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An Investigator's paradise: An accredited, Industry standard online eGCP training for
Investigators and Site staff

SPEAKERS:

John Constantine, Executive Director & Dean, Merck Polytechnic Institute

Steve Bukvic, Chairman, Pan-Asian Clinical Research Association (PACRA)

Murray Abramson, Head - Global Site Relations Management, Merck. Co. Inc.

lan Hau, Chief Executive Officer, Orchestrall Inc.

Aditi Valecha, Learning Manager, Merck Polytechnic Institute- Asia Pacific

A: Optimize Oncology Clinical Trials: Strategies to Shorten Oncology Drug Development in Asia
Melvin Toh, Vice President Pharma Development, CK Life Sciences, Hong Kong

Matthew J. Bryant, Sr. Manager, Oncology Asia Pacific Clinical Project Management, DCOE AP - Eli Lilly
Japan

Emily Tan, Executive Director, Pharmanet

B: Improve Strategic Collaborations in Asia
Miriam Verduzco, Director, Patient Recruitment and Site Management Services, Allergan
Yorozu Tabata, Principal, PwC PRTM

Afternoon Workshops (1:30pm-4:30pm)

C: Partnering with Japan for Clinical Trials

LED BY:

Hiroshi Sugii, Vice President Clinical Development, Novo Nordisk

Tadashi Fujisawa, Chief Executive Officer, Mebiopharm

Dr Satoshi Inoue, Lecturer, Laboratory for Clinical Research, Research Center for Clinical Pharmacology,



Yokohama City University Graduate School of Medicine, former officer, US FDA
Dr Hiromi Omuro, Professor, Pharmaceutical Informatics, Musashino Univerity, former officer, PMDA
and Ministry of Health and Welfare

D: Clinical Trial Materials Supply Chain Management and Distribution

LED BY:

Janelle A. Sabo, PharmD, RPh, CA-AM, Sr. Director, Global Clinical Trial Materials Services (CTMS), Eli Lilly
David Walsh, Chief Executive Officer, DGP Intelsius

Jenny Zhang, Vice President, Global Laboratory Operations and Asia, Clearstone Central Laboratories, a
LabCorp Company

Robert Kamphuis, Business Development Director, Fisher Clinical Services Japan K.K part of ThermoFisher
Scientific

All-Day Workshop (8:30am-5:00pm)- open to learning and training heads

F: Partnership in Training: A consortium approach to cost-effective Pan-industry clinical research
training

SPEAKERS:

Steve Bukvic, Chairman, PACRA

John Constantine, Executive Director - Merck Polytechnic Institute

Ron Burns, Chief Executive Officer, ProtonMedia

Rabinder Buttar, Chief Executive Officer, ClinTec

9:00AM Chairperson's Opening Remarks
TR AT
R Stephen Porter, Chief Executive Officer, VDDI Pharmaceuticals

9:15AM Keynote: Considerations for Inclusion of Asia into Global Drug
Development Strategies

I
John Hubbard, SVP Worldwide Drug Development, Pfizer

10:00 CRO PERSPECTIVE: Integrating China into the Global Drug
AM Development Strategy
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Emily Tan, Executive Director, Pharmanet

10:30
AM

Networking Break i

11:15 Keynote: Innovative Strategies and Partnering Models: What Will
AM Work for You?



11:45
AM

12:15
PM

ES P P AEARE?
Shirley Zhao, Managing Director, China, Genzyme

Innovative Strategies for Accessing Clinical Capabilities in Asia
Responding to Challenges in Global Development Environment

Carl Firth, Chief Executive Officer, Aslan Pharmaceuticals

CEO Keynote Panel: Identifying New Business Opportunities in

Biosimilars Drug Development in Asia =

R Stephen Porter, Chief Executive Officer, VDDI Pharmaceuticals
(Moderator)

Scott Liu, Chief Executive Officer, Henlius Biopharma

Joe Zhou, Chief Executive Officer, Genor BioPharma

1:00PM  Networking Luncheon A2 it 5.



2:10PM

2:40PM

3:10PM

3:40PM

4:10PM

4:40PM

THERAPEUTIC CLINICAL TRIALS
=)

Track Chair: Li Ding, Head of Trial Operations-China  Track Chair: Christina Bodurow, Senior

and Asia Pacific, Clinical Science and Operations, Director, External Sourcing Development

Sanofi-Aventis Center of Excellence, Eli Lilly

Ensuring Drug Development Success with Your CASE STUDY: AstraZeneca's Strategic

Chinese Partners- Working with Global CROs vs. Use of Clinical Biomarker in Developing

Local CROs Oncology Clinical Trial Programs

R G- 28R B E S VR AERY T PR e

T 542k CRO A1F CRO & 1E

James Tsui, Contracts & Outsourcing, Roche Fred Zheng, MD, Ph.D. Research Clinical

Product Development Asia Pacific, China Scientist, AstraZeneca

CASE STUDY: A New Integrated CRO Model for Case Study: Clinical Development of a

Managing Pharmaceutical Trials in Asia Therapeutic Cancer Vaccine ¢ POL-103A,
CRO iz a Polyvalent Shed-Antigen Vaccine for

Melanoma

Donald Russell, Senior Director, International

Clinical Operations, Eli Lilly & Co Melvin Toh, Vice President Pharma

Development, CK Life Sciences, Hong

Kong
A New Model in Asia Pacific: From Service CASE STUDY: Explore Opportunities in
Provider to Partner Traditional Chinese Medicine

it

Rudi Ladenius, PhD, Senior Director, Global

Research Operations, PAREXEL International
Dr. Ben Ni, Head of Scouting and

Partnering, China, Sanofi-Aventis

Networking Break

Overcome Challenges in Setting Up Early Phase Work in Asia
16 UNEESL R BeTERYEk

Helen Jiang, Head of Clinical Development, Hengrui Pharmaceuticals

PANEL DISCUSSION: Overcome the Biggest Challenges in Partnering for Late Phase Trials

James Cai, Vice President for Clinical Development, Atyr Pharma (Moderator)
Allan Riting Liu, Vice President, Fosun Pharmaceutical



Sally Sha, Business Development & Project Director, Tigermed, China
Melvin Toh, Vice President Pharma Development, CK Life Sciences, Hong Kong

5:25 Day One Concludes; Networking Reception sponsored by: Esoterix and Clearstone in the Exhibit
PM Hall
GRS 7

9:00AM Chairperson's Recap of Day One
Alan Barge, Chief Medical Officer, ASLAN Pharmaceuticals

9:10AM KEYNOTE: SFDA Update on Clinical Safety and Monitoring Guidelines and the Current
Regulatory Climate in China

N

+ : SFDA Y
Wenmin Du, Executive Director, SFDA

9:45 Late Breaking Session - Partnership Spotlight - Training and Staffing in a High Growth
AM Market to Ensure Quality

Kyle Given, Senior Vice President, Embedded Programs, Training and Quality Control,
RPS

Steven Bukvic, Learning Partner, Merck Polytechnic Institute, Chairman and Founding
Director, Pan-Asian Clinical Research Association

THE DISCUSSION DEN

Roundtable discussions will be held in the exhibit hall
with limited spaces available per topic.

10:15 Safety Monitoring and Risk Roundtable 1: Emerging Countries for Clinical Trials in
AM Management of Clinical Trials in Asia ¢ Utilizing Academic SMOs to Overcome
China Challenges
i [ EEIRES
SMO
Rebecca Wang, Head of Product Prof Asita de Silva, Director, Clinical Trials Unit, Faculty

Safety Operation, Shanghai Roche  of Medicine, University of Kelaniya
Pharmaceuticals

10:45 Networking Break
AM



11:30
AM

12:00
PM

12:30
PM

2:00
PM

Create a Quality Management
GCP System to Ensure
Compliance in Asia

ST GCP

B

Amy Jiang, Quality Operations
Head R&D China, Sanofi-Aventis

Quality Oversight when
Outsourcing in Asia: Striking the
Right Balance

Vance Warren, Senior Study
Logistics Manager Translational
Medicine Clinical Pharmacology,
Daiichi Sankyo Pharma
Development

Jon Lee, Vice President of Clinical
Operations, Cerexa, Inc.

Martine Folkertsma, Senior
Manager, Process Quality
Management, PAREXEL
International

Roundtable 2: Is it Feasible to Develop Protocols that
Integrate Standards of Practice Globally for Multi-
national Clinical Trials?

Ann Wang, Vice President of Clinical Operations and
Data Management, Human Genome Sciences

Roundtable 3: Pan Asia Pacific Trials - Combining Local
Knowledge with Global Insight

Dr. Malcolm Burgess, Executive Vice President, ICON
Clinical Research, Hong Kong

Networking Luncheon

Leverage the Use of Adaptive Clinical Trial Design to Cut Costs, Boost Operational Efficiency

and Reduce Study Timelines
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Stephen Porter, CEQ, VDDI Pharmaceuticals
Yue Wang, Head of Quantitative Biology, Beigene

2:30 PM Keynote Panel- Preparing for the Evolving Landscape of Clinical Research in Asia

+ T #E

Stephen Porter, CEO, VDDI Pharmaceuticals (Moderator)
Vincenzo Teneggi, Head of Early Development & Clinical Pharmacology, Asia Pacific,



Roche
Dr. Malcolm Burgess, Executive Vice President, ICON Clinical Research, Hong Kong

Pabel Delgado, Founder and Board Member, Asterism Healthcare Plus, former Deputy
Group Leader, Strategic Planning, Pharmaceutical Development Division, Shionogi, Japan

3:00 PM Networking Break

THE DISCUSSION DEN (Main Conference Room)

3:30 PM
RT 4: Standard of Care and Ethical Issues in Clinical Trials

Jon Lee, Vice President of Clinical Operations, Cerexa, Inc.

RT 5: How does your local Chinese company create a strategy to expand its
portfolio globally?

Yugiang Wang, Chief Executive Officer, Magpie Biotech

4:40 PM
RT 6 Challenges in Working with Labs: Import/Export of Investigational Drugs

/
Anita Pascarella-Hallett, Director, Clinical Diagnostic Services, Eli Lilly, USA

5:30 PM Summary of Findings

Close of Conference



