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ALL ABOUT CLINICAL TREALS

27th & 28th March 2018
foval College of Paediatrics & Child Health, Holborn, London

The European Socdiety of Cardiology is proud to be delivering an engaging and
intaractive 2-day course to improve the professional knowledge and skills required
toplan and deliver successful cardiovascular pharmacotherapy dinical riaks.

Cur goal is for all participants to leave the meeting with the Improved competence
and confidence to deliver better clinical trisls which in turn will have & positive
impact on services and patient outcomes.

This course s aimed at wmproving knowledge and skills related to clinical wial
planning and design as well as the successful running of different types of clinical
trials. We will offer highly interactive sessions coordinated by top experts in their
fields. In addition, the course will offer interactive workshops on Good Clinical
Practice {GCP), regulatory issues, statistics, trial data interpretation and manuscript
writing.

At the end of the course delegates will be able to:
e design and plan successful clinical trials,
= evaluate and follow the correct processes and regulatory procedures,
s effectively analyse and interpret data.

This course will be an excellent opportunity for education, networking and creating
opportunities.

Course divectors

Giuseppe MC Rosano, MD, PhD, FESC

Sven Wassmann, MD, PhD, FESC

Juan Carlos Kaski, DSc, DM {Hons), MD, FRCP, FESC

ORGANISED BY THE WORKING GROUP ON CARDICVASCULAR PHARMACOTHERAPY
OF THE EUROPEAN SOUTIETY OF CARDIOLOGY

This programme is supported by an unresiricted educational grant from Daiichi
Sankyo and Noverlis.

EUROPEAN

BOLIETY OF
CARDICEDIY Y
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Clinical Trials: Day 1

Time | Title | speakers/Chairs
Welcome, introductions and  course | G Rosano,
objectives S Wassmann,

IC Kaski

SESSION 1. HOW TO DESIGN A CLINICAL TRIAL Chair/s:

S Wassmann

Panelists: A Niessner, C Ceconi, BS Lewis G Rosano

9.00am | An overview of the different aspects of | A Niessner
clinical trials

9.30am Traditional vs novel trial designing G Rosano

10.00am The trials: the objectives, the site, the finance | BS Lewis

&mi t&e mi& of the ethics committee and

11.30am Surrogate endpoints and streamlined trials TBC
SESSION 2. REGULATORY ASPECTS Chair/s:
C Cecond
| Panelists: BS Lewis, L Parker, G Mazzaglia G Rosano
12.00pm Requirements from regulatory agencies: | G Rosano
| endpoints, comparators, type of studies
12.30pm Tkemie of the reseamiﬁ nfﬁce L BParker
1.00pm V N
SESSION 3. HOW ‘F@ RUN 3-% Tﬁ&ﬁt ﬁi‘:ﬂet&a&"{w Chalr/s:
H Drexel
Panelists: G Rosane, JC Kaski, § Wassmann, T Walther, L Parker BS Lewis
2.00pm The role of the principal investigator: keys to | H Drexel
success, perils and tribulations
2.30pm The team, the procedures, the monitor and | BS Lewis
the sponsor.
Post marketing surveillance G Rosano
| ~ networking o
555&?&& 4, TRIAL ﬁ%‘i‘ﬁ@i}ﬁiﬁﬁ Chair/s:
S Agewail

Panelists: R Kondapally, BS Lewis, G Rosano, G Mazzaglia, A | JCKaski
Niessner

4.30pm Randomised controlled trials A Niessaer
5.00pm Registries G Mazzaglis
5.30pm tieta-analyses | & Kondapally
6.00pm Systematic reviews T8C

2

- 238 -



