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August 21,2017 | MONDAY

08:30 -10:00  Magam Grand Opening & Plenary: Data Science in Regulatory Decision Making |
Ballroom A

10:00 - 10:30 Tea Break

10:30 - 12:00 Magam Grand Opening & Plenary: Data Science in Regulatory Decision Making Il
Ballroom A

12:00 - 13:30 Lunch, Bazaar Fresh - Café, 1st Floor

13:30 - 15:00 Magam Grand Parallel Session 1 Challenges and Solutions to Innovative Biotech Companies in China -
Ballroom A from Regulatory, Study Design and Implementation Perspective
Magam Grand Parallel Session 2 Pharmacometrics in Drug Development
Ballroom B
Function Room | Parallel Session 3 Clinical Trials in New Data Management Regulations

15:00 - 15:30 Tea Break

15:30 - 17:00 Magam Grand Parallel Session 4 The Design of Multi-Regional Clinical Trial: Case Examples

Ballroom A

Magam Grand
Ballroom B

Parallel Session 5

Early Phase Clinical Trials and Innovative Designs

Function Room |

Parallel Session 6

Bayesian Statistics in Clinical Trials

August 22, 2017 | TUESDAY

08:30 -10:00  Magam Grand Parallel Session 7 Updates of CDISC Standard and Data Submission Requirements from
Ballroom A USFDA, PMDA and CFDA
Magam Grand Parallel Session 8 Novel Statistical Methods in Oncology Drug Development: Design,
Ballroom B Development and Challenges
Function Room | Parallel Session 9 Safety Data Analysis Method
10:00 - 10:30 Tea Break
10:30 - 12:00 Magam Grand Parallel Session 10 Recent Methodology in Oncology Drug Development
Ballroom A
Magam Grand Parallel Session 11 Risk Based Monitoring (RBM) and Site Inspection Readiness
Ballroom B
Function Room | Parallel Session 12 Opportunity, Practice and Challenge of Real World Research in China
12:00 - 13:30 Lunch, Bazaar Fresh - Café, 1st Floor
13:30 - 15:00 Magam Grand Parallel Session 13 Development and Evaluation in Biosimilar Products
Ballroom A
Magam Grand Parallel Session 14 Artificial Intelligence and Deep Learning in Clinical Research
Ballroom B
Function Room | Parallel Session 15 Clinical Research Design and Evaluation for Medical Devices
15:00 - 15:30 Tea Break
15:30 - 17:00 Magam Grand Close & Plenary Session

Ballroom A

Statistical Considerations in MNC-Local Joint Drug Development and Opportunities and
Challenges in China Innovative Drug Development
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August 21,2017 | Monday | Conference Day 1

Opening & Plenary

Data Science in Regulatory Decision Making
August 21 | 08:30-12:00

Magam Grand Ballroom A, 3rd Floor

~. Simultaneous
F Translation

Opening Address
Carol ZHU, MBA
Managing Director, DIA Greater China

Tony GUO, PhD
Executive Director, Head of Biometrics China, BeiGene

Feng CHEN, Prof.

Dean, Graduate School, Nanjing Medical University

Chair of China Association of Biostatistics (CABS)

Chair of China Clinical Trial Statistics (CCTS) Working Group

Opening Remarks
Center for Drug Evaluation, CFDA

Keynote Speech Facilitator

William WANG, PhD

Executive Director, Clinical Safety Risk Management Statistics
Biostatistics and Research Decision Sciences (BARDS), Merck
Research Laboratories

Keynote Speeches

Quantitative Science Initiatives in CDER, US FDA
Stephen WILSON, PhD
Former Director, Division of Biostatistics Ill, CDER, US FDA

Roles of Quantitative Sciences In Drug Development and
Regulatory Review -- A perspective from Japan PMDA

Yuki ANDO, PhD

Senior Scientist for Biostatistics, Pharmaceuticals and Medical
Devices Agency (PMDA), Japan

Quantitative Science Initiatives in CDE, CFDA
Head of Statistics and Clinical Pharmacology Department,
CDE, CFDA

Opening Panel Discussion

Above Speakers and

Ning LI, MD, PhD

Vice President, Regulatory and Medical Policy - Asia,
Sanofi-Aventis in sanofi Asia and China

Yaning WANG, PhD
Senior Expert in Pharmacometrics

Jielai XIA, Prof.

Director, Department of Medical Statistics,
4th Military Medical University
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Parallel Session 1

CHALLENGES AND SOLUTIONS TO
INNOVATIVE BIOTECH COMPANIES IN CHINA
- FROM REGULATORY, STUDY DESIGN AND
IMPLEMENTATION PERSPECTIVE

August 21 | 13:30 - 15:00

Magam Grand Ballroom A, 3rd Floor

Session Co-chairs

Tao WANG, PhD

Director, Head of Biostatistics and Programming, Jiangsu
Hengrui Medicine Co., Ltd.

Zibao ZHANG, PhD
Senior Director, Biostatistics and Programming, dMed
Biopharmaceutical Co., Ltd

In last few years, China has made enormous efforts in reforming
the regulatory policy and improving the regulatory environment
in order to promote innovation, keep abreast with the present
state of standard and streamline the regulatory application
processes. These positive changes ignite the booming of the
innovative biotech companies. And the traditional generic
drug focused companies also take the opportunities to invest
new drug development. Meanwhile, challenges come with the
opportunities, for example, lack of talents with innovative drug
development experience and knowledge will impact the drug
development strategy, the quality of protocol development
and clinical trial execution, etc. The speakers of this session
will share the challenges and experience from the regulatory,
different types of biotech companies and CRO’s perspectives.
We hope the audience can benefit from the experience sharing,
discussion and find the appropriate solutions.

Challenges to Innovative Biotech Companies in China -
Observations and Considerations from CDE, CFDA

Jun WANG, PhD

Deputy Director, Statistics and Clinical Pharmacology
Department, CDE, CFDA

Innovate Partnership Model to Enable Collaborative Clinical
Data Solutions

Roger ZHAO, PhD

Associate Director, Data Science, Hua Medicine

Drug-Development Challenges to Chinese Innovative Biotech
Companies -From CRO’s Perspective

Jack LI

Director of Biostatistics and Programming

dMed Biopharmaceutical Co., Ltd

Jonathan MA, PhD
Chief Data Scientist, Scientific Consulting, dMed
Biopharmaceutical Co., Ltd

Panel Discussion
Above speakers and

Tony GUO, PhD
Executive Director, Head of Biometrics China, BeiGene

Zhaohui WEI, PhD
Senior Director of Biometrics, Innovent Biologics

Anny-Yue YIN, PhD
Senior Director, Biostatistics, CStone Pharmaceuticals
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Parallel Session 2

PHARMACOMETRICS IN DRUG DEVELOPMENT
August 21 | 13:30 - 15:00

Magam Grand Ballroom B, 3rd Floor

Session Co-chairs

Qingshan ZHENG, PhD

Professor and Director, Center for Drug Clinical Research,
Shanghai University of Traditional Chinese Medicine
President, Professional Committee of Pharmacometrics,
Chinese Pharmacological Society

Jianing DI, PhD
Director and Head, Statistics & Decision Sciences, Janssen
(China) R&D Center, Johnson & Johnson

Pharmacometrics is an emerging multi-disciplinary subject that
quantifies drug, disease, and trial information to aid efficient
drug development, therapeutic and regulatory decisions, and
rational drug treatment in patients. This highly quantitative field
consists of experts with backgrounds from clinical pharmacology,
statistics, mathematics, engineering, etc, and focuses primarily
on analysis of interactions between drugs and patients using
advanced technics including modeling and simulation based on
pharmacology, physiology, and disease. Over the years it has
demonstrated the strength in integrating knowledge across the
development program, compounds, and biology, accelerating
drug development process, managing the risk, reducing the
cost, and as a result been recognized by both pharmaceutical
researchers and regulatory authorities.

This session aims to provide an overview of the most popular
topics in pharmacometrics including dose finding, modeling
& simulation, exposure-response, precision medicine, and
model-based meta-analysis (MBMA). Overall framework will be
introduced with case studies.

Population PK Modeling & Simulation Replacing Real Trial:

Therapy and Practice

Qingshan ZHENG, PhD

Professor and Director, Center for Drug Clinical Research,
Shanghai University of Traditional Chinese Medicine
President, Professional Committee of Pharmacometrics,
Chinese Pharmacological Society

Exposure-Response Modeling and Precision Medicine
Peimin MA, PhD
Senior Director, China Head of Clinical Pharmacology, GSK

Model based Meta-Analysis Comparing Treated Chinese/Asian
and Western Patients with Pain due to Knee Osteoarthritis-
Enhanced Trial Design of China Methodology Study

Guangli MA, PhD

Associate Director, Pharmacometrics, Pfizer (China) Research &
Development Co., Ltd.

Modeling-based Decision Making: A Case Sharing of Dose
Selection of a Monoclonal Antibody in Oncology

Jia JI, PhD

Senior Manager, Clinical Pharmacology, Janssen (China) R&D

Center, Johnson & Johnson

Parallel Session 3

CLINICAL TRIALS IN NEW DATA MANAGEMENT
REGULATIONS

August 21 | 13:30 - 15:00 | Function Room |, 3rd Floor
Session Chair

Carrie ZHANG

CEOQ, eClinWise Co., Ltd.

Starting from the self-inspection request in year 2015, CFDA
released multiple regulations regarding clinical data quality,
electronic data capture platform and end to end management
of entire clinical trial data. New regulations brought the
requirement for clinical data management in China to the
same level as international standard if not above. With the
announcement that China joined ICH, reliable and high quality
data management capability is keys to China pharmaceutical
industry’s success in international drug development. This
session will focus on current situation in China clinical data
management, and approach how to meet the goal for success.

Global NDA Submission: Challenges and Strategies in China
Clinical Data Management

Carrie ZHANG

CEO, eClinWise Co., Ltd

New CFDA Regulations and Clinical Data Management Report
Anita SHEN

Director and Head, Clinical Data Management, Janssen (China)
R&D Center, Johnson & Johnson

Apply Statistical Concept in Clinical Data Management
Hualong SUN, PhD
General Manager, Meta Clinical Technology Co. Ltd



August 21,2017 | Monday | Conference Day 1

Parallel Session 4 Parallel Session 5
THE DESIGN OF MULTI-REGIONAL CLINICAL TRIAL: EARLY PHASE CLINICAL TRIALS AND INNOVATIVE
CASE EXAMPLES DESIGNS
August 21 | 15:30 - 17:00 August 21 | 15:30 - 17:00
Magam Grand Ballroom A, 3rd Floor Magam Grand Ballroom B, 3rd Floor
Session Chair Session Chair
Zhiwei JIANG, PhD Anny-Yue YIN, PhD
Senior Statistician, MSD (R&D) China Ltd. Senior Director, Biostatistics, CStone Pharmaceuticals
In the recent years, multi—regional clinical trial (MRCT) has With the improved landscape for drug development in China,
been applied in China increasingly to accelerate registration increased number of early phase clinical trials are being
and marketing. Some new MRCT designs are used in real trials, conducted. Early phase trials poses unique challenges, but also
and the issues in the analyses of MRCT are also concerned. This offers opportunities for innovative designs. In this session, we
session is to present the case examples of MRCT in practical, and will discuss new designs such as umbrella trial and platform trial,
brings some discussions. as well as innovative designs that enables precision medicine.
Sample Size Considerations for Event Driven Trial When China Implementation of Bayesian Method in Dose-finding Trial
Join MRCT Design
Wenfeng CHEN, PhD Jack LI
Principal Biostatistician, Merck Serono R&D Beijing Hub Director, Biostatistics & Programming, dMed Biopharmaceutical

Co., Ltd
Fay GAO

Yongjian SUN
Jerry WANG, PhD Senior Principal Statistician, Translational Clinical Oncology,
Head of GBEM, Merck Serono R&D Beijing Hub Novartis
Extension Designs in Oncology Trials with Combination Randomized Platform Basket Trial Design for Early Phase
Therapy Oncology Development
Xiongwen TANG, PhD Lilian BU
Statistical Scientist, PD Biometrics, Statistical Scientist, Roche (China) Holding Ltd.

Roche (China) Holdings, Ltd.

Statistical Consideration in MRCT Extension for China
Registration

Jingzhao WANG

Principal Statistician, Statistics & Decision Sciences, Janssen
(China) R&D Center, Johnson & Johnson

Panel Discussion

All above speakers and

Panelist from Statistics and Clinical Pharmacology Department,
CDE, CFDA Invited

Feng CHEN, Prof.

Dean, Graduate School, Nanjing Medical University

Chair of China Association of Biostatistics (CABS)

Chair of China Clinical Trial Statistics (CCTS) Working Group

Tony GUO, PhD
Executive Director, Head of Biometrics China, BeiGene

William WANG, PhD

Executive Director, Clinical Safety Risk Management Statistics
Biostatistics and Research Decision Sciences (BARDS), Merck
Research Laboratories

Jielai XIA, Prof.

Director, Department of Medical Statistics,
the 4th Military Medical University
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Parallel Session 6

BAYESIAN STATISTICS IN CLINICAL TRIALS

August 21 | 15:30 - 17:00 | Function Room I, 3rd Floor
5ess|on(:ha|r ....................................................................................
Haige SHEN, PhD

Vice President, Statistical Science, Panacea Technology Co.,
Ltd.

The request of high-speed, effective drug development has
significantly increased the complexity of clinical trials in the
early phase. The complex clinical development strategies calls
for innovation of statistical methods to balance statistical,
clinical and operational considerations. How to integrate the
existing information and adapt the statistical methods to
the development strategy changes is challenging. Bayesian
approaches have been applied in this setting and show
advantages supporting more effective and efficient decision
makings. In this session we will have a couple of examples that
demonstrate the applications of Bayesian methods in clinical
trial design.

Robust Exchangeability Design for Early Phase Clinical Trials, A
Case Study

Xiaolei XUN, PHD

Statistical Methodologist, Novartis Pharmaceuticals (China)

Leveraging Historical Control for Single Arm Study Decision
Making

Juan LIU, PhD

Statistical Scientist, Roche (China) Holding Ltd.

Prediction of Probability of Study Success and R Visual
Analytics with Shiny Tool

Baoyue LI, PhD

Senior Manager Statistician, Lilly Suzhou Pharmaceutical Co.
(Shanghai)

2017 Joint.International
Conference on Clinical Trials

- 39 KoNECT International Conference
- 1*t DIA Korea Conference

November 1-2 | Conrad Hotel, Seoul
DIA | K@nect

Korea National Enterprise for Clinical Trials
opic Highlights
+ Patient Centric Clinical Development

Updates on Regulatory Science

(Focus on Korea, China and Japan)

Real World Evidence and Clinical Development

Holistic Approach in Drug Development

Precision Medicine and Clinical Development

Medical & Social Value of Clinical Trials

4th Industrial Revolution and Clinical Development

More Unseen Than Seen

Evolving Ethical Topics in Clinical Trials

Clinical Operational Excellence with New Technologies
Data Driven Approaches in Clinical Development
Adaptive Design in Clinical Trials: When and How to Apply

Meeting Manager

Youngshin Lee

SVP/Managing Director, ASEAN, India & Korea
Tel: +82 (0)2 547 1640

Email ID: youngshin.lee@diaglobal.org

Hyejin Joo
Tel: +82 (0)2 398 5044
Email ID: hyejin.joo@konect.or.kr

SAVE TIME AND TRAVEL COSTS
with IN-COMPANY TRAINING

All DIA Training Course can be held on your premises and tailored
to your needs. Get the best value and train your whole team!
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Parallel Session 7

UPDATES OF CDISC STANDARD AND DATA
SUBMISSION REQUIREMENTS FROM USFDA,
PMDA AND CFDA

August 22 | 08:30 - 10:00

Magam Grand Ballroom A, 3rd Floor

Session Co-chairs

Zibao ZHANG, PhD

Senior Director, Biostatistics and Programming

dMed Biopharmaceutical Co., Ltd

Victor WU, PhD
Vice President, Beijing Data Science Express Consulting Co., Ltd.

Clinical Data Standards, mainly CDISC Standards, has been
matured after 20 years development and enhancement. It is now
mandatory or recommended as required by multiple regulatory
agencies. In this session, global regulatory guidance and updates
on CDISC Standard and Submission Data Requirements will be
shared including the US FDA, Japan PMDA and China CFDA
followed by panel discussion focused on data standards and its
positive impacts on innovation and regulatory science in China.

US FDA Data Submission Regulatory Requirements and
Updates

Stephen WILSON, PhD

Former Director, Division of Biostatistics Ill, CDER, US FDA

Japan PMDA Data Submission Regulatory Requirements and
Updates

Yuki ANDO, PhD

Senior Reviewer, PMDA, Japan

China CFDA Data Submission Regulatory Requirements and
Updates

Head of Statistics and Clinical Pharmacology Department,
CDE, CFDA

Yazhong DENG
General Manager, Beijing Trust Medicine Consulting Ltd.

Panel Discussion
Above Speakers

Parallel Session 8

NOVEL STATISTICAL METHODS IN ONCOLOGY
DRUG DEVELOPMENT: DESIGN, DEVELOPMENT
AND CHALLENGES

August 22 | 08:30 - 10:00

Magam Grand Ballroom B, 3rd Floor

Session Chair

Ruixue WANG, PhD
Associate Principal Scientist, Biostatistics, MSD China R&D

With the rapid development of oncology area, especially

immunotherapy, statistical assumption, methods and
implementation are required to be improved synchronously. In

22

this session, we will discuss new model such as cure rate model,
as well as IRC audit methods and sub-group studies.

Design Considerations in Clinical Trials with Cure Rate Survival
Data: a Case Study

Fubo (Bruce) XUE, PhD

Director, Statistics & Decision Sciences, Janssen (China) R&D
Center, Johnson & Johnson

IRC Audit Methods for PFS
Fan WU
Statistical Scientist, Roche

A Simulation-based Approach in Sub-group Design of
Multi-regional Oncology Trials

Panpan WANG, PhD

Senior Clinical Statistician, Pfizer China R&D

Multiplicity in Immuno-oncology Trials
Haiyan WU, PhD
Principal Scientist, Biostatistics, MSD China R&D

Parallel Session 9

SAFETY DATA ANALYSIS METHOD

August 22 | 08:30 - 10:00 | Function Room I, 3rd Floor
Session Chair

Ying ZHANG, PhD

Principal Scientist Il, BARDS- AP, MSD China

Safety evaluation and monitoring is key essential part in drug
development. Numerous regulatory guidance and industry
standard practices call for systematic and timely review and
evaluation of safety data during the entire product life cycle.
Dedicated statistics expertise is required more and more often
in recent years to help identify potential safety issues earlier
and to help gain full lifecycle safety knowledge and insight.
In this session, we are delighted to have renowned speakers
from both industry and regulatory agency to share with us on
statistical methodologies applied on safety data from different
perspectives.

Likelihood Ratio Test on Safety Data Monitoring

(Remote Presentation)

Yong MA, PhD

Mathematical Statistician, Office of Biostatistics, CDER, FDA

Scan Statistics in Public Health and Safety Areas

Lei YAN, PhD

Associate Principal Scientist, CORE Pharmacoepidemiology-AP,
MSD (R&D) China

Cautionary Tales Regarding Collection of Safety Data
Jonathan HARTZEL, PhD
Executive Director, BARDS LDS, Merck & Co Inc.
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Parallel Session 10

RECENT METHODOLOGY IN ONCOLOGY DRUG
DEVELOPMENT

August 22 | 10:30 - 12:00

Magam Grand Ballroom A, 3rd Floor

Session Chair

Nicole F. LI, PhD

Director and AP Site Head of Biostatistics, Roche (China)
Holding Ltd.

Oncology drug development is increasingly challenging with
rapid competition, and hence warrants innovative methodology
in design and analysis. In this session, gating decision framework
in an early phase study, a semiparametric approach for recurrent
events in non-proportional hazard model, and the extension
strategy in global trial will be discussed.

Two Analytical Frameworks of Treatment Selection and
Efficacy Gating in an Early-Phase Oncology Study

Fan XIA, PhD

Statistical Scientist, Roche (China) Holding Ltd.

Semiparametric Estimation of Time-Varying Treatment Effect
Using Recurrent Event Data

Jiajun XU, PhD

Statistician, Statistics & Decision Sciences, Janssen (China) R&D
Center, Johnson & Johnson

Practical Consideration of Extension Strategy in Global Trials
Ruixue WANG, PhD
Associate Principal Scientist, Biostatistics, MSD China R&D

A Method to Simulate Rank Correlated Time-to-Event Variables
and Its Application in Basket Trial

Jerry WU, PhD

Biostatistics Senior Manager, Amgen Biopharmaceutical R&D
(Shanghai) Co., Ltd

Parallel Session 11

RISK BASED MONITORING (RBM) AND SITE
INSPECTION READINESS

August 22 | 10:30 - 12:00

Magam Grand Ballroom B, 3rd Floor

Session Co-chairs

Yazhong DENG
General Manager, Beijing Trust Medicine Consulting Ltd.

Zibao ZHANG, PhD
Senior Director, Biostatistics and Programming
dMed Biopharmaceutical Co., Ltd

Carrie ZHANG
CEOQ, eClinWise Co., Ltd.

In this session, global regulatory guidance about RBM and Data
Inspection will be reviewed and updated, including RBM or
centralized monitoring final guidance/guidelines released by US
FDA and EU EMA in 2013. Then the recent updates from China
on data quality, site inspection and RBM in 2015 and 2016 will
be presented, and RBM implementation methodology and case
studies in China will be shared followed by Panel discussion.

RBM Practice Sharing -- From Risk To Monitoring
Weixing TAO

Senior Manager, Central Monitoring

Pfizer (China) Research and Development Co., Ltd.

The Role and Practice of Centralized Statistical Reviews in

Clinical Trials to Enhance Data Integrity
Roger ZHAO, PhD
Associate Director, Data Science, Hua Medicine

Effective Preparation and Support for CFDA Self-Inspections
and Onsite Inspections

Peng WAN

Manager, Statistical Programming, MSD R&D (China) Co., Ltd.

Panel Discussion

Above Speakers and

CFDA CFDI Panelist (Invited)
CFDI GCP Inspector (Invited)

Bob YAN, PhD
Head of Biostatistics and Programming, Sanofi China
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August 22, 2017 | Tuesday | Conference Day 2

Parallel Session 12

OPPORTUNITY, PRACTICE AND CHALLENGE OF
REAL WORLD RESEARCH IN CHINA

August 22 | 10:30 - 12:00 | Function Room I, 3rd Floor

é essmnco Cha”s .............................................................................

Lian LIU, PhD
Associate Director, Statistics, GSK R&D China

Ting WU, MD, PhD
Manager, Biometrics and Real World Evidence, Shanghai Roche
Pharmaceuticals Ltd.

While clinical trials remain the golden standard for evaluating
efficacy and safety of medical product for registration, the need
of real-world research and real-world evidence is continuously
increasing with the rapid development of internet and electronic
device. More and more data has been accumulated in real-world
setting to make it possible to evaluate the effectiveness and
safety of medical products, answer specific health economic
questions and make informed decision with high quality. This
session will offer a platform to discuss the opportunity, practice
and challenge of real world research in China.

Real World Studies and Post-Market Drug Development:
Practice, Challenges, and Strategies

Xin SUN, PhD, Professor

Director, Chinese Evidence-based Medicine Center, Sichuan
University, West China Hospital

President, ISPOR West China Chapter

Exploratory Propensity Score Analysis in Non-randomized
Clinical Trial Study

Yun LU, PhD

Associate Director Biostatistics, PPD

The Value of Real World Study in Post-Marketing Drug

Development: Example Sharing
Na GUO, PhD
Principal Epidemiologist, GSK R&D China

Bingming YI, PhD
Cystic Fibrosis Statistics Leader, Vertex Pharmaceuticals

Big Data and Small Study
Yi WEN, MD, PhD
Medical Director, Medbanks Network Technology Co., Ltd.
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Parallel Session 13

DEVELOPMENT AND EVALUATION IN BIOSIMILAR
PRODUCTS

August 22 | 13:30 - 15:00 | Magam Grand Ballroom A

é e55|onco chaws .............................................................................

Jeannie QIU
Senior Biostatistician, Bayer Health Company

Yong WANG, PhD
Senior Director, Biostatistics, APAC, Parexel

Biological products have been widely used in the treatment
of various therapeutic areas. With the gradual expiration of
patent and data protection, biosimilar products development
has become a hot topic in the world. FDA, EMA and CFDA have
issued corresponding guidelines, but many technical details
of clinical research and regulatory review are still need be
further explored. This session has invited experts with extensive
experiences in this field to share and discuss their considerations
and practices in the development and evaluation of biosimilar
products in and out of China.

Considerations in Biosimilar Clinical Trials
CFDA CDE Speaker Invited

Equivalence and Non-Inferiority Tests

Jielai XIA, Prof.

Director, Department of Medical Statistics, the 4th Military
Medical University

Statistical Considerations in Biosimilar Clinical Trials

Jia HE, Prof.

Director, Biostatistics Department, the Second Military Medical
University

Panel Discussion
Above Speakers and
CFDA CDE Panelist Invited

Feng CHEN, Prof.

Dean, Graduate School, Nanjing Medical University

Chair of China Association of Biostatistics (CABS)

Chair of China Clinical Trial Statistics (CCTS) Working Group

Zhaohui WEI, PhD
Senior Director of Biometrics, Innovent Biologics
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Parallel Session 14

ARTIFICIAL INTELLIGENCE AND DEEP LEARNING
IN CLINICAL RESEARCH

August 22 | 13:30 - 15:00 | Magam Grand Ballroom B, 3rd Floor
.é essmnco Chalrs ...........................................................................

Tong GUO, PhD
Vice President, Head of Sales, Greater China, Quintiles IMS

Ying ZHAO, PhD
Director, Statistical Services, Applied Statistics Methodology
Quintiles IMS

This session focuses on how to effectively implement big data
analytics and data-driven methodologies in clinical research, by
merging “big data” access, artificial intelligence and cognitive
computing with the therapeutic expertise and clinical trial
operational capabilities. The distinguished speakers will share
with you the cutting-edge platform and the experiences that
are successfully applying advanced analytics to accelerate
clinical R&D, which include evaluating the power of data
science in revolutionizing clinical trials, assessing the new era of
translational medicine, discovering the potential of data analysis
in the development of new trial designs, and utilizing digital
networks and social media to identify site and recruit patients.

Big Data Analytics to Historical Cancer Research Data: Project
Data Sphere Oncology Data-Sharing Experiment

Chen YAO, Prof.

Vice Director, Peking University Clinical Research Institute
Professor and Head of Department of Biostatistics

Peking University First Hospital

The Challenges of Big Data and Artificial Intelligence in Clinical
Research

Yiqing YIN, MD, PhD

General Manager, Shanghai Zhongshan Medical Technology
Director, Information Center, Shanghai Zhongshan Hospital

Data Operation Ecosystem in Clinical Development
Zhenglong TIAN

Director, Statistical Programming, APAC, PAREXEL
International

Machine Learning in Big Data Application of Medical Research
& Real World Data Analysis

Yan XUE

Senior Manager, Advanced Analytics, QuintilesIMS

Panel Discussion

Above Speakers and

Yang XIE, PhD

Principal, HEOR/RWE, QuintilesIMS

Shan HE, PhD
Chief Business Officer, LinkDoc

Parallel Session 15

CLINICAL RESEARCH DESIGN AND EVALUATION
FOR MEDICAL DEVICES

August 22 | 13:30 - 15:00 | Function Room I, 3rd Floor
SeSSIOHChalr ....................................................................................
Wei LI, Prof.

Director, Medical Research & Biometrics Center, National Center
for Cardiovascular Diseases

Because of its characteristics, mechanism, life cycle and
performance, medical devices have a huge difference from
the drugs. Therefore, national and international regulatory
administration have very different requirements for the design
and evaluation of the medical device clinical trials from drug
clinical trials, especially for clinical trials of innovative medical
devices. Due to lack of routine products as controls, it is hard
for designing and evaluation. It is concerned how to conduct
clinical trials of medical device per the latest version of the
“Specification for Quality Management for Clinical Trials of
Medical Devices” and “Regulations on the Supervision and
Administration of Medical Devices” issued by the State Food and
Drug Administration (CFDA), which is a new challenge faced by
enterprises under the new situation. This session is to provide a
comprehensive explanation for the designing and evaluation of
medical device clinical trials from the angle of biostatistics.

Statistical Consideration for Clinical Trials of Innovational
Medical Devices

Wei LI, Prof.

Director, Medical Research & Biometrics Center, National Center
for Cardiovascular Diseases

Application of Bayes Approach in Clinical Trials of Innovational
Medical Devices

Yang WANG, Associate Professor

Senior Director of Statistics, Medical Research & Biometrics
Center, National Center for Cardiovascular Diseases

Statistical Consideration for Clinical Trial Design and Evaluation

of Innovational Diagnostic Medical Devices
Songbai WANG, PhD
Senior Director of Statistics, Johnson & Johnson, USA

Common Statistical Mistakes for Clinical Evaluation Of Medical
Devices

Lu YIN, PhD

Director for Medical Affairs, Medical Research & Biometrics
Center, National Center for Cardiovascular Diseases
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August 22, 2017 | Tuesday | Conference Day 2

. . Panel Discussion
Plenary and Closing Session

Panelist from Statistics and Clinical Pharmacology Department,

STATISTICAL CONSIDERATIONS IN MNC-LOCAL CDE, CFDA Invited

JOINT DRUG DEVELOPMENT AND OPPORTUNITIES

AND CHALLENGES IN CHINA INNOVATIVE DRUG Ezgg CGﬂggt;:eogchool Nanjing Medical University
DEVELOPMENT Chair’of China Associafion of Biostatistics (CABS)

August 22 | 15:30 - 17:00 Chair of China Clinical Trial Statistics (CCTS) Working Group

Magam Grand Ballroom A, 3rd Floor
Ning LI, MD, PhD

Closing Session Co-organizers Vice President, Regulatory and Medical Policy - Asia, Sanofi-
Chao ZHU, PhD Aventis in sanofi Asia and China
Director and Head of Statistics and Statistical Computation,
Eli Lilly and Company China William WANG, PhD

Executive Director, Clinical Safety Risk Management Statistics,
Zhaohui WEI, PhD Biostatistics and Research Decision Sciences, (BARDS), Merck
Senior Director of Biometrics, Innovent Biologics Research Laboratories
Jack PENG, PhD Jianjun ZOU, MD, PhD
Senior Director of Biometrics, Hutchison MediPharma Vice President & CMO, Jiangsu Hengrui Medicine, Co., Ltd.

Tao WANG, PhD
Director and Head of Biostatistics and Programming,
Jiangsu Hengrui Medicine

Closing Session Co-chairs

Chao ZHU, PhD

Director and Head of Statistics and Statistical Computation,
Eli Lilly and Company China

Tao WANG, PhD
Director and Head of Biostatistics and Programming,
Jiangsu Hengrui Medicine

In recent years, China has been in a fast-track lane for innovative
drug development in both MNCs and local companies. One
option to accelerate the innovative drug development in China is
to build a partnership model between two parties. In this session,
we will share some experiences on joint drug development
using such a model from statistical perspectives. In addition,
unique opportunities and challenges will be discussed for local
innovative drug development. Statistical leaders and experts
from academia, pharmaceutical industry and regulatory agency
will also share their experiences, insights and visions on these
topics.

Statistical Issues and Roles of Statisticians in MNC-Local Joint

Drug Development.
Xin WANG, PhD
Associate Director of Statistics, Eli Lilly and Company China

Opportunities and Challenges in China Innovative Drug

Development--Statistician’s Perspective
Jack PENG, PhD
Senior Director of Biometrics, Hutchison MediPharma
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DIA CHINA 82017 PROGRAMS

September

MedDRA Coding and Adverse Event Reporting
September 1-2
Shanghai Qilu Courtyard Hotel

3" DIA China Drug Discovery Infey;
Conference ’

September 26-28
Four Points by Sheraton Suzhou

November

Vaccine Development and GCP Inspection Workshop
Beijing

2017 DIA China Clinical Project Management Workshop 101
November 20-22 | Beijing

2017 DIA China Medical Affairs Workshop
Shanghai

December

2017 Vendor Selection, Qualification and Management

Workshop
Shanghai

Unit A1618, Tower A, No. 3 Hai Dian Avenue, Hai Dian District, Beijing 100080, China | Tel: +86 10 5704 2659
Unit 601, 599 Ling Ling Road, Xu Hui District, Shanghai 200030, China | Tel: +86 21 6042 9857

Fax: +86 10 5704 2651 | www.DIAglobal.org | Email: China@DIAglobal.org

DIA Global Center: 21 Dupont Circle NW, Suite 300, Washington, DC 20036

Basel, Switzerland | Beijing/Shanghai, China | Horsham, PA, USA | Mumbai, India | Tokyo, Japan

DIA CHINA Wechat
Subscription 27



Speaker Index

Last Name First Name Session # Last Name First Name Session #

ANDO YUKI Opening, 7 WANG RUIXUE 8,10

BU LILIAN 5 WANG SONGBAI 15

CHANG PINGCHUANG WANG TAO 1, Closing

CHEN FENG Opening, 4, 13, WANG WILLIAM Opening, 4,
Closing WANG XIN Closing

CHEN GANG WANG YANG 15

CHEN WENFENG 4 WANG YANING Opening

DENG YAZHONG n WANG YONG 13

DI JIANING 2 WANG YUE

DONG JUN WEN Yl 12

GAO FAY 4 WEI ZHAOHUI 1,13, Closing

GUO NA 12 WILSON STEPHEN Opening, 7

GUO TONG 14 WU FAN 8

GUO TONY 1,4 WU HAIYAN 8

HARTZEL JONATHAN 9 WU JERRY 10

HE JIA 13 wu TING 12

HE SHAN 14 wu VICTOR 7

Ji JA 2 XIA FAN 10

JIANG ZHIWEI 4 XIA JIELAI Opening, 4,13

LI BAOYUE 6 XIAOLEI XUN 6

LI JACK 1,5 XIE YANG 14

LI NICOLE F. 10 XU JIAJUN 10

LI NING Opening, Closing XUE FUBO (BRUCE) 8

LI WEI 15 XUE YAN 14

LIU JUAN 6 YAN BOB n

LIU LIAN 12 YAN LEI 9

LU YUN 12 YAOQ CHEN 14

MA GUANGLI 2 Yl BINGMING 12

MA JONATHAN 1 YIN ANNY-YUE 15

MA PEIMIN 2 YIN LU 15

MA YONG 9 YIN YIQING 14

PENG MENGYE Closing ZHANG CARRIE 3,1

Qlu JEANNIE 13 ZHANG YING 9

Qu ROGER ZHANG ZIBAO 1,71

SHEN ANITA 3 ZHAO GUIYU 1

SHEN HAIGE 6 ZHAO ROGER 11

SUN HUALONG 3 ZHAO YING 14

SUN XIN 12 ZHENG QINGSHAN 2

SUN YONGJIAN 5 ZHU CAROL Opening

TANG XIONGWEN 4 ZHU CAROL Opening

TAO WEIXING 1 ZHU CHAO Closing

TIAN ZHENGLONG 14 ZHU LIANSHENG

WAN PENG Il Zou JIANJUN Closing

WANG JERRY

WANG JINGZHAO 4

WANG JUN 1

WANG PANPAN 8
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Xinjiang Plaza

Location

The Xinjiang Plaza (Xinjiang Dasha) is located at No.7 Sanlihe Road, Haidian District. Beijing Xinjiang Plaza is a 5 star hotel
conveniently situated close to Beijing Financial Street, Ministry of Housing and Urban-Rural Development of People’s Republic of
China Beijing Exhibition Center and Beijing Zoo.

From Airport to Xinjiang Plaza

By Taxi

Taxis are available at the taxi stop outside each terminal at the Beijing International Airport. Please refer to the signs for taxi stop.
Airport Taxi Management Number: +86-10-96158

Taxis are charged with a base rate of 13 RMB for the first 3 kilometers, and an additional 2.3 RMB/km rate thereafter. A one-way taxi
trip from the airport to Xinjiang Plaza is about 31km.

Note: It is suggested that you bring the printed hotel adaress in Chinese, together with the hotel phone number for reference
PUIPOSE.
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SREANE EXHIBITOR DIRECTORY

BeiGene

BeiGene

BeiGene is a globally focused biopharmaceutical company
dedicated to becoming a leader in the discovery and
development of innovative, molecularly targeted and immuno-
oncology drugs for the treatment of cancer.

BeiGene has a global team of 500+ employees and consultants,
including more than 300 talented scientists and clinicians,

with deep scientific knowledge, extensive pharmaceutical
experience, and a commitment to improving the lives of cancer
patients globally. We have offices and facilities established
around the world, including global clinical headquarter in San
Francisco (Emeryville and San Mateo) and additional clinical
facilities in Australia, New Zealand, Beijing, and Shanghai,

R&D center in Beijing, manufacturing sites in Suzhou and
Guangzhou, and operations in Boston and Beijing.

Contact: Tony Guo
Mobile: +86-13811039073

Med
Z5hK

FREYELGRE (L) BRAH

GRAEVEDRR (L8) ARADR—HKIERSRAREAR
(CRO) , BEATEREREYEL ASMETR=MA SR
HEKEETMRS, NEMNTUEN. 2RER . LK
ARFEFH T ERRERLBFSREIEMH S EANEER
Ko BANFE LA E R R IT 2K PR R A BTRF M {E
HHRECHAMER SR, ANEMNEHFEUCIHFRNTRS

I PR IR TG R AL R R AT 20K Mﬁ?%“k@?%%ﬁEF%
MR TIILE,

BRRETAMEETEGUTH. ARAXRTEEEFESR

BHELAS, RONEEVSOETREN. WRREE
B EMGIHSHTE. KEEE. SMRSSER. KRS

SEFEE. RERIE. REXLEEE. TAESNRE

HE%E . bd@dmedglobal.com

Bi&. +86 2150900085

M3k http://www.dmedglobal.com
it TR XERER7805618QHE

q Tigermed
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EMHH BHBRBNRRLRIRS, M= &b Hi
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FMEDDBATHMN, TRIZHXTAS, AFERNHHEE0D
TRETNEE. 5. %l BA. DXAEI. g, £
B, BAFE. MEX XEFHERELRLBESNA, #AF
181332005 AMEFRC T WHFA, AEIR600% K E A INTT
RT7920 xR KIXK RS, BREXNERSS5130RTMENR
I ARKIRNE, MEEA "CIFECRO" |

%{:2&?$ | Tel: (86-21)- 32503700--8192
THiHEBEIE | Fax: (86-21)-32503707

Marketing Manager  Phone: 13911502404
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email: dongping.zhang@tigermed.net
AT LK SLEEEFFAE1606E
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DIA Communities, an exclusive DIA member benefit.

DIA Communities provide a way for members
across the globe to interact with each other
and share best practices, knowledge, resources,
articles, and more.

Benefits of Joining DIA Communities:

* Network and collaborate with * Post a question to fellow
peers across the globe colleagues

* Use the Community Directory * Sign up for numerous
to find new connections volunteer opportunities

Learn more at DIAglobal/org/Communities

DIA Members stay connected even after a
meeting ends. Keep up-to-date on hot topics
and Community-generated content and get
engaged, driving insights into action and
evolving your field of work.

* Receive exclusive invitations * Access insightful resources

and first-look access to face- such as blog posts and
to-face Community Events archived library documents
and live webinars uploaded by fellow

Community Members

DIA Communities




SAVE THE DATE

14 DIA Japan
Annual Meeting 2017

November 12-14, 2017 | Tokyo Big Sight
DIAglobal.org/Japan2017

PROGRAM CHAIR:
Yasuhiro Fujiwara, MD, PhD
Director-General, Strategic Planning Bureau, National Cancer Center

KEYNOTE SPEAKERS:

Yoshinori Ohsumi, PhD

Honorary Professor, Tokyo Institute of Technology
Tomohiro Sawa, MD, PhD

Professor, Teikyo University

Exhibit Opportunities Available
For more information, visit DIAglobal.org/Japan2017 or contact DIA Japan

DIA Japan
Nihonbashi Life Science Building 6F,
‘ 2-3-11 Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 Japan
Tel: +81.3.6214.0574 Fax: +81.3.3278.1313 Email: Japan@DIAglobal.org

Drug Information Association
Global Center: Washington, DC | Americas | Europe, Middle East & Africa | China | Japan | India




Call for Papers

Therapeutic Innovation &
THERAPEUTIC Regulatory Science
INNOVATION

Editor-in-Chief
il & FEEGUSLSESEE Stephen P. Spielberg, M.D., Ph.D.

RARIEIRL LOUBNAL OF DIA Therapeutic Innovation & Regulatory
0000 Science (TIRS) is the official scientific
journal of DIA that strives to advance

L A — medical product discovery, development,
oomrmt s s s regulation, and use through the publication
————— of peer-reviewed original and review
articles, commentaries, and letters to the
editor across the spectrum of converting
biomedical science into practical solutions
=== @ | DIA to advance human health.

Visit us at: tirs.sagepub.com

The focus areas of the journal are as follows:

* Biostatistics ¢ Global Perspectives * Product Safety
¢ Clinical Trials * Policy * Special Populations
* Product Development * Regulatory Science

and Innovation

When you publish in Therapeutic Innovation & Regulatory Science, you will benefit from:
Rigorous peer review of your research

Increased visibility, readership and impact of author’s works

New avenues for discovery in digital environment

High visibility for maximum global exposure

Submit your manuscripts online at
http://mc.manuscriptcentral.com/tirs

Average time from submission to first decision is under 30 days!

DIA ®SAGE
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HE48: Yun.lin@diaglobal.org
B3iF: +86. 21. 6042 9854

RABIFIRITRIE
+86.10. 5704 2659

HR45 . china@diaglobal.org
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DA FHE

HEMAHRERANB N TOAKME, WEEEMARSHRE
FEXLBRBREGER, BEUMMROAR "B FRKRSIEK, BTE
mI. 1. R RIUETHE, HAARKSERNEANIER. AR

TR AY), ERR=EEIFRFE (Bench To Bedside) Z[8]ZiE—&
RAE, IRRENFECEEMRNAR. BUEZMRSEZE/HT
xF, EERAMAEERRN—IFNESSMENR, BUEZE
R RIER A I AT LKHISIZE,

SROTEEAFVEZRATIFEERMNET., BAEREFN
®,ORUIEAT R, BEEREFRAAFEFE R, FEWEEEFILE
B, REPDFERIFFNAMTRXRAEL T ERE., ABRFEERL
BEMNBEEARKRTFR L., BABMRANESER L, BEATE
B, B ATE5], BURAERMMTERNE, FEH. XFHESK.
XHREE IFPNFEZEHTERMBENLK. IEHFILIEST
RKRMATIWERNBEDR, EFERMNEHTRERTBRHRE.
EERAVMEFZHIAFHERERAON R REZBTIENRNIERNORE
B, LT BB A R AR B U A B AT, FRid i
MEHEXLEFMRERRSTHR ETPEEATLRRNER
2B, MAEXAEXDIRKERZEN, WEAERFHHTEIFHDNF
AR, WINFIFE , WK F IR ERE BRI L 0 T
MHZS & WS E AR ARG BB RN HE TN

DIAMEXR =23k M. AHmMHNFEARAR, EEFIBETRE. Ik
RELE. QUHAYTRERABRFEEENEEOR. fEEHTL
EREAXRUEEFHAEBENRKRBRTE, FHT7TAREOTU. IE
EXMETRZ. 2. EH. FENXRFEESLARSIMNERS
ERRBEZS5EDIASFASHNERTHEFFERERRKNB T
BHEERER.

B T20174F9F 26-28 H & A M2 N HIDIAREE =AY R el
MASKAZEZREBASAREGHEM L, SaTEAMHLN
R, BFREUEFIEPARKRONFHMRET. ATHEEREM
. ERkmeEiR. FHRKTRET. SIFET. MAHSE
R L BIFR AN B 2 3 0 m B L AT IR AN IR

FEAERETEEXEEAE3SARKE16/21618%= #HB4s: 100080 | #iF: +86 10 5704 2659 | www.DIAglobal.org
hE FETERTX EEK5992601% #R%: 200030 | HiE: +86 216042 9857 | China@DlAglobal.org
DIA Global Center: Washington, DC, USA | Basel, Switzerland | Beijing/Shanghai, China | Horsham, PA, USA | Mumbai, India | Tokyo, Japan
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The 10th DIA China Annual Meeting

20185£5A22-25H | JbRE fFF=iXHL
May 22-25, 2018
Beijing International Convention Center
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