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CLINICAL TRIALS PROSPETTICI (MULTICENTRICI-RANDOMIZZAT]I)

Dimensione Ricerca, prot. DR 01-03-05

Evoluzione della disabilita e monitoraggio concomitante della componente infiammatoria (assetto
citochinico) in pazienti con sclerosi multipla secondariamente progressiva, trattati con azatioprina
o0 placebo e con interferone (A.SP.1.R.E.). Studio in doppio cieco, randomizzato, multicentrico,
pilota;

Studio Schering — prot. DR04-07-02

Efficacy , safety and tolerability of Atorvastatin 40 mg in patients with relapsing remitting
multiple sclerosis in treatment with interferon-beta-(ARIANNA) — Multicenter, randomised,
double blind, placebo controlled, parallel-group-study;

Teva Pharmaceutical Industries, prot. N. LAQ/5063

An active extension of LAQ/5062 study — multinational, multi-center, randomised, double-blind,
parallel-group study, to evacuate the safety, tolerability and efficacy of two doses (0.3mg and
0.6mg) of laquinimod, orally administered in relapsing-remitting (R-R) multiple sclerosis (MS)
subjects;

FORTE - GA/9016

A multinational, multicenter, randomized, parallel-group, double-blind study, to compare the
efficacy, tollerabilita and safety of glatiramer acetate injection 40mg/ml to rhat of glatiramer
acetate injection 20 mg/ml administered once daily by subcutaneous injection in subjects with
relapsing remitting (R-R) multiple sclerosis (MS);

Sanofi, prot. ACT10019
AVEG25 A double blind placebo-controlled study of the activity of AVE 1625 at dosis of 10 mg
and 40 mg for 12 weeks in patients with mild to moderate Alzheimer?s diseases;

Glaxo, prot. AVA102672

Studio di 54 settimane, randomizzato, in doppio cieco, controllato con placebo, a gruppi paralleli,
mirato a valutare gli effetti di rosiglitazone (compresse a rilascio prolungato) come terapia
aggiuntiva a donepezil sulle funzioni cognitive e sulla risposta clinica globale, in soggetti
stratificati secondo il genotipo APOE 4, con malattia di Alzheimer di grado lieve-moderato
(REFLECT-2);

Glaxo, prot. AVA102675

A 52-week open-label extension study of the long-term safety and efficacy of rosiglitazone
extended-release (RSG XR) as adjunctive therapy to acetylcholinesterase inhibitors in subjects
with mild-to-moderate Alzheimer’s disease (RFLECT-4);

Novartis, prot. CENA 713D2340

A 48-week, multicenter, double-blind, parallel-group evaluation of the comparative efficacy,
safety and tolerability of Exelon 10 and 15 cm2 patch in patients with Alzheimer’s disease
showing cognitive decline during an initial open-label treatment phase;

Merck Serono prot. 701048-525

Multicenter. Open-label, 12 weeks Phase IV study to assess adherence to treatment in relapsing
multiple sclerosis (RMS) subjects switching from othr injectable DMDs using ReBiSmart to self-
inject Rebif New Formulation (RNF) In a multi-dose cartriDGE — BRIDGE;
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Roche, prot. WN22018

Studio multicentrico, a dosaggio differenziato, randomizzato, in doppio cieco, a gruppi paralleli,
controllato verso placebo di RO5313534 quale aggiunta al trattamento con donepezil in pazienti
affetti da malattia di Alzheimer con sintomatologia da lieve a moderata;

Eli Lilly, prot. HSA-MC-LZAN
Effect of passive immunization on the progression of Alzheimer’s disease: LY2062430 versus
placebo;

Eli Lilly, prot. H6L-MC-LFBC
Effect of LY450139, a g-secretase inhibitor, on the progression of Alzheimer’s disease as compared
with placebo;

Lundbeck, prot. 12936A
Randomised, double blind, parallel-group, placebo-controlled, fixed-dose study of Lu AE58054 in
patients with moderate Alzheimer’s disease treated with donepezil;

Glaxo, prot. AZ3110866.
A fixed dose study of SB-742457 versus placebo when added to existing donepezil treatment in
subjects with mild-to-moderate Alzheimer’s disease;

Danone, prot. Alz.1.C/D
A randomised controlled trial to assess the efficacy of a food for special medical purposes (FSMP)
in patients with mild Alzheimer’s disease — Souvenir Il trial — Danone, prot. Alz.1.C/D;

Glaxo Smith-Kleine, prot. LPZ114458
A phase 2a study to evaluate the effect of rilapladib (SB-659032) on biomarkers related to the
pathogenesis and progression of Alzheimer's disease (LPZ114458);

Sanofi-Aventis, prot DR110734

A multinational, multicenter, randomized, double-blind, parallel-group, placebo-controlled study of
the effect on cognitive performance, safety, and tolerability of SAR110894D at the doses of 0.5 mg,
2 mg, amd 5mg/die for 24 weeks in patients with mild to moderate Alzheimer's disease;

Chiesi, prot. CCD-1014-PR-0053

A randomized, placebo-controlled, multicenter study to evaluate the safety and tolerability of
multiple dose regiments of CHF 5074 (200, 400, 600 mg/day for up to 12 weeks) and to explore the
effects on potential markers of clinical efficacy in patients with mild cognitive impairment;

Merck Serono, prot. MK-8931-017-00
Randomised, placebo-controlled, parallel-group, double blind, efficacy and safety trial of MK-8931
in subject with mild to moderate Alzheimer’s disease;

Roche, prot. WN25203C

Multicenter, randomized, double-blind, placebo-controlled, parallel-group,two years study to
evaluate the effect of subcutaneous RO4909832 on cognition and function in prodromal
Alzheimer’s disease;

Eli-Lilly, prot. HSA-MC-LZAO
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Study H8A-MC-LZAO multicenter, open-label, phase 3 study of solanezumab for 24 months in
approximately 1275 patients with Alzheimer’s disease;

Biogen, prot. 101MS326
A multicenter, randomized, double-blind, placebo-controlled study of the efficacy of natalizumab on
reducing progression in subjects with Secondary Progressive Multiple Sclerosis;

Servier, prot. CL2-38093-012

Efficacy and safety of three doses of S38093 (2, 5 and 20 mg/die) versus placebo, in co-
administration with donepezil (10 mg/die) in patient with moderate Alzheimer’s disease. A twenty-
four week international, multi-center, randomized, double-blind, placebo-controlled, phase 2B
study;

Teva, prot. Posidonia

Studio osservazionale, della durata di 12 mesi, prospettico, che valuta I’impatto del trattamento con
DMT sui disturbi dell’'umore nei pazienti che hanno ricevuto una diagnosi recente di Sclerosi
Multipla;

Avonex prot. AC-058B301/302

Multicenter, randomised, double-blind, parallel-group, active-controlled, group-sequencial,
superiority study to compare the efficacy and safety of Ponesimod to Interferon Beta-1A in patient
with Relapsing-Remitting Multiple Sclerosis;

Novartis, prot. CAD106A2203

A 90-week, multi-center, randomized, double-blind, placebo.controlled study in patients with mild
Alzheimer’s Disease (AD) to investigate the safety, tolerability and Abeta-specific antibody
response following repeated i.m. injections of adjuvanted CAD106;

Novartis, prot. CENA 713D2340

A 48-week, multicenter, double-blind, parallel-group evaluation of the comparative efficacy, safety
and tolerability of Exelon 10 and 15 cm? patch in patients with Alzheimer’s disease showing
cognitive decline during an initial open-label treatment phase. Novartis, ENA713 Exelon Patch
Rivastigmine, amendment to Clinical Trial Protocol CENA 713D2340;

Novartis, prot. CFTY720D2302

FTY 720 Studio multicentrico, in doppio cieco, a gruppi paralleli, della durata di 12 mesi, per
confrontare I’efficacia e la sicurezza di fingolimod (FTY720) 0,5 mg e 1,25 mg, somministrato una
volta al giorno per via orale versus interferone Beta-1b (Avonex), somministrato i.m. una volta alla
settimana in pazienti con sclerosi multipla recidivante-remittente;

Novartis, prot. CFTY720D2306

A double-blind, randomized, multicenter, placebo-controlled, parallel-group study comparing the
efficacy and safety of 1.25 mg FTY720 administered orally once daily versus placebo in patients
with Primary Progressive Multiple Sclerosis.

Novartis, prot. CFTY720D2399

Studio multicentrico, in aperto, a un solo gruppo di trattamento, per valutare la sicurezza e la
tollerabilita a lungo termine di 0.5 mg di Fingolimod (FTY720) somministrato per via orale una
volta al giorno in pazienti con forme Recidivanti di Sclerosi Multipla;

Novartis, prot. CFTY720DITO01
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Studio pilota della durata di 18 mesi, in aperto, con il valutatore in condizioni di cecita,
randomizzato, multicentrico, con controllo attivo, a gruppi paralleli, per valutare ’efficacia e la
sicurezza di fingolimod a confronto con interferone beta 1b nel trattamento dei sintomi cognitivi
associati alla Sclerosi Multipla Recidivante-Remittente e per valutare la possibile relazione di tali
effetti con 1’atrofia cerebrale regionale;

Novartis, prot. CFTY720DIT02

Studio multicentrico, randomizzato, verso controllo attivo, in aperto, della durata di 6 mesi, per
valutare gli esiti riportati dai pazienti, la sicurezza e la tollerabilita di Fingolimod (FTY720) 0.5
mg/die in pazienti con Sclerosi Multipla Recidivante Remittente, candidati ad una valutazione di
terapia rispetto alla precedente (DMT);

Novartis, prot. CFTY720DITO03
Studio in aperto, multicentrico, di accesso allargato, a Fingolimod (FTY720) in pazienti con
Sclerosi Multipla Recidivante-Remittente, per i quali non esiste un’adeguata alternativa terapeutica;

RICERCHE MULTICENTRICHE

QUality ASsessmentin MS therapy — QUASIMS - Studio internazionale, in aperto, retrospettivo,
multicentrico, comparativo sull’efficacia e tollerabilita della terapia con interferone beta nel
trattamento della sclerosi multipla con forma a ricadute e remissioni. Biogen

A 90 weeks multi-center, randomized, double blind placebo-controlled study in patients with mild
AD to investigate the safety, tolerability and Abeta-specific antibody response following injections
of adjuvant

Studio osservazionale, prospettico, multicentrico, per la valutazione comparativa delle funzioni
cognitive in pazienti con Sclerosi Multipla Relapsing-Remitting in trattamento con IFN-beta. (Studi
Cog.1.Mu.S — Cognitive Impairment in multiple sclerosis) — Fondazione Biomedica Europea Onlus

Betaferon treatment and Exercise data Gathering IN early MS — BEGIN — Observational plan,
Schering

TYSABRI Observational Program — TOP — Biogen Idec

LETTURE E RELAZIONI SU INVITO A CONGRESSI NAZIONALI ED
INTERNAZIONALI

Inviti piu significativi dal 2002 ad oggi:

“Il dolore neuropatico” - XXXIII Congresso della Societa Italiana di Neurologia, Ottobre, 2002,
Napoli.

“Treatment of Alzheimer’s disease” - XII Meeting of the European Neurological Society, June 22-
26, 2002, Berlin, Germany.
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“Lo Studio Exceed” - Simposio Novartis, XXXIV Congresso della Societa Italiana di Neurologia,
11-15 Ottobre, 2003, Roma.

“La malattia di Alzheimer: nuovi approcci terapeutici” - XXXIV Congresso della Societa Italiana
di Neurologia, 11-15 Ottobre, 2003, Roma.

“Dementia update: the treatment of MCI and AD” - Teaching course, XIV Meeting of the
European Neurological Society, June 26-30, 2004, Barcelona, Spain.

VIII International Montreal/ Springfield Symposium on Advances in Alzheimer Therapy. April 14-
17, 2004.

“Nuovi approcci terapeutici per la malattia di Alzheimer”, 22 Settembre 2004, Aggiornamenti
IRCCS Istituto Auxologico, Milano.

“La Demenza Vascolare: diagnostica differenziale e gestione del paziente”. Corso Residenziale
Pfizer Neuroscience, Milano, 13 e 27 maggio 2004.

“Inquadramento nosografico delle malattie demielinizzanti del SNC”. Corso Biennale su Malattie
Demielinizzanti, 3 Marzo 2004, Milano.

“Meccanismo molecolare di migrazione linfocitaria nel SNC”. 2° Congresso Nazionale Soc. It.
Citom. Clin. Sper. 31 Marzo 2004, Torino.

“La malattia di Alzheimer” Aggiornamenti in Neurologia, 15 Gennaio 2004, San Pio X, Milano.
Alzheimer’s Disease Expert Input Forum, May 13, 2005, Frankfurt, Germany - Expert for Italy.

“Storia naturale della sclerosi multipla”. Corso Biennale su Malattie Demielinizzanti, 2 Marzo
2005, Milano.

Educational Forum for the Diagnosis and Treatment of Alzheimer’s Disease with Cerebrovascular
Disease. February, 18-19, 2005, Berlin, Germany — Italian opinion leader.

“Discussione e commento sulla terapia di un caso clinico di SM”. Approfondimenti monotematici
sulla SM. 17-18 Marzo 2005, Gallarate.

“Fattori genetici ed immunologici di suscettibilitd alla sclerosi multipla”. Giornate di Medicina
Molecolare IRCCS Fondazioni Don Gnocchi 6 Aprile 2005, Milano.

“Meccanismi di reclutamento linfocitario attraverso la barriera ematoencefalica nelle malattie
infiammatorie del SNC”. 1 Aprile 2005, Universita A. Avogadro, Novara.

Exelon InDDEx Data Review Meeting. April 11, 2005. Miami, USA. Member of the Steering
Committee.

“Inflammation and Alzheimer’s disease: genetic aspects” - 41 Annual Meeting of the Italian
Association of Neuropathology (AINP) jointly with the French Society of Neuropathology — 31%
Meeting of the Italian Association for Research on Brain Aging (AIRIC), May 26-28, 2005,
Saluzzo, Italy.
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Teaching Course on “Treatment of Alzheimer’s disease” - XVI Meeting of the European
Neurological Society, May 27-31, 2006 Lausanne, Switzerland

“Demenza e Sclerosi Multipla” Congresso della Societa di Neurogeriatria, 18 dicembre 20006,
Milano

- XVII Meeting of the European Neurological Society - “Behavioural disorders in Neurology”
Plenary Symposium at the XV Meeting of the European Neurological Society, June 2007, Rhodes,
Greece

- XVIII Meeting of the European Neurological Society Symposium “Behavioural disorders and
dementia”- titolo dell’intervento: “Behavioural disturbances in frontotemporal lobar degeneration:
recent advances in molecular genetics and neurobiology” — Nice, June 7-11, 2008

- 19th Meeting of the European Neurological Society - Teaching course on “Diagnosis and
treatment of dementia” — Title: “Treatment of dementias: facts and perspectives”, Milan, June 20-
24, 20009.

- 20™ Meeting of the European Neurological Society - Teaching course on “Dementia” — Title:
“Biological bases of new treatments for Alzheimer’s disease” — Berlin, Germany, June 19-23, 2010

- X1V Meeting of the European neurological Society, Geneva, Switzerland, September 25-28, 2010
— Teaching course on “Dementia” — Title: “Anticholinesterases: more of the same?”

- Meeting “A tribute to R. Lisak”, Detroit, USA, May 18, 2012 — Title: “Immunotherapy of
Alzheimer’s disease”

- 16th Congress of the European-Federation-of-Neurological-Societies (EFNS) - Stockholm,
Sweden, September 08-11, 2012 - Title: “Standard pharmacotherapy of AD: do's and dont's”

CHAIRMAN A CONGRESSI NAZIONALI ED INTERNAZIONALI

Nel corso degli ultimi cinque anni:

X1l Meeting of the European Neurological Society, June 22-26, 2002, Berlin, Germany — Oral
session “Higher function disorders”.

X1l Meeting of the European Neurological Society, June 14-18, 2003, Istanbul, Turkey — Oral
session “Higher function disorders”.

XIVCongresso Associazione Italiana di Neuroimmunologia, Taormina, 22-25 Ottobre 2003 —
sessione orale sulla Sclerosi Multipla

XIV Meeting of the European Neurological Society, June 26-30, 2004, Barcelona, Spain — Oral
session “Higher function disorders”, June 29™.

9™ Meeting of the Italian Peripheral Nerve Study Group (Joint Meeting with the Italian Association
of Miology), Taormina, May 6-8, 2004, sessione orale su neurobiologia

XXXV Annual Meeting of the Italian Neuropathological Association, May 24-126, 2004, Padova,
Italy — Session on dementia.
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XV Meeting of the European Neurological Society, June 18-22, 2005, Vienna, Austria — Chairman
for the oral session “Multiple Sclerosis”, June 20™.

41° Annual Meeting of the Italian Association of Neuropathology jointly with the French Society of
Neuropathology (AINP) — 31° Annual Meeting of the Italian Association for Research on the Aging
Brain (AIRIC), May 26-27, 2005, Saluzzo, Italy — “Inflammation and Alzheimer’s disease: genetic
aspects”- Invited Speaker for the symposium organized by AIRIC “Immune system and brain aging
pathology”, May 26™ 2005.

“Educational Forum for the Diagnosis and Treatment of Alzheimer’s disease with Cerebrovascular
Diseas” organized by Merck Sharp & Dome — personal invitation as Opinion Leader — Friday, May
13™ 2005, Frankfurt, Germany

“Exelon InDDEx Data Review Meeting” organized by Novartis — personal invitation as member of
the INDDEX Steering Committee — April 11", 2005, Miami Beach, USA.

“Approfondimenti monotematici sulla Sclerosi Multipla” 17-18 Marzo 2005, Gallarate

XVI1 Meeting of the European Neurological Society, June, May 27-31, 2006 Lausanne, Switzerland
—oral session “Higher Function Disorders”.

- XVIII Meeting of the European Neurological Society, Nice, June 7-11, 2008 - poster session on
dementia

- 20" Meeting of the European Neurological Society, Berlin, Germany, June 19-23, 2010 - oral
session on dementia

- 21% Meeting of the European Neurological Society, Lisbon, Portugal, May 28-31, 2011, oral
session “Dementia: clinical and neuro.imaging”

- 16th Congress of the European-Federation-of-Neurological-Societies (EFNS) - Stockholm,
Sweden September 08-11, 2012 — Poster session on Dementia
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