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Invited Faculty

BLAY Jean-Yves', BOELLAARD Ronald?, BOGAERTS Jan?, CARDOSO Fatima*,
COLLETTE Laurence?, EL HARIRY Iman®, FENNELL Dean®, FLAMEN Patrick?,
FLAMENT Jocelyne’?, FORTPIED Catherine’, GORLIA Thierry?, GULYBAN
Akos®, HALL Jacqueline’, HARBECK Nadia®, HAUSTERMANS Karin®,
HURKMANS Coen'®, JAMINE David®, LACOMBE Denis®, LIBERATOSCIOLI
Cecilia’, MARREAUD Sandrine’, MEUNIER Francoise’, NEGROUK Anastassia®,
PENNINCKX Bjorn®, PIGNATTI Francesco’, RAVAUD Alain'', SCHUHMACHER
Christoph', STROOBANTS Sigrid'?, SYLVESTER Richard®, TEJPAR Sabine?,
THOMAS Geraldine', VAN GLABBEKE Martine®, VERWEI) Jaap', VON
FRENCKELL Remy?

'Centre Léon Bérard, FR; *Vrije Universiteit Medisch Centrum, NL; *EORTC
Headquarters, BE; ‘Institut Jules Bordet, BE; °Astellas Pharma GClobal
Development, U.S.A.; ®Belfast City Hospital, GB; "EMEA, GB; ®Universitaetsklini-
ken Koeln, DE; °U.Z. Gasthuisberg, BE; '°Catharina Ziekenhuis, NL; ""Hopital St.
André, FR; "*Chirugische Klinik und Poliklinik des Klinikums rechts der Isar der
Tech. Univ. Miinchen, DE; "*Universitair Ziekenhuis Antwerpen, BE; "“Imperial
College London, GB; "“Erasmus University Medical Center, NL

Hotel and Course Venue

¢ Hotel: Participants requiring hotel accommodation should book directly
with one of the mentioned hotels (see "Hotel Reservation")

e 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 20 August 2010. However the
registration deadline for the optional course dinner is 23 July 2010. As the
number of places in this course is limited, participants are encouraged to
register as soon as possible.

Registration fees

& Payment

1000 + 40 Euros 1150 Euros

1800 + 40 Euros 2000 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

EORTC course on

Code:
METHOD 2010

METHODOLOGY OF

CANCER CLINICAL TRIALS:

THE NEXT GENERATION

7 - 10 SEPTEMBER 2010

BEST WESTERN PREMIER
SODEHOTEL LA WOLUWE
AVENUE E. MOUNIER, 5
BE - 1200 BRUSSELS
BELGIUM

CHAIRPERSONS

Jean-Yves Blay
EORTC President

Denis Lacombe & Jocelyne Flament
EORTC Headquarters
Scientific Division

Richard Sylvester
EORTC Headquarters
Operations & Methodology Division
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This course is designed at an and is oriented towards medical doctors, specialists in oncology, experienced data managers, oncology
nurses and those working in the pharmaceutical industry who are involved in cancer clinical trials (CCT).
The course will focus on the new aspects and methodological challenges of modern cancer clinical trials. The course will address new clinical trials

features aimed at understanding the biology of the disease and document molecular determinants, whether host or disease related, which may be
prognostic or predictive of patient outcome. As innovative approaches will be discussed, attendees are expected to already have a good understanding

of the basis of clinical trial methodology.

10.00 - 10.30  Registration Challenges in Designing the Next Generation of CCT: Chair: R. Sylvester
13.00 - 14.00 PFS as an end-point for Phase Il / lll trials
10.30 - 10.45 Welcome by EORTC Director General - The clinician’s point of view
F. Meunier J.Y Blay
- The statistician’s point of view
10.45-11.45  Key note: paradigm changes for cancer clinical research M. van Glabbeke
J.Y. Blay 14.00 — 14.45  Prognostic factors versus predictive factors
C. Fortpied
11.45-12.00 Anatomy and objectives of the course 14.45-15.30 Design / analysis of studies for the development of targeted agents
D. Lacombe, R. Sylvester L. Collette
16.30 — 17.00  Practical questions/case study on Day 1 topics: presentation
12.00-13.00 Lunch R. Sylvester
08.30 - 09.00  Practical questions/case study on Day 1 topics: discussion Biomarkers: Chair: N. Harbeck

R. Sylvester

12.55-13.25

Validation of a predictive biomarker for drug development
S. Tejpar

Multimodality Clinical Trials; Chair: D. Lacombe 13.25-13.55 Devel_opmer)t and cross validation pf_meth_ods / platforms
09.00 —09.30 Integrating surgery in multimodality clinical trials to validate biomarkers alongside clinical trials;
C. Schuhmacher N. Harbeck )
09.30 - 10.00  Special considerations for radiotherapy trials 13.55 - 14.25 ';Itgcl)lfﬁg\ the development of gene signatures
K. Haustermans 14.25-14.55 What does molecular profile add to a clinical & pathological profile?

Surrogate Endpoints: Chair: L. Collette

R. Sylvester

10.50 - 11.50  Issues and challenges of surrogate endpoints Biobanking;: Chair: E._Cardoso
- The clinician’s point of view 15.45-16.15 Biobanking challenges for international cancer clinical trials
D. Fennell . ; F. Cardoso
- The statistician’s point of view 16.15-16.35 EORTC biobanking policy
J. Bogaerts J. Hall
16.55—17.10  Practical questions/case study on Day 2 topics: presentation
12.10-12.55 Lunch D. Lacombe, L. Collette, N. Harbeck, F. Cardoso
08.30—09.00 Practical questions/case study on Day 2 topics: discussion Safety; Chair: J. Flament
D. Lacombe, L. Collette, N. Harbeck, F. Cardoso 13.00 - 13.30  Specific consideration for safety issues with targeted agents
Imaging; Chair: S. Stroobants A. Ravaud
H - S, _ L . . L .
09.00 - 09.30 Integrating and validating markers / tracers in CCT 13.30 — 14.00 Prlnuples of safety monitoring in modern clinical trials
S. Stroobants B. Penninckx
09.30-10.00 Imaging guidelines for clinical trials
R. Boellaard WoRksHoP 1 Topic to choose from:
10.30-11.00  Imaging response criteria/RECIST present & future A. Implementing a multimodality, biobanking, imaging
11.00-11.30  Selston of imaging methods for targeted agent protocol in 2010
SR Pelsgrlr?enno Inztelin)uisibls SlElRzElplalblitplons B. Implementing QA programs for radiotherapy clinical trials
11.30— 11.50  EORTC Imaging platform 17.00-17.15  Practical questions/case study on Day 3 topics: presentation
J. Flament J. Flament, S. Stroobants
12.15-13.00 Lunch
08.30 - 09.00 Practical questions/case study on Day 3 topics: discussion WORKSHOP 2 Topic to choose from:

J. Flament, S. Stroobants
Regqulatory / Legal Session: Chair: R. von Frenckell

C. Implementing tissue collection
D. Challenges for implementing & conducting European CCT

09.30-10.00 The European regulatory environment for clinical trials
A. Negrouk Models of partnership Academia / Industry: Chair: R. von Frenckell
10.00 - 10.30  Specific considerations for tissue collection impact 13.45—-14.15 Academia perspectives
on biobanking agenda D. Lacombe
(2 W 1415-14.45  Indust fi
11.00-11.30  EMEA perspective D= "1x TR [SERpEEiEs
F. Pignatti 1. El Hariry
12.00-12.45 Lunch 15.15-15.30 Closing remarks by Chairs

Please complete and return this form by mail or by fax to the EORTC Education Office (see address below).

Please type or write in CAPITAL LETTERS. Fill out one Registration Form for each participant.

1 will attend:

[ the Optional Dinner

Prof [ ] Dr[ ] Ms [ ] Mr [ ] (Other)

(please tick)

Family name :

Workshops Preference:
Please indicate your workshop preference for

First names :
Institute :

second preference)

Department :

9 September (1 = first preference, 2

Topic

Preference

Institute address :

Town/Code :

A. Biobanking / Imaging
B. QA radiotherapy

Country/ Phone :

10 September (1 = first preference, 2 = second preference)

Fax:

Preference Topic

E-mail:

C. Tissue collection

D. Challenges European clinical trials

statistics

L] epidemiology

[

[ secretariat

9%
data management

nursing

[ biolo
D .
L]

8y
py
L] pathology

[ | medical oncolo
[ | chemothera

gery
radiotherapy

radiology

[ sur
[]
[]

Speciality:

Please return this form to:

[ Thead of department

[ ] resident L] junior assistant [] senior assistant

Position:

Danielle Zimmermann (Ms)
Coordinator EORTC Education Office

Nationality:

Year of birth:

Sex (M) (F)

Avenue E. Mounier, 83/11
1200 Brussels, Belgium

L] University

partment in general hospital

Private company

[ | cancer de

L]

pital
Comprehensive cancer center

(] General hospi

L]

Work sector



