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CDDF /ITCC/ENCCA /SIOPE 3R° CONFERENCE

PRIORITISATION IN PAEDIATRIC
ONCOLOGY DRUG DEVELOPMENT

VIENNA, AUSTRIA  5-6 FEBRUARY 2015

PROGRAMME




The Cancer Drug Development Forum — CDDF (previously known as Biotherapy
Development Association - BDA), 2015 Paediatric Oncology Conference is the third
meeting of an ongoing series of biennial conferences organised in partnership with ITCC
(Innovative Therapies for Children with Cancer), ENCCA (European Network for Cancer
Research in Children and Adolescents) and SIOPE (the European Society of Paediatric
Oncology).

The conference aims at promoting progress in the field of paediatric oncology drug
development through input from all concerned stakeholders: regulatory bodies,
academia, the pharmaceutical industry, parents and policymakers.

The multistakeholder Paediatric Oncology Platform was created in December 2013 to
improve drug development for children and adolescents with cancer (European Journal
Cancer, in press). Proposals by the platform working groups will be presented and
discussed.
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Meeting Objectives

The main goal of the conference is:

* To define how to prioritize oncology drugs for their development in children and
adolescents in order to increase and speed up access to innovative therapies for all
patients

e To increase the likelihood of developing effective treatments
e To improve efficiency of development plans

Conference Steering Committee

Conference Chair

e Gilles Vassal (Gustave Roussy, France - ITCC president, SIOPE president,
CDDF board member)

Committee

e Patricia Blanc (Imagine for Margo,France)

e Gerlind Bode (International Confederation of Childhood Cancer Parent Organizations,
Germany)

e Silvia Chioato (Pfizer,ltaly)
¢ Ralf Herold (European Medicines Agency, UK)

e Koenraad Norga (Vice-Chair Paediatric Committee at the EMA for Belgium - University
Hospital Antwerp, Belgium)

* Andrew Pearson (The Institute of Cancer Research, UK)
* Raphael Rousseau (Roche Genentech, USA)

e Stefan Schwoch (Eli Lilly, UK)

o Jeffrey Skolnik (TetraLogic Pharmaceuticals, USA)

® Heinz Zwierzina (CDDF Chairman, Austria)




Who should attend ?

* Academics

e Parents associations, Survivors associations

e Policymakers

¢ Regulators from European and International bodies
* Representatives from the pharmaceutical industry

Conference venue

Hilton Hotel Danube

Handelskai 269, 1020 Wien, Austria
Phone: +43-1-72777
www3.hilton.com

Registration
Register online at www.cddf.org

Conference secretariat

CDDEF office — Marjorie Recorbet

c/o ECCO — the European Cancer Organisation
Avenue E. Mounier 83

1200 Brussels

Phone: +32.2.775.02.15
marjorie.recorbet@ecco-org.eu
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DAY 1 THURSDAY 5 FEBRUARY 2015

Welcome and Introduction

PLENARY SESSION 1 : STRATEGIC OUTLOOK

Chairs :
Ruth Ladenstein (SIOPE - St. Anna Children’s Hospital, Austria)
Heinz Zwierzina (CDDF- Innsbruck University, Austria)

The European 2015-2020 strategy for paediatric oncology drug development

Gilles Vassal (Gustave Roussy, France - ITCC president, SIOPE president, CODF board member)

The US strategy for paediatric oncology drug development

Peter Adamson (Children’s Hospital of Philadelphia - Children’s Oncology Group, USA)

Prioritisation: the European Medicine Agency and Paediatric Committee standpoint
Koenraad Norga (Vice-Chair Paediatric Committee at the EMA for Belgium-University Hospital Antwerp, Belgium)
Prioritisation : the Food and Drug Administration standpoint

Gregory Reaman (Food and Drug Administration, USA)

Discussion
Panellist: Session speakers and chairs

LUNCH (Waterfront Restaurant)

PLENARY SESSION 2 : BIOLOGY AND MECHANISM OF ACTION DRIVEN
DRUG DEVELOPMENT

Chairs :

Cesare Spadoni (PharmaBioMed Ltd - aPODD Foundation, UK)

Mary Brigid Bradley-Garelik (BMS, USA)

Lessons learned from the Paediatric Preclinical Therapeutic Program
Malcolm Smith (National Cancer Institute, USA) via videoconference

Innovative preclinical models
Louis Chesler (Institute of Cancer Research, UK)

The ITCC (Innovative Therapies for Children with Cancer) precision cancer
medicine program
Birgit Geoerger (Gustave Roussy, ITCC-France)

Proposals from the Pediatric Platform working group 1
Andrew Pearson (The Institute of Cancer Research - ITCC, UK) via phone conference

Discussion and interactive panel

Panellists: Session speakers and chairs
Jacqueline Carleer (FAMPH, Belgium) - Christopher Copland (National Cancer Research Institute, UK)
Jeffrey Skolnik (TetraLogic Pharmaceuticals, USA) - Jaroslav Sterba (Masaryk univerzity , Czech Republic)

BREAK
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PLENARY SESSION 3 : CROSS PHARMACEUTICAL COMPANIES
DEVELOPMENTS AND COOPERATION

Chairs:
Deborah Binner (A Child of Mine, UK)
Birgit Geoerger (Gustave Roussy, ITCC-France)

The Innovative Medicine Initiative (IMI)
To be announced

The Matrix trial, a new concept to speed up early drug trials
Maoxia Zheng (Genentech/Roche, USA)

Proposals from the Paediatric Platform working group 2
Raphael Rousseau (Genentech/ Roche, USA)

Discussion and interactive panel

Panellists: Session speakers and chairs
Lothar Bergmann (J.W. Goethe University / EMA Scientific Advisory Group on Oncology, Germany)
Koenraad Norga (Vice-Chair Paediatric Committee at the EMA for Belgium -University Hospital Antwerp, Belgium)

END OF DAY 1
NETWORKING DINNER (Waterfront Grand Hall)

DAY 2 FRIDAY 6 FEBRUARY 2015

PLENARY SESSION 4 : INNOVATIVE EUROPEAN REGULATORY INITIATIVES

Chairs :
Bouchra Benettaib (Celgene, USA)
Riccardo Riccardi (University of Rome, ltaly)

Creating hope — a successful initiative
Nancy Goodman (Kids vs Cancer, USA) and Kathy Miller (Kids vs Cancer , USA)

The EU Orphan Drug Regulation and paediatric oncology
Miriam Gargesi (EuropaBio, Belgium)

Industry view point on incentives and development costs
Christina Bucci-Rechtweg (Novartis Pharmaceuticals Corporation,USA)

Proposals from Paediatric Platform Working group 4
Patricia Blanc (Imagine for Margo, France)

Discussion and interactive panel

Panellist: Session Speakers and chairs
Pamela Kearns (University of Birmingham, UK)

BREAK

PLENARY SESSION 5 : FURTHER DEVELOPMENT OF THE MULTI-STAKEHOLDER
PAEDIATRIC ONCOLOGY DRUG DEVELOPMENT PLATFORM

Wrap up and Next steps
END OF THE MEETING AND LUNCH (Waterfront Grand Hall)
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The Cancer Drug
Development Forum (CDDF)

The Cancer Drug Development Forum (CDDF), previously known as the Biotherapy
Development Association (BDA), is a not-for-profit association whose mission is
to provide a unique platform to facilitate interactions between all stakeholders
(academia, regulatory authorities, policymakers, the pharmaceutical industry and
patient advocates) to improve the efficiency of cancer drug development.

For the past 14 years, CDDF has strived to leverage the discussion on the most
promising advances in oncology drug development, uniting experts from academia,
the pharmaceutical industry and regulatory authorities in the quest of overcoming the
main challenges in cancer treatment.

For more information
please visit:
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Conference secretariat
CDDF office — Marjorie Recorbet
C/O ECCO

Avenue E. mounier 83

1200 Brussels

Phone: +32.2.775.02.15
marjorie.recorbet@ecco-org.eu

Registrations at www.cddf.org




