings with the Regulatory Authorities indicated their acceptance of the
pharmacological, toxicological and pharmaceutical information collected in IND enabling studies to
date, as well as the proposed clinical development plan for Phases | and Il. Newron intends to file
an IND application in the second half of 2010. NW-3509 would be the first selective sodium
channel blocker being specifically developed for schizophrenia therapy.

Pre-clinical studies in an animal model (PPI) that closely mimics the impairment of information
processing present in patients have demonstrated that NW-3509 significantly improves this deficit,
induced by pharmacological agents and stress. Notably, PPl deficits in schizophrenic patients
correlate with core symptoms of psychoses, such as: thought disorder, distractibility, cognition. So
far, only clozapine, the most clinically effective anti-psychotic, shows complete reversal of PPI in
patients. Moreover, the combination of sub-threshold doses of NW-3509 and risperidone achieves
a complete normalization of PPI deficit, like clozapine, but with potentially less side effects than the
usual/standard doses of existing antipsychotics.

Efficacy of NW-3509 per se has been demonstrated in other animal models of psychosis,
aggression, mania and in experiments where cognition was impaired by drugs, or by natural
means.

Ravi Anand, M.D., Newron’s Chief Medical Officer, said, “NW-3509 is completely unlike any other
compound in development for the treatment of schizophrenia. Its mechanisms of action are distinct
from the conventional dopaminergic and serotoninergic blockade targeted by most second
generation anti-psychotics which still produce only a limited benefit. The addition of NW-3509 to
these agents would enhance their efficacy, provide additional benefits such as cognitive
improvement, and potentially reduce serious side effects such as weight gain, sexual dysfunction,
cognitive and emotional blunting, extrapyramidal symptoms, etc.”
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About NW-3509

NW-3509 is an innovative compound from a new chemical class whose mechanism of action
involves selective modulation of voltage-gated sodium channels (VGSC) that have been implicated
in the pathogenesis of psychiatric and neurological disorders. It has been hypothesized that the
occurrence of psychotic symptoms is associated with firing abnormalities in specific brain areas.
VGSCs modulators might stabilize such membrane hyperexcitability and normalize neuronal
functions.

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 Il 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 is in the process of completing a potentially pivotal study (SERENA) with ralfinamide in
patients with Neuropathic Low Back Pain (NLBP). There are no approved drugs for the treatment
of NLBP, an indication experienced by about 55 million patients in the USA, Europe and Japan.
Newron’s additional projects are in development at various stages of preclinical and clinical
development, including HF0220 for neuroprotection and NW-3509 for the treatment of
schizophrenia. Newron is headquartered in Bresso, near Milan, Italy. The company is listed at SIX
Swiss Exchange, trading symbol NWRN.
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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
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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 SIX 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.
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