CDDF 9™ ALPINE CONFERENCE

CURRENT AND FUTURE CHALLENGES FOR
INNOVATIVE ONCOLOGY DRUG DEVELOPMENT

INNSBRUCK, AUSTRIA - 19 to 21 OCTOBER 2016




PROGRAMME
N

Day 1 Wednesday 19 October 2016

15:00 Welcome and Introduction
Heinz Zwierzina (University of Innsbruck, Austria)

15:10  Keynote lecture: challenges of innovative oncology drug development
Hilary Calvert (University College London, UK)

PLENARY SESSION 1: COMBINATION THERAPY IN IMMUNO-ONCOLOGY

Session chairs: Florin Sirzen (F. Hoffmann - La Roche, Switzerland)
Heinz Zwierzina (Innsbruck University, Austria)
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15:40 Combining immunotherapeutic agents
Paolo Ascierto (Istituto Nazionale Tumori, Italy)

16:00 Industry perspective
Jun Wang (Roche, Switzerland)

16:20 Regulatory aspects - EU perspective
Jorge Camarero (Spanish Medicines Agency, Spain )

16:40 Regulatory aspects - US perspective
Peter Bross (FDA, USA)

17:00 ‘ Discussion
17:30 @ BREAK

REPORT ON CDDF WORKING GROUPS

Chair:  John Smyth (University of Edinburgh - CDDF, UK)
18:00 ACCELERATE platform (pediatric oncology)
Heinz Zwierzina (University of Innsbruck - CDDF, Austria)

18:10 Immuno biomarker development in the peripheral blood (Vienna, December 2015)
Heinz Zwierzina (University of Innsbruck - CDDF, Austria)

18:20 EMA - CDDF joint meeting on “challenges for the approval of anti-Cancer
immunotherapeutic drugs” (London, February 2016)
John Smyth (University of Edinburgh - CDDF, UK)

18:30 Use of real world data to optimise oncology drug development and access
(London, July 2016)
Eva Skovlund (Norwegian University of Science and Technology - CDDF, Norway)

18:40 End of Day 1
19:30 ‘D WELCOME RECEPTION @ cafe wien and DINNER @ Interalpen hotel restaurant




Day 2 Thursday 20 October 2016

PLENARY SESSION 2 : NEW TRIAL DESIGNS FOR ONCOLOGY DRUG DEVELOPMENT

Session chairs: Samir Khleif (Georgia Cancer Center at Augusta University, USA)
Irmela Radtke (Roche,Switzerland)

8:30  Academic view on new trial designs
Irene Brafia (Vall d’Hebron University, Spain )

08:50 Industry perspective
Valerie Andre (Eli Lilly, UK)

09:10 Innovative trial designs for early development: a U.S. academic oncologist’s perspective
Tatiana Prowell (Johns Hopkins Kimmel Comprehensive Cancer Center, USA)

09:30 ‘ Discussion

10:00 () BREAK
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PLENARY SESSION 3: CELL THERAPY

Session Chairs : Robert Hawkins (University of Manchester, UK)
Marnix Bosch (Northwest Biotherapeutics, USA)

10:30  Dendritic Cell (DC) therapy - academic perspective
José Alexandre Barbuto (University of Sdo Paulo/Instituto de Ciéncias Biomédicas, Brazil)

10:50 T cell therapy - academic perspective
Robert Hawkins (University of Manchester, UK)

11:10 T cell therapy - industry perspective
Samuel Blackman (Juno Therapeutics, USA)

1:30  Dendritic cell vaccines for solid tissue cancers
Marnix Bosch (Northwest Biotherapeutics, USA)

11:50  Five things to know before seeking approval for cell therapy - US regulatory perspective
Peter Bross (FDA, USA) - via teleconference

12:10 ‘ Discussion
12:30 m LUNCH @ Interalpen hotel restaurant




PLENARY SESSION 4 (PART 1): BIOMARKER DEVELOPMENT AND ACCESS TO
INNOVATIVE ONCOLOGY DIAGNOSTICS

Session Chairs: Maggie Cheang (The Institute of Cancer Research, UK)
Arnold Gelb (EMD Serono, USA)

13:30  The challenges of biomarker development - academic perspective
Samir Khleif (Georgia Cancer Center at Augusta University, USA)

13:50  Cancer immunotherapy: exploring and understanding biology to drive Cl
Astrid Kiermaier (F. Hoffmann - La Roche, Switzerland)
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14:10  Prospective biomarker development
Heinrich Roder (Biodesix, USA)

14:30  Cancer biEMArkers: lost in translation?
Jorge Martinalbo (EMA, UK)

15:00 € BREAK

PLENARY SESSION 4 (PART 2): BIOMARKER DEVELOPMENT AND ACCESS TO
INNOVATIVE ONCOLOGY DIAGNOSTICS

Session Chair: Lothar Bergmann (J.W. Goethe University Frankfurt & SAG-O at EMA,Germany)
Francesco Florindi (ECPC, BE)

15:30  Biomarkers for cancer immunotherapy - academic perspective
Irvin M. Modlin (Yale University, USA)

15:50  Biomarkers for cancer immunotherapy - industry perspective
Arnold Gelb (EMD Serono, USA)

16:10  Patient perspective
Alina Comanescu (Health for the Community, Romania)

16:30 ‘ Discussion
17:00 END OF DAY 2
19:00 @) CONFERENCE DINNER @Interalpen hotel restaurant




DAY 3 Friday 21 October 2016

PLENARY SESSION 5: ACCELERATING BREAKTHROUGH MOLECULES TO BREAKTHROUGH
MEDICINES - EXPERIENCE FROM US AND EU
Session Chairs : Stefan Schwoch (Lilly, UK)

Eva Skovlund (Norwegian University of Science and Technology , Norway)

08:30 Accelerating breakthrough molecules to breakthrough medicines
Karl Graham Siegenthaler (F. Hoffmann - La Roche, Switzerland)

09:00 ‘ Round table discussion
Additional Participant : Lothar Bergmann (J.W. Goethe University Frankfurt &
SAG-O at EMA,Germany)

09:30 € BREAK

PLENARY SESSION 6 : PRECLINICAL & TOXICOLOGY MODELS IN IMMUNO-ONCOLOGY

Session Chairs : Leif Hakansson (Lund University, Sweden)
Ignacio Garcia - Ribas (Takeda, Spain)
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09:45 Efficacy animal models in immuno oncology
Bruno Gomes (iTeos Therapeutics, Belgium)

10:05 Challenges in the evaluation of preclinical toxicology models in immuno oncology
Belén Gracia (AEMPS and SWP at EMA, Spain)

10:25  Mind the gap: challenges in first in man evaluation of immuno oncology drugs
Ignacio Garcia - Ribas (Takeda, Spain)

10:50 . Discussion
11115 Closure of the meeting

11:30 ﬁ. LUNCH @ business center
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Event Outline

The CDDF Alpine conference convenes only every 18 months and aims at discussing the
current and future challenges of innovative oncology drug development. The conference
is attended by a multi-stakeholder audience of oncology experts from academia,
regulatory authorities, pharmaceutical industry and patient advocate groups. The goal is
to address these highly relevant issues and their impact on the regulatory environment.

The conference is organized by the Cancer Drug Development Forum (CDDF). CDDF is
a not-for-profit association whose mission is to improve the efficiency of oncology drug
development and delivery by providing a unique forum for discussion where all those
involved in cancer drug development can meet to address hurdles and explore potential
solutions together.

Conference Chairs
Ignacio Garcia - Ribas (Takeda, Spain) www.cddf.org
Florin Sirzen (Roche, Switzerland)

Heinz Zwierzina (Innsbruck University-CDDF, Austria) cddf_eu

Conference Venue
Interalpen Hotel Tyrol

Doktor-Hans-Liebherr-Alpenstrafe 1 The Cancer Drug

Development
6410 Telfs-Buchen/Seefeld Forum (CDDF)
Austria

Conference Secretariat

The Cancer Drug Development Forum (CDDF) office
C/O ECCO

Avenue E. Mounier 83

1200 Brussels, Belgium

Website: www.cddf.org

Phone: +32 (0)2 775 02 15

Email: cddf@ecco-org.eu




