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EVENTO FORMATIVO RESIDENZIALE:
“DIABETE 3.0 : dalla ricerca clinica alle terapie innovative”

INFORMAZIONI DI DETTAGLIO SUL PROGRAMMA FORMATIVO

| TIPOLOGIA EVENTO E ACCREDITAMENTO

Evento Residenziale (RES). Accreditamento Nazionale

| DATA E LOCATION

Pistoia, 17 Settembre e 26 novembre 2018 — Hotel Villa Cappugi, Via di Collegigliato, 45.

| PROGRAMMA

Programma 17 settembre:

ORARI RELAZIONE RELATORE

13.45-14.00 Introduzione ai lavori e presentazione dei partecipanti S. Del Prato- F. Dotta
—E. Mannucci

14.00 - 15.00 Come si disegna un trial clinico: protocollo, definizione degli obiettivi, R. Raschetti

definizione della popolazione, follow- up e analisi dati

Moderatore: E.
Mannucci

15.00 - 15.15 Discussione

15.15-15.45 Come si conduce il trial : le funzioni del Comitato Etico S. Benemei

. . Moderatore F. Dotta

15.45-16.00 Discussione

16.00 - 17.00 La ricerca clinica in Italia : focus sulle terapie innovative S. Del Prato
Moderatore F. Dotta

17.00-17.15 Discussione

17.15-17.30 Coffee break

17.30-18.45 Tavoli di lavoro a gruppi : Ideazione di un trial clinico G. Daniele - L. Nigi
1. Dicembrini

18.45-19.15 Discussione sulle proposte dei gruppi Moderatori: S. Del
Prato, F. Dotta, E.
Mannucci
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19.15-20.15 Real World Data and Pragmatics Trials E. Mannucci
20 20.30 . . Moderatore S. Del
.15 - 20. Discussione Prato
20.30 - 20.45 Conclusioni e take home messages S. Del Prato - F. Dotta
E. Mannucci

Programma 26 novembre:

RELAZIONE RELATORE
13.45-14.15 Introduzione ai lavori e recap del | corso Del Prato- Dotta -
Mannucci
Prima parte

Focus on: Studi clinici e terapie innovative: i nuovi CVOT per SGLT2i e GLP-1ra — Moderatori E. Mannucci — F. Dotta

14.15-15.00 Innovative diabetic drugs: critical comment on CVOT trial S. Del Prato
15.00 - 15.30 Il contesto epidemiologico del diabete in regione Toscana P. Francesconi
15.30-16.15 Valutazioni di farmaco-economia e sostenibilita in ambito diabetologico G. Turchetti
16.15-16.30 Discussione
Seconda parte
16.30-17.30 Gestione del diabete oggi e domani: dalla presa in carico del pz. alle terapie E. Mannucci
innovative
Moderatore F. Dotta
17.30-17.45 Discussione
17.45-18.00 Coffee break
18.00 - 19.00 Tavoli di lavoro a gruppi : definire un PDTA moderno G. Daniele - L. Nigi
1. Dicembrini
19.00 - 19.30 Discussione sulle proposte dei gruppi Moderatori S. Del
Prato, F. Dotta, E.
Mannucci
19.30-20.30 Lettura: attualita e prospettive nella prevenzione del diabete di tipo 1 F. Dotta
20.30 — 20.45 Di . Moderatore: S. Del
.30 -20. iscussione Prato
20.45 -21.00 Conclusioni e take home messages S. Del Prato —F. Dotta
E. Mannucci
21.00-21.30 Questionari di apprendimento ECM
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RAZIONALE

La diabetologia sta attraversando un periodo particolare: da una parte I'aumento delle persone affette
dalla patologia (in Italia ormai circa I’'8% pari a quasi 4,5 milioni di persone) dall’altro una sempre maggiore
innovazione terapeutica sia farmacologica che tecnologica. Nel contempo la formazione del diabetologo
moderno progredisce solo marginalmente. Il giovane diabetologo €, solitamente, uno specialista in
Endocrinologia o Medicina Interna, con una esposizione alle tematiche specifiche delle Malattie del
Metabolismo e Diabetologia che possono essere di vario grado e di vario approfondimento. Peraltro la
Diabetologia Italiana continua a godere di massimo rispetto a livello internazionale. Alla luce di quanto
sopra appare necessario uno sforzo al fine di mantenere elevate le competenze e identificare i futuri
esperti del settore.

Obiettivo di questo corso e individuare e promuovere la crescita professionale di giovani diabetologi della
regione Toscana grazie a processi che permettano loro di sviluppare la leadership e migliorare le
competenze cliniche, scientifiche e di comunicazione. Il programma si rivolgera a medici con pochi anni di
esperienza clinica in ambito diabetologico presso le Universita e gli Ospedali della Toscana con un chiaro
interesse nella formazione e nella ricerca clinica diabetologica. La loro individuazione avverra previa
domanda e valutazione da parte del Comitato Scientifico.

Questo corso vuole essere caratterizzato da una forte interattivita ottenuta anche attraverso strumenti
mediali e basato sullo sviluppo di programmi di ricerca clinica, inclusi studi di real world.

Parte integrante del corso ¢ il miglioramento delle capacita cliniche, di ricerca e di comunicazione mediante
I'aggiornamento clinico, la gestione dei registri elettronici, approfondimenti relativi a disegno, metodologia,
statistica, analisi critica, presentazione e pubblicazione di studi clinici, journal clubs, tecniche di
comunicazione e insegnamento, lettura critica della letteratura, aspetti organizzativi della gestione della
patologia diabetica HTA in diabetologia.

COERENZA CON L’OBIETTIVO NAZIONALE

Coerenza Obiettivo Nazionale N° 2: Linee guida — Protocolli — Procedure

| DESTINATARI

MEDICO CHIRURGO: ALLERGOLOGIA ED IMMUNOLOGIA CLINICA; ANGIOLOGIA; CARDIOLOGIA;
DERMATOLOGIA E VENEREOLOGIA; EMATOLOGIA; ENDOCRINOLOGIA;
GASTROENTEROLOGIA; GENETICA MEDICA; GERIATRIA; MALATTIE METABOLICHE E
DIABETOLOGIA; MALATTIE DELL'APPARATO RESPIRATORIO; MALATTIE INFETTIVE; MEDICINA
E CHIRURGIA DI ACCETTAZIONE E DI URGENZA; MEDICINA FISICA E RIABILITAZIONE;
MEDICINA INTERNA; MEDICINA TERMALE; MEDICINA AERONAUTICA E SPAZIALE; MEDICINA
DELLO SPORT; NEFROLOGIA; NEONATOLOGIA; NEUROLOGIA; NEUROPSICHIATRIA INFANTILE;
ONCOLOGIA; PEDIATRIA; PSICHIATRIA; RADIOTERAPIA; REUMATOLOGIA; CARDIOCHIRURGIA;
CHIRURGIA GENERALE; CHIRURGIA MAXILLO-FACCIALE; CHIRURGIA PEDIATRICA; CHIRURGIA
PLASTICA E RICOSTRUTTIVA; CHIRURGIA TORACICA; CHIRURGIA VASCOLARE; GINECOLOGIA E
OSTETRICIA; NEUROCHIRURGIA; OFTALMOLOGIA; ORTOPEDIA E TRAUMATOLOGIA;
OTORINOLARINGOIATRIA; UROLOGIA; ANATOMIA PATOLOGICA; ANESTESIA E
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RIANIMAZIONE; BIOCHIMICA CLINICA; FARMACOLOGIA E TOSSICOLOGIA CLINICA;
LABORATORIO DI GENETICA MEDICA; MEDICINA TRASFUSIONALE; MEDICINA LEGALE;
MEDICINA NUCLEARE; MICROBIOLOGIA E VIROLOGIA; NEUROFISIOPATOLOGIA;
NEURORADIOLOGIA; PATOLOGIA CLINICA (LABORATORIO DI ANALISI CHIMICO-CLINICHE E
MICROBIOLOGIA); RADIODIAGNOSTICA; IGIENE, EPIDEMIOLOGIA E SANITA PUBBLICA; IGIENE
DEGLI ALIMENTI E DELLA NUTRIZIONE; MEDICINA DEL LAVORO E SICUREZZA DEGLI AMBIENTI
DI LAVORO; MEDICINA GENERALE (MEDICI DI FAMIGLIA); CONTINUITA ASSISTENZIALE;
PEDIATRIA (PEDIATRI DI LIBERA SCELTA); SCIENZA DELL'ALIMENTAZIONE E DIETETICA,
DIREZIONE MEDICA DI PRESIDIO OSPEDALIERO; ORGANIZZAZIONE DEI SERVIZI SANITARI DI
BASE; AUDIOLOGIA E FONIATRIA; PSICOTERAPIA; CURE PALLIATIVE; EPIDEMIOLOGIA;
MEDICINA DI COMUNITA

FACULTY (in ordine alfabetico)

Dr.ssa BENEMEI | Silvia Relatore LAUREA: Medicina e Chirurgia

SPECIALIZZAZIONE: Farmacologia e Tossicologia
Clinica

AFFILIAZIONE: : Dirigente Medico responsabile
clinical Trial research presso I’Azienda Ospedaliero-
Universitaria Careggi — Firenze e Membro segreteria
Scientifica del Comitato Etico di area Vasta Centro

Dr. DANIELE Giuseppe Relatore LAUREA: Medicina e Chirurgia
SPECIALIZZAZIONE: Endocrinologia e Malattie del
metabolismo

AFFILIAZIONE: Dirigente Medico | livello, UO
Malattie Metaboliche e Diabetologia presso
I’Azienza Universitaria Pisana - Pisa

Prof. DEL PRATO | Stefano Responsabile | LAUREA: Medicina e Chirurgia
Scientifico, SPECIALIZZAZIONE: Endocrinologia e Medicina
Relatore e Interna

Moderatore | AFg|||AZIONE: Direttore, UO Malattie Metaboliche e
Diabetologia presso I’Azienza Universitaria Pisana -

Pisa
Dr.ssa llaria Relatore LAUREA: Medicina e Chirurgia
DICEMBRINI SPECIALIZZAZIONE: Endocrinologia

AFFILIAZIONE: Medico diabetologo borsista presso
I’Azienda Ospedaliero-Universitaria Careggi - Firenze

Prof. DOTTA Francesco Responsabile | LAUREA: Medicina e Chirurgia

Scientifico, SPECIALIZZAZIONE: Endocrinologia
Relatore e AFFILIAZIONE: Professore Ordinario di
Moderatore | ppgocrinologia, Nefrologia e Scienze
dell’Alimentazione e del Benessere presso
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I’Universita di Siena - Siena

Dr. Paolo Relatore LAUREA: Medicina e Chirurgia

FRANCESCONI SPECIALIZZAZIONE: Igiene e Medicina preventiva
AFFILIAZIONE: Dirigente e responsabile Settore
Sanitario, Osservatorio di Epidemiologia presso
Agenzia Regionale di Sanita' della Toscana - Firenze

Dott. MANNUCCI | Edoardo Responsabile | LAUREA: Medicina e Chirurgia

Scientifico, SPECIALIZZAZIONE: Endocrinologia e Malattie del
Relatore e Ricambio

Moderatore | Apgj||AZIONE: Direttore Agenzia Diabetologia,
Azienda Ospedaliero-Universitaria Careggi - Firenze

Dr.ssa NIGI Laura Relatore LAUREA: Medicina e Chirurgia
SPECIALIZZAZIONE: Endocrinologia e Malattie del
metabolismo

AFFILIAZIONE: Assegnista di Ricerca presso il
Dipartimento di scienze Mediche, Chirurgiche e
neuroscienze — Universita di Siena - Siena

Dr. RASCHETTI Roberto Relatore LAUREA: Fisica

SPECIALIZZAZIONE: Biofisica

AFFILIAZIONE: Dirigente di ricerca, Istituto Superiore
di Sanita - Roma

Prof. TURCHETTI | Giuseppe Relatore LAUREA: Economia

SPECIALIZZAZIONE: Economia e management
AFFILIAZIONE: Professore Ordinario di Economia
Management Sanitario

Scuola Superiore Sant’Anna - Pisa

DATI PROVIDER

Accreditamento Provider: PKG srl con decorrenza dal 15/10/2012 é Provider Standard Nazionale con
numero identificativo 106 dopo aver ottenuto il parere positivo dalla Commissione Nazionale per la
Formazione Continua. Tale accreditamento & valido per un periodo di 4 anni ai sensi dell’Accordo stipulato
in sede di Conferenza permanente per i rapporti tra lo Stato, le Regioni e le Province Autonome di Trento e
Bolzano in data 5 novembre 2009 e del suo Regolamento Applicativo approvato dalla Commissione
Nazionale per la Formazione Continua in data 13/01/2010 e successive modifiche del 19 aprile 2012. PKG
s.r.l. & inoltre certificata UNI EN 1SO 9001:2015 per la progettazione ed erogazione di servizi di formazione
continua in medicina come provider ECM (Certificato TUV 50 100 9892)

CURRICULUM VITAE (in ordine alfabetico)
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PERSONAL INFORMATION

WORK EXPERIENCE

April 21, 2011-today
Aprit 1, 2010 — March 30, 2011

Curriculum Vitas Sivia Banemed

Silvia Benemei

L ]
G
Ey—

Sex Female | Date of birth 30,10.1980 | Nationality talian

Past-doctoral Fellow

Heaith Sciences Department (former Department of Preclinical and Clinical
Pharmacology), University of Florence, Florence, italy

» Consultant at the Area Vasta Centro (AVC) Ethics Committee (former Careggi Hospital
Ethics Committee), Florence, italy. Fm a member of the Scientific Committee responsible
for reviewing clinical studies on which the Ethics Commitiee has to give an opinion. The
AVC Ethics Committee gives its opinion on 200-300 clinical studies each year. Since the
start of my work, in 2007, I've reviewed all the clinical studies submitted to the Ethics
Committee, for a total number close to 2,000 studies. In addition we review and authorize
requests for compassionate use of drugs or medical devices.

= Consultant for Careggi Mospital clinical investigators: | aid health professionals in the
preparation {design of the study and writing of protocol and related documents) of their
clinical studies.

» Clinical work at the Headache Centre, Careggi Hospital, Florence, Italy. 3,000 visits were
performed in 2013 at the Headache Centre. Since 2012, | have had two surgeries a
week, a total of 350-400 patients visited each year. I've collaborated daily with the
Headache Clinic in Villa Maria Teresa Hospital, Florence, where we treat medication
overuse headache patients for discontinuation of drug abuse.

* Clinical research: I've participated in @ pharmacogenomics study on diug hypersensitivity
and I've reported a series of clinical observations in the headache field (see publications
#26, and #12, #30 and #36 of and my Publication List, pages 5-7); I've also designed a
randomized clinical trial on the effect of mindfulness in chronic headache (we're currentiy
analyzing data), and a cohort study, started a couple of months ago, on the effectiveness
of low doses of methadone in chronic migraine patients. 'm currently working at the
subinission to the Ethics Committee of a cohort study aimed fo investigate the relation
between levels of the endocannabinoid anandamide and estradiol with menstrual
migraine. I've participated in observational clinical studies investigating the association
between B-blocker use and disease progression in melanoma patients (see publications
#3 and #23 of my Publication List, pages 5-7) and F've contributed to report clinically
relevant adverse reactions linked o drug or herbal medicing use (see publications #9,
#21, #22, #24 and #25 of my Publication List, pages 5-7).

«Freclinical research: research on pain and headache (in vivo animal models),
Pharmacology Section of Health Sciences Department, University of Florence. My
research in this field focuses on dural blood flowmetry of meningeal vessels in rats. We
employ this technique to test the in vivo effects of substances we have demonstrated to
be TRPAT agenists or antagonists through in vifro assays. in particular, results of my DBF
experiments are reported in papers recently published in medium-high impact factor
journals in the pain research field (see publications #6, #20 and #38 of my Publication
List, pages 5-7).

» Preparation and submission of research papers.

= Preparation and submission of appiications for national and intemational grants.

& Ewopesan Union, 20022013 | nipuisuropass.cedefon suropa.au Page 171




BUOPISS

2005-2006

2005-2013

2008-2013

EDUCATION AND TRAINING

2005-2008

2008

2006

2008

Cumiculurm Vitae Silvia Benemei

= Teaching Pharmacology and Clinical Research Methodology, both in collaboration with
other university staff and alone, for details see the Teaching section on page 9.

= Supervision of Cinical trial Applications to EudraCT and to the itallan Medicines Agency
(AIFA) for clinical trials sponsored by Careggi Hospital, Florence.

Sector Headache, pain, clinical pharmacology
Grant recipient _
Neurosciences Department, Seciion of Pharmacology, University of Siena, Siena, ltaly

* Research: development of an in vivo animal model of atypical antipsychotic-induced
metabolic syndrome

Sector Phamacology

General practitioner

« Short periods (1-2 weeks) as a substitute general practitioner during the University annual
leave period.

Short term Consultant, in collaboration with Professor Geppettl, for:

» SanitaNova s.rl. (2013). development of a decision-making program, aimed to support
general praciitioners’ choice of pain pharmacoiogical therapy

* sanofi-aventis (2009): expert advice in pharmacokinetics

* PH&T pharma (2008): expert advice in pharmacokinetics

Sector Pharmacoiogy

Clinical Pharmacology residency (70/70 cum faucde)
University of Florence, Florence, ltaly

» Clinical and preclinical research methodology

* Diagnosis and treatment of headaches, including hospital treatment of patients affected
by Medication Overuse Headache

= Ethics Commitiee

= Review of drug use in one of the Careggi Hospital Intensive Care Units

= Pharmacokinetics and phanmacodynamics

= Toxicology

« Pharmacogenomics and biobanking

= In vitro, ex vive, in vivo models in pain research

= European and ltalian rules of ciinical research with drugs, medical devices, nutraceuticals.
= LUse of web resources for the coliection of scientific information

= Pharmacovigilance

= Principles of pharmacoeconomics analysis

10 days visit to the Pharmacology Departiment at Odense University and {o Danish
Regulatory Agency of Medicines ‘

2 Foresight Training Course on Advanced Therapies and Orphan Drugs
Gianni Benzi Foundation, Pavia, italy

= Advanced therapies and orphan drugs

Drug development and drug registration in Europe

European Association of Clinical Pharmacology and Therapeutics (EACPT), San lorenzo
te Escorial, Spain

* Regulation for drug development in Europe

Binstatistics in clinical research
ftalian Society of Biometrics

@ BEuropean Linion, 2002-2013 | hitprlewropass.cedefop.euopa.su Page 2711




BUIODASS

2007-2008

2006-2007

1989-2005

1994-1099

PERSONAL. SKILLS
Mother iongue(s)

Other language(s)

English

French
Latin

Communication skills

Organisational skills

Job-related skilis

Curriculum Vitae Sivia Benemasai

= Statistic principles for planning clinical studies and for data analysis; "R” software,

Advanced course in clinical research methodology
GIMBE, ltalian Group for Evidence Based Medicine, Bologna, ltaly

Master’s degree in “Clinical research and pharmaceutical medicine
University of Pisa, Pisa, ltaly
= Drug development: methodology and regulation

Degree in Medicine (170/110 cum laude)
University of Siena, Siena, Italy

Second level College of Science (100/100)
College of Science “Dante Alighier’”, Manciano (GR), italy

|
ltalian
UNDERSTANDING SPEAKING WRITING
e ' Spoken Spoken -
Listening Reading interaction roduction
ci C1 Ct

Al A Ad Al Al

Al B1 - - -
Levels: Afj2: Basic User - B1/2; independent User - CA/2 Broficient user
Common European Framework of Reference for Languages

Excellent communication skills gained through my experience in teaching at the University
and working as a MD in the Headache Cenire of Caraggi Hospital.

Good organisational skills gained through the simultaneous responsibilities (clinical and
research work, Ethics Committee, teaching); leadership (currently responsible for the
organization of the research in the Headache Centre — 6 people: data collection,
preparation and submission of research projects o Ethics Committee, preparation and
submission of papers, and application for granting of research projects),

Excellent team-plaver.

= (3ood knowledge of standard laboratory procedures.

= Basic experience in molecular biology techniques, such as western biotting and ELISA,
acquired during thesis preparation.

= Basic experience in onabotulinum toxin A administration for the treatment of chronie
headache patients.

= Basic experience with animal handling, acquired during the preparation of thesis and
currently used for the preclinical research.

= Basic Life Support (B.S).

@ Ewrapsan Union, 20025013 | hﬁ;’s:Ifm.irc:g;\a::‘f;.oer:?afopwwspa AL Page 3714




Computer skills

Other skills

Driving licence

Curriculum Vitae

» Excellent comimand of Microsoft Office ™ tools

Silvia Benemel

* Excellent command of Prism™ (software fool to analyze, graph and present sclentific

data)

= Excellent command of EndNote™ (software tool for publishing and managing

hibliographies, citations and references)
= Good command of MacOS X™ tools
= Basic command of R™ ang Stata ™

= | love my parents and my brother. They all live in a little town in the South of Tuscany and |
visit them at least once a month. I've got very few familiars, however during my life I've
met a lot of people (classmates, flat mates, colleagues), and some of them have become

good friends. | like to have good relation with my colleagues.

* I've been living far from family home since 1999, when | began the Medicine School,
When [ was a University student, I've worked as a baby sitter and entertainer for children

parties, and during the week end | helped my brother in his work

{(he had a restaurant at

that time). | lived for 7 years in Siena, and then | moved to Florence; | lived with a
minimum of 3 fiat mates until 2007, when | finally decided to rent an apartment where
iving alone. In 2011, | bought an apartment, for which I'm paying a bank loan. I've
travelled, by airplane, train, boat, or car, around ltaly and Europe (Germany, France,
Bwitzerland, Austria, Slovakia, Poland, United Kingdom, Spain, Portugal, Hungary, Czech
Republic, Turkey, Greece, Denmark, Netherlands, Belgium, Croatia, Bosnia-Herzegovina)

and in 2013 | went to New York City and RBoston,

= 1 like playing sport. I've played modern ballet until 2000 and Fve been playing tennis since
1995. | like running and cycling, preferably outdoor, 've played piano for 13 years. | love

music and figurative arts and | fike spending my free time i

n gigs, museums arig

exhibitions, and going to theatre. | love reading, and | particularly appreciate poetry. |
adors cooking, and going to restaurants tasting unusual foods and good wine or beer. 've
volunteered as a member of a clown therapy non profit organization (for 2 years until
2005), as a waitress for a festival for a non profit blood donars organization (each August

since 1 was 14 year old) and as a teacher for a course of Basic L

ife Support atiended by

non healthcare professionals of the town where | was born in (£-3 lessons each year

since 2012). 'm a blood donor. Since 2013, I've been attendin
schoal to improve my speech abilities,

B

D Evropean Union, 20022043 | ripHatropass. codofap.eurns, aU

g an English language
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PERSONAL INFORMATION

WORK EXPERIENCE

01/01/2016—Present

29/09/2011-28/12/2014

EDUCATION AND TRAINING

01/01/2011-07/03/2014

01/08/2006-05/11/2010

01/09/1999-26/01/2006

PERSONAL SKILLS

Mother tongue(s)

Other language(s)

English
Spanish

ADDITIONAL INFORMATION

Publications

21/1/18

Curriculum vitae

Giuseppe Daniele

Via Paradisa 2, 56125 Pisa (ltaly)
+39 050995146
giuseppe.daniele@unipi.it

Date of birth 17/07/1980 | Nationality Italian

Assistant Professor
Department of Clinical and Experimental Medicine-University of Pisa, Pisa (ltaly)

Postdoctoral Fellowship

Diabetes Division at UT Health Science Center
7703 Floyd Curl Drive, 78229 San Antonio (Texas, United States)

PhD Neuroscience and Metabolic Science (summa cum laude)

University of Pisa
Via Paradisa 2, 56124 Pisa (ltaly)

Post-Graduate Specialization in Endocrinology and Metabolic
Disease (summa cum laude)
University of Pisa (ltaly)

M.D. degree (summa cum laude)

University of Pisa (ltaly)
Italian
UNDERSTANDING SPEAKING WRITING
Listening Reading Spoken interaction | Spoken production
Cc2 C2 Cc2 Cc2 Cc2
A2 A2 A1 A1 A1

Levels: A1 and A2: Basic user - B1 and B2: Independent user - C1 and C2: Proficient user
Common European Framework of Reference for Languages

1. Bianchi C, Penno G, Daniele G., L. Benzi, S. Del Prato, R. Miccoli. "Optimizing management of
metabolic syndrome to reduce risk: focus on life-style" Intern. Emerg. Med. 2008; 3(2):87-98 (I1S1 2013:
2.410)
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