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In recent years, biotechnology and pharmaceutical innovation have achieved remarkable development in
China. The rapid development of innovative drugs has promoted the innovation of experimental design and
the demand for data management and analysis talents. Meanwhile, the application of big data and artificial
intelligence (Al) in the fields of health and pharmacy has also become a hot spot in the industry. How to realize
data-driven innovation has become the focus of technological innovation in pharmaceutical enterprises. With
the theme of “Breaking Boundaries: New Era of Clinical Development”, 2019 QSF provides a platform for
quantitative scientists from regulators, academia, domestic and multi-national pharmaceutical companies to
discuss data science innovation. It also provides insights into the progress of data science methods and their
application in drug development for other key players in drug development, including clinical, registration and
operational personnel. In QSF, to the regulatory agencies, pharmas, the experts from China Clinical Trial Statistics
(CCTS) Working Group and Chinese Clinical Data Management Committee (CDMC) will work with participants
to discuss the current hot topics, including 1/0 drug research and development of innovative design, the study
of early clinical dose grade design, using real world data and Al to accelerate the process of new drug R&D, etc.

Main content

* Breaking Boundaries in New Era of Clinical Development

» Safety and Benefit-Risk Assessment: Planning and Execution

* Novel Design in Oncology Studies

* Innovative Thinking in Real World Evidence Study

* Opportunity and Challenges in Immune-Oncology Development

* The Recent Development and Perspectives on ICH E9(RT) Estimand

» Considerations in the Trial Design for Combination Therapy | NEW

* The Implementation of Multiple Testing Control, Including Refresher of The Basics | NEW
» Modeling/Model-based Development | NEW

» Enrichment Design | NEW

 Application of Innovative Methods in Vaccine Clinical Development | NEW

» Challenges and the Changing Landscape of Data Monitoring Committees (CMDC) | NEW
« Automation in Clinical Trials | NEW

TARGET AUDIENCE

 Statisticians and Other Data Scientists

* Clinicians

* Data Management Expert

* Regulatory Scientists

* Quantitative Science Experts in Academia

* Quantitative Science Specialists in Regulatory Agencies

Tabletop & Hosting
Contact: Mr. Fei XIE
Email: Fei.Xie@DIAglobal.org | Tel: +86.10. 5704 2652

Registration: DIA China
Tel.: +86.10. 5704 2659 | Email: China@DIAglobal.org

Unit 1607, Tower One, No. 1 Danling Avenue, Haidian District, Beijing 100080, China | Tel. +86 10 5704 2650 | www.DIAglobal.org
Unit 601, 599 Ling Ling Road, Xu Hui District, Shanghai 200030, China | Tel: +86 216487 6029 | China@DIAglobal.org
DIA Global Center: Washington, DC, USA | Basel, Switzerland | Beijing/Shanghai, China | Horsham, PA, USA | Mumbai, India | Tokyo, Japan
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8:30-10:30 Opening & Keynote Session | Breaking Boundaries: New Era of Clinical Development | 3rd Floor, Grand Ballroom ﬂ

10:30-11:00 Tea Break and Networking

11:00-12:30 Session 1 | 3rd Floor, Grand Ballroom Session 2 | 3rd Floor, Unity Room
Novel Design in Oncology Studies The implementation of multiple testing control, including
refresher of the basics

12:30-14:00 Lunch

14:00-15:30 Session 3 | 3rd Floor. Grand Ballroom n Session.4 | 3'rd .Floc.>r, Unity Room .
Safety and Benefit-Risk Assessment: Innovative Thinking in Real World Evidence Study

Planning and Execution

15:30-16:00 Tea Break

16:00-17:30 Session 5 | 3rd Floor, Grand Ballroom ﬂ Session 6 | 3rd Floor, Unity Room _
Opportunity and Challenges in Immune-Oncology The Recent Development and Perspectives on ICH E9(R1)

Development Estimand

August 22

9:00-10:30 Session 7 | 3rd Floor, Grand Ballroom Session 8 | 3rd Floor, Unity Room
Considerations in the Trial Design for Combination Therapy Modeling/Model-based development

10:30-10:45 Tea Break

10:45-12:15 Session 9 | 3rd Floor, Grand Ballroom Session 10 | 3rd Floor, Unity Room
Application of Innovative Methods in Vaccine Clinical Enrichment Design
Development

12:15-13:30 Lunch

13:30-15:00 Session 11 | 3rd Floor, Grand Ballroom @ Session 12 | 3rd Floor, Unity Room

Challenges and the Changing Landscape of Data Automation in Clinical Trials
Monitoring Committees

15:00-15:30 Tea Break and Networking

15:30-17:30 Close Plenary

Unit 1607, Tower One, No. 1 Danling Avenue, Haidian District, Beijing 100080, China | Tel. +86 10 5704 2650 | www.DIAglobal.org
Unit 601, 599 Ling Ling Road, Xu Hui District, Shanghai 200030, China | Tel: +86 216487 6029 | China@DIAglobal.org
DIA Global Center: Washington, DC, USA | Basel, Switzerland | Beijing/Shanghai, China | Horsham, PA, USA | Mumbai, India | Tokyo, Japan
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Mark LEVENSON {#+/ PhD

% EFDA COEREYIITEFELH FE

Director Division of Biometrics VII, Office of Biostatistics, Center for Drug Evaluation and
Research, FDA

Mark LEVENSON {1+ BRI R X ER R MAYEEF/(FDA) BWIEN SR T LED ST
NDRERUBRZRAE/EYITEFELHEFE., EFDA, B FZFE LW LETES
MREPFHEFEREFA, MEHYLTEMNEL TR ASITTERMIEE A RE
E 7k, thEFDAARLRLBREZRSMATHIFEERZRSHNMKA. Levensonid
THERSERAFREBEEZTZN, ATMTFRERESEITTFE LA

Mark LEVENSON is currently the Director of the Division of Biometrics 7 in the Office of
Biostatistics/Office of Translational Sciences/Center for Drug Evaluation and Research of
the US Food and Drug Administration (FDA). At FDA, he has been the primary reviewer or
secondary reviewer on many major pre-market and post-market drug safety problems. He
contributes to statistical policy and guidance development in the areas of drug safety and
real-world evidence. He is a member of the FDA Drug Safety Oversight Board and the Real-
World Evidence Framework Committee. Dr. Levenson received a Ph.D. in Statistics from the
University of Chicago and B.A. from Cornell University in Mathematics.
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Frank BRETZ {12004 i\ E 4, B LG TTEE@IMEIRNTA . Frankxd A9t
AHHALBRIFERXE, MXHBAVRITENENTEZLR BEFNENE ZER

B EBEMEITES. FrankBRIEXERESR (BE) | LEWEAE (FE) | 4
R ZES (B#F]) fMARASE (BA) EERRV/EFEZGRRM, BN, EE
AT EME RTINS RN RETNEDH AR REENER. MERTITNNHTE
ETBEI0BXEFESTHASR, Frank2EENAERZER, hEFREEREDSE
TS EERXKSusanne Dahms#E, BN EXERITHSHHARA.

Frank BRETZ, PhD, joined Novartis in 2004, where he is currently Global Head of the Statistical
Methodology and Consulting group. Frank has a keen interest in advancing practices of
drug development. He has supported the methodological development in various areas of
pharmaceutical statistics, including dose finding, multiple comparisons, and adaptive designs.
Frank is currently holding Adjunct/Guest professorial positions at the Hannover Medical School
(Germany), Shanghai University of Finance and Economics (P.R. China), Medical University of
Vienna (Austria) and Osaka University (Japan). Among other professional services, he is a co-
founding editor of the Springer Series in Pharmaceutical Statistics and the incoming editor
of Statistics in Biopharmaceutical Research. He has authored or co-authored more than 150
articles in peer-reviewed journals and four books. Frank is a Novartis Distinguished Scientist,
a recipient of the Susanne-Dahms-Medal from the German Region of the International
Biometric Society and a Fellow of the American Statistical Association.

Unit 1607, Tower One, No. 1 Danling Avenue, Haidian District, Beijing 100080, China | Tel. +86 10 5704 2650 | www.DIAglobal.org
Unit 601, 599 Ling Ling Road, Xu Hui District, Shanghai 200030, China | Tel: +86 216487 6029 | China@DIAglobal.org

DIA Global Center: Washington, DC, USA | Basel, Switzerland | Beijing/Shanghai, China | Horsham, PA, USA | Mumbai, India | Tokyo, Japan
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Agenda | August 21, Wednesday

08:30-10:30

3rd Floor
Grand
Ballroom

iy

Opening Plenary Session | Breaking Boundaries: New Era of Clinical Development

CO-CHAIRS

Jielai XIA, Professor

Head of Department of Health Statistics,

Air Force Military Medical University

Chair of China Clinical Trial Statistics (CCTS) Working
Group

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

Welcome Address

Jielai XIA, Professor

Head of Department of Health Statistics,

Air Force Military Medical University

Chair of China Clinical Trial Statistics (CCTS) Working
Group

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

Keynote Presentations

Updates on the Key CDER Initiatives - from FDA’s Perspectives
Mark LEVENSON, PhD
Director Division of Biometrics VII, Office of Biostatistics, Center for Drug Evaluation and Research, FDA

Related Statistical Leadership in the Digital Age - from Industrial Perspectives
Frank BRETZ, PhD
Global Head of Statistical Methodology and Consulting, Novartis

Panel Discussion

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

10:30-11:00

Tea Break and Networking
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Agenda | August 21, Wednesday

11:00-12:30 Session 01 | 3rd Floor, Grand Ballroom Session 02 | 3rd Floor, Unity Room

Novel Design in Oncology Studies The Implementation of Multiple Testing Control,
Including Refresher of The Basics

Session Organizer Session Co-chairs

Jiangdian WANG, PhD Fei JI

Associate Director, Biostatistics, MSD China R&D Research Advisor, China Biostatistics, Lilly

Session Co-chairs Yong WANG, PhD

Linda SUN, PhD Vice President, Biometrics, WuXi Clinical

Director, Early Oncology Statistics, MSD
The selection of an appropriate statistical strategy

Ruixue WANG, PhD for dealing with multiplicity is key to the reliability of

Associate Director, BARDS-AP, MSD inference and the probability of success in a clinical trial.
The agencies around the world have recognized this

With the rapid development of oncology area, issue and released guidance. In this session, common

especially immunotherapy, statistical assumption, multiplicity problems in clinical trial as well as respective

methods and implementation are required to be statistical methods to control type | error rate will be

improved synchronously. In this session, we will discuss  reviewed, case studies to be shared. The focus is in

new model and new methods. confirmatory phase 3 trials. Given the recent call to
retire statistical significance in academia, how should

Testing Monotherapy and Combination Therapy in One  researchers in pharmaceutical industry reflect on this

Trial with Biomarker Consideration issue?

Linda SUN, PhD

Director, Early Oncology Statistics, MSD Moving to A World beyond Controlling Family-Wise Type
| Error in the Strong Sense, Should We?

Master Protocol and Other Trial Design Considerations Zhen LUO, PhD

in New Drug Development Head of Statistics, Pfizer R&D China

Bruce XUE, PhD

Head and Executive Director, Biostatistics & Data A Group Sequential Holm Procedure for Multiple

Sciences, TopAlliance Pharmaceutical Endpoints in Confirmatory Clinical Trials
Ken-Ning HSU, PhD

A Two-Stage Adaptive Population Enrichment Design WuxiApptec

for Single-Arm Studies with Binary Endpoints

Xin ZHANG, PhD Application of Graphical Testing Approach for Multiple

Manager, Biostatistics, China Statistics, Comparison in Confirmatory Phase 3 Trials

Global Biometrics and Data Management, Pfizer Inc., Hongying LI, PhD

Shanghai Senior Statistician, China Biostatistics, Lilly

A Confirmatory Enrichment Design Using Group

Sequential and Interleaving Techniques

Harry HUA, PhD

Principal Statistician, Boehringer Ingelheim

12:30-14:00 Lunch
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Agenda | August 21, Wednesday

14:00-15:30  ga6ion 03 | 3rd Floor, Grand Ballroom & # Session 04 | 3rd Floor, Unity Room Gy
Safety and Benefit-Risk Assessment: Planning and Innovative Thinking in Real World Evidence Study
Execution
Session Co-chairs Session Co-chairs
Jiangdian WANG, PhD Jun DONG, PhD
Associate Director, Biostatistics, MSD China R&D Director, Head of Biostatistics and Programming, Amgen
China R&D Asia R&D Center
Lianzhe XU, PhD Jack LI
Asia Pacific, Biostatistics and Research Decision Senior Director, Biostatistics and Programming, dMed
Sciences (BARDS), MSD China R&D Biopharmaceutical Co., Ltd
This session will discuss the planning and execution Real-World Evidence Drives Drug Evaluation and
challenges and lessons learnt in the safety and benefit-  Regulatory Decisions
risk assessment. Xin SUN, PhD

Professor, Dean, Chinese Cochrane Center, West China
Topic TBD School of Medicine/West China Hospital, Sichuan
Mark LEVENSON, PhD University
Director Division of Biometrics VII, Office of
Biostatistics, Center for Drug Evaluation and Research, = The Pharmacoepi-Methodology to Address Measured and
FDA Un-Measured Confounding Using Real-World Data
Tzu-Chieh (Jay) LIN, BPharm, MClinPharm, PhD

Topic TBD Observational Research Senior Manager,
William WANG, PhD Center for Observational Research (CfOR), Amgen
Executive Director, Clinical Safety Statistics,
Biostatistics and Research Decision Sciences (BARDS),  Real-World Evidence Draft Guideline
Merck Research Laboratories Speaker Invited
Topic TBD
Robert MAKUCH, Professor
Professor, Biostatistics and in the Child Study Center;
Director, Regulatory Affairs Track, Yale University

15:30-16:00 Tea Break
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Agenda | August 21, Wednesday

16:00-17:30

Session 05 | 3rd Floor, Grand Ballroom
Opportunity and Challenges in Inmune-Oncology
Development

Session 06 | 3rd Floor, Unity Room ﬂ
The Recent Development and Perspectives on ICH E9
(R1) Estimand

Session Organizer

Anny-Yue YIN, PhD

Associate Vice President, Biometrics and Medical
Writing, CStone Pharmaceutical

Session Chair

Kezhen LIU, PhD

Associate Director, Biostatistics, CStone
Pharmaceuticals

Addressing Challenges in Immuno-Oncology Using
Machine Learning

Jenny ZHANG, PhD

Director, China Immunology HSead, Statistics and
Decision Sciences, Janssen Research and Development

Modeling Cure Rates and Incorporating Medical Images
for Cancer Survival Prediction

Zhangsheng YU, Professor

Associate Director, SJTU-Yale Joint Center for
Biostatistics

Deal with Non-Proportional Hazard in Immunotherapy
Haiyan WU, PhD
Director, BARDS-AP, MSD

Integrated Phase 2/3 Study Design Accounting for a
Cure Proportion

Haiyan WU, PhD

Associate Director, Biostatistics, Roche (China)

Session Co-chairs
Qiao LI, PhD
Head of Biostatistics, Astellas (China)

Zhiwei JIANG, PhD
CEO, KeyTech

This session is aiming to the sharing on latest
considerations and practices of ICH E9 (R1) Estimand
from agency, academia, and industry.

Perspectives on ICH E9 (R1) Guideline
Speaker Invited

Putting the Estimand Framework into Practice
Lars Holm DAMGAARD, PhD

Senior Statistical Director,

Biostatistics, Biostatistics, Novo Nordisk

Estimand - Hypothetical Strategy?
Or While on Treatment Strategy?
Naitee TING, PhD

Director, Biostatistics, Bl

Estimand and Missing Data Consideration in A Phase Il|
Neoadjuvent Study with Sample Size Re-Estimation
Shawn LIN, PhD

Biostatistics Manager, HengRui

Panel Discussion

Above speakers and
Feng CHEN, Professor
Nanjing Medical University
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Agenda | August 22, Thursday

09:00-10:30  Session 07 | 3rd Floor, Grand Ballroom Session 08 | 3rd Floor, Unity Room
Considerations in the Trial Design for Combination Modeling/Model-based Development
Therapy
Session Chair Session Co-chairs
Jeannie QIU Jianing DI, PhD
Associate Director in Biometrics, BeiGene Director and China Site Head of Statistics & Decision
Sciences, Janssen Research and Development, LLC.
With the rapid development of new drug research,
mono-therapy may not meet patients’ medical needs ~ Xue YANG, PhD
for some indications: while more and more combination Associate Director, Statistics & Decision Sciences, Janssen
therapies are under development. Here, we would like ~ Research and Development, LLC.
to discuss the challenges and considerations in the
clinical trial for combination therapy, including trial In recent years, it has been seen that model-based drug
design, analysis methodology, clinical and regulatory development has been utilized in all phases of clinical
considerations, etc. In addition, let’s sit together to trials. In this session, we will discuss and illustrate the
communicate what kinds of supports we can provide evolving role of statistical modeling in drug development.
from statistical perspective. Topics may include but not limited to extrapolation, dose
determination, longitudinal modeling, disease progression
Considerations in the Drug Development for modeling, and etc.
Combination Therapy
Xiaoyuan CHEN, MD, PhD Model-Guided Rational Design of PoC and Pivotal Trials -
Director, GCP Office, Beijing Tsinghua Changgung (PKPD modeling).
Hospital Bing WANG, PhD
AmadorBio
The Combination i3+3 Design for Dose Finding Trials
with Dual Agents Statistical Considerations on Using Minimal Residual
Yuan JI, PhD, Professor Disease Status as the Efficacy Endpoint for Developing
The University of Chicago Novel Agents in Multiple Myeloma
Jiajun XU, PhD
Statistical Considerations in Novel Combo Therapy Statistician, Statistics & Decision Sciences, Janssen
Design Research and Development, LLC.
Xiao XIANG, PhD o : .
Senior Statistician, BeiGene Digging More Information out of Two Longitudinal
Outcomes with Functional Regression Models
Xiaolei XUN, PhD
School of Data Science, Fudan University
10:30-10:45 Tea Break
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Agenda | August 22, Thursday

10:45-12:15 Session 09 | 3rd Floor, Grand Ballroom Session 10 | 3rd Floor, Unity Room
Application of Innovative Methods in Vaccine Clinical  Enrichment Design
Development
Session Chair Session Chair
Chen JI, PhD Feng CHEN, Professor
Associate Director, Biostatistics & Programming, Clinical Nanjing Medical University
Sciences and Operations, SANOFI
Enrichment Design Guide Introduction
The Effectiveness of Influenza and EV-A71 Vaccination in Feng CHEN, Professor
Preventing Hospitalization in Real World - Test Negative Nanjing Medical University
Case-control Studies
Hongjie YU, Professor Evaluating Overall Population in Biomarker Enrichment
School of Public Health, Fudan University Trial - from a Design Aspect
Wen ZHANG
Biomarker Analysis to Accelerate the Development Principal Statistician, InnoventBio
of the Vaccines
Jian DING Enrichment Design Statistical Method and Application
Statistician, Biostatistics & Programming Gang CHEN, PhD
Clinical Sciences and Operations, SANOFI R&G PharmaStudies Co., Ltd.
Statistical Consideration in the Design of Multi-Valent Panel Discussion
HPV Trials
Zhiwei JIANG, PhD
CEOQ, KeyTech
Seamless Design in Vaccine Development
Qiong SHOU, PhD
Deputy Chief Researcher, Asia Pacific, Biostatistics and
Research Decision Sciences (BARDS), MSD China R&D
12:15-13:30 Lunch
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Agenda | August 22, Thursday

13:30-15:00 Session 11 | 3rd Floor, Grand Ballroom ﬂ Session 12 | 3rd Floor, Unity Room
Challenges and the Changing Landscape of Data Automation in Clinical Trials
Monitoring Committees
Session Co-chair Session Chair
Zhen LUO, PhD Yazhong DENG
Head of Statistics, Pfizer R&D China CEQ, Trust CRO
Yanmei XU Power Bl + R Visuals Made Easy for Medical Cross Review
Head, Statistics, GSK R&D China Celine QIN
dMed Biopharmaceutical Co., Ltd
With the rapid boom of drug development in China,
Data Monitoring Committees (DMCs), as an integral Automatic Generation of TFL Program and Quality
part of clinical development, see new challenges, e.g. Control Report
evolving study designs, trial governance, regulatory George XIANG
expectations, and the complexity of DMC activities. This Manager, Programming, TrustCRO
session is aimed to bring a group of statistical experts
across industry, academia, and regulatory agency, to Automatic Generation of SDRG Section Data
share their experience and perspectives and to explore  Conformance Summary
a more consistent future for China DMCs. Stanley WEI
Novartis
The Changing Landscape of Data Monitoring
Committees, a Global Perspective Automated Approaches for Data Anonymization to
Adam CRISP, PhD Meeting Transparency Requirement
Director, Biostatistics, GSK, United Kingdom Zhenglong TIAN
Senior Director, Biostatistics and Statistical Programming,
China DMC: Overview and Future Parexel China
Naiging ZHAO
Associate Director, Health Statistics, School of Public
Health, Fudan University
China IDMC, A Regulatory Perspective
Speaker Invited
Challenges Faced by DMC
Yong WANG, PhD
Vice President, Biometrics, WuXi Clinical
15:00-15:30 Tea Break and Networking
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Agenda | August 22, Thursday

15:30-17:30

3rd Floor
Grand
Ballroom

iy

Closing Plenary Session

Closing Address

William WANG, PhD

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

Jielai XIA, Professor
Air Force Military Medical University

Panel Discussion | Excellence and Transcendence of Quantitative Science
Chair

William WANG, PhD

Merck Research Laboratories

We will use the session to discuss the application and development of Quantitative Science under the ever
changing global regulatory environment. We will focus on three key topics: (1) Error control and p-value, (2) Causal
inference and estimand, (3) Quality standard and quality-by-design; and (4) Statistics and data science

Panelist
Frank BRETZ, PhD
Novartis

Feng CHEN, Professor
Nanjing Medical University

Pandu KULKARNI, PhD
Chief Analytics Officer, Vice President, Biometrics and Advanced Analytics, Eli Lilly and Company

Mark LEVENSON, PhD
CDER, US FDA

Ling SU, PhD
Professor of Shenyang Pharmaceutical University
Venture Partner of Lilly Asia Fund
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