
e
o
r
t
c

EORTC course on

CLINICAL TRIAL STATISTICS

FOR NON STATISTICIANS

15 - 18 June 2010

BEST WESTERN PREMIER  
SODEHOTEL LA WOLUWE
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Chairpersons

A. Bartolucci (US)
L. Collette (BE)
R. Sylvester (BE)

 Invited Faculty

A. BARTOLUCCI, University of Alabama, Birmingham AL, USA
J. BOGAERTS, EORTC Headquarters, Brussels, Belgium
C. COENS, EORTC Headquarters, Brussels, Belgium
L. COLLETTE, EORTC Headquarters, Brussels, Belgium
C. FORTPIED, EORTC Headquarters, Brussels, Belgium
S. GEORGE, Duke University Medical Center, Durham NC, USA
J. HALL, EORTC Headquarters, Brussels, Belgium
C. LEGRAND, Université Catholique de Louvain, Louvain-La-Neuve, Belgium
H. PUTTER, Leiden University Medical Centre, Leiden, The Netherlands
R. SYLVESTER, EORTC Headquarters, Brussels, Belgium
M. VAN GLABBEKE, EORTC Headquarters, Brussels, Belgium
S. ZOHAR, Hôpital Saint-Louis, Paris, France

Hotel and Course Venue
•	Hotel: Participants requiring hotel accommodation should book 

directly with one of the mentioned hotels (see “Hotel Reservation”)
•	Venue: The course will be held at the Best Western Premier - Sodehotel 

La Woluwe, 5 avenue Emmanuel Mounier, 1200 Brussels, Belgium

Registration
On-line registration is available at:
http://www.eortc.be/About/EducationOffice.htm
The registration site provides the guarantee of a secure on-line payment. 
Deadline for registration and payment is 28 May 2010. However the 
registration deadline for the optional course dinner is 30 April 2010. As the 
number of places in this course is limited, participants are encouraged to 
register as soon as possible.

Registration 
fees & Payment

Intro + Course + Dinner 
for payment received 

BEFORE 30 April

Intro + Course 
for payment received 

between 30 April  
and 28 May

Academics & non-profit 
organizations 145 + 715 + 40 Euros 165 + 825 Euros

For profit organizations & 
pharmaceutical industry 
representatives

230 + 1155 + 40 Euros 265 + 1320 Euros

Fees are net of all bank, exchange, tax and other charges. The fee includes 
the course book, coffees and lunches, but it does not include travel or hotel 
expenses.
Advanced registration and payment are required. Registration and 
corresponding payment should be received before the indicated deadlines. 
Confirmation of your participation will be sent to you only upon receipt of 
your complete registration data and payment. Registration forms submitted 
without full payment will not be processed.
The language of the course is English.

Cancellation policy
Cancellation of registration has to be faxed or e-mailed to the EORTC 
Education Office. If less than 2 month's notice of cancellation is given, 
50% of the registration fee will be retained. If less than one month's notice 
of cancellation is given, no refund will be paid. Refunds will be processed 
by bank transfer after the course. 

For further information, please contact:
Ms Danielle Zimmermann, EORTC Education Office

Av. E. Mounier 83, Bte 11   •   1200 Brussels, Belgium
Phone: +32-2-774 16 02  •  Fax: +32-2-772 62 33

E-mail: danielle.zimmermann@eortc.be
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This course is designed as an introduction to the statistical principles which form the basis for the design and analysis of cancer 
clinical trials. It will concentrate on the philosophy and understanding of the statistical principles that are used on a day-to-day basis 
in conducting clinical trials and will not simply present statistical formulae in a cookbook fashion.

This course is aimed at non statisticians (medical doctors, data managers, etc.) who are already working in the field of clinical trials and 
who have had an introductory course in statistics, or at statisticians with little or no experience in clinical trials. For those persons who 
would like a review of the basic statistical concepts, an optional half day introduction to statistical methods has been organized.
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OPTIONAL INTRODUCTION

TUESDAY 15 JUNE 2010
13.30 – 14.00
14.00 – 17.00

Registration
Introduction to Statistical Methods 
A. Bartolucci

WEDNESDAY 16 JUNE 2010
08.30 – 08.50 Discussion of Homework from Tuesday 

A. Bartolucci

COURSE

WEDNESDAY 16 JUNE 2010
08.30 – 09.00
09.00 – 09.05
09.05 – 09.55 
 

09.55 – 10.45 
 

11.05 – 11.55 

Registration and welcome coffee
Welcome and Introduction
Design and Analysis of  
Phase I Cytotoxic Studies 
S. Zohar
Design and Analysis of  
Phase II Cytotoxic Studies 
M. Van Glabbeke
Early Development of Non-Cytotoxics 
S. Zohar, M. Van Glabbeke

11.55 – 12.15 

13.15 – 14.15 

14.15 – 15.30 

15.50 – 16.50 

16.50 – 17.15

Morning Discussion 
S. Zohar, M. Van Glabbeke
Design of Phase III Trials 
C. Fortpied
Sample Size for Phase III Trials 
C. Legrand
Reporting and Interpreting Results 
J. Bogaerts
Afternoon Discussion 
C. Fortpied, C. Legrand, J. Bogaerts

THURSDAY 17 JUNE 2010
08.30 – 09.30 

09.30 – 10.15 

10.35 – 11.45 

11.45 – 12.00

Statistical Analyses: Basic Principles 
L. Collette
Statistical Analyses: Binary Endpoints 
A. Bartolucci
Statistical Analyses: Time to Event Endpoints 
H. Putter
Morning Discussion 
L. Collette, A. Bartolucci, H. Putter

13.00 – 14.10 
 

14.10 – 15.10 

15.30 – 17.30 

19.30

Interim Analyses and Early Stopping Rules 
(with discussion) 
R. Sylvester
Quality of Life (with discussion) 
C. Coens
Workshop 
IDMC: What would you recommend?
Course dinner (optional)

FRIDAY 18 JUNE 2010
08.30 – 09.30 
 

09.30 – 11.10 
 

11.10 – 11.50

Reporting of Results:  
Practical examples 
J. Bogaerts, C. Coens 
Determination of prognostic and predictive 
factors (with break) 
L. Collette
Gene expression profiling 
J. Hall

11.50 – 12.05 

12.50 – 14.00 
 
 

14.00 – 15.15

Morning Discussion 
L. Collette, J. Hall
Workshops 
Topics to choose from: 
-  Phase I/II trials 
-  Prognostic/Predictive Factors
Design and analysis of targeted agent studies 
S. George


