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第一天 I 10月20日 星期日

8:45 - 12:00 	 开幕式及全体会议  

会议主持
 

黄钦 博士 
国家食品药品监督管理总局药品审评中心生物统计学部副部长，高级审评员

王武保 博士

默沙东研发(中国)有限公司，生物统计与研究决策科学部-亚太区执行总监

8:45 - 9:00 	 欢迎致辞  

苏岭 博士 
盛德国际律师事务所生命科学战略顾问 

前任DIA主席

张培培

国家食品药品监督管理总局药品审评中心 中心主任

9:00 - 10:30 	 全体会议 - 主旨演讲  

药物研发需要高质量的试验设计、高质量的数据采集、高质量的分析、报告和评估。而所有这些都取决于高素质的定量科学人才，特别是在生物统

计、数据管理、流行病和科学编程等领域。与其他领域的科学家一道，他们在药物研发的科学决策中起到了重要作用。在全球各地特别是在中国，这种需求

促进了近年来在药监部门、高校、业界定量科学部门或学科的建立和扩展。本次论坛特别邀请美国FDA、中国CFDA和学术研究机构及工业界的专家共同探

讨推动定量科学发展的动向，远景和经验。

美国药物监管决策中定量科学的应用

Lisa LAVANGE 
美国食品药品管理局药品评价和研究中心生物统计办公室主任

药物临床试验的统计学技术审评：中国的现状及展望

黄钦 博士 
国家食品药品监督管理总局药品审评中心生物统计学部副部长，高级审评员

10:30-10:45 	 茶歇

10:45-12:20 	 全体会议(续)

生物统计学术界对中国药品审评工作的推动作用

陈峰 博士，教授

南京医科大学公共卫生学院院长，中国卫生统计学会统计理论与方法专业委员会主任委员，中国临床试验统计学组组长

从优秀到卓越：增加对统计学家交付新药的预期

Stephen PYKE 博士

英国葛兰素史克副总裁 定量科学部负责人

讨论

12:20-13:30 	 午餐



13:30-15:00 	 专题2 : 电子原始数据在临床试验中的使用 

随着更广泛地应用计算机系统进行采集临床数据,电子原始数据在

临床试验上的使用日益增加：如电子健康记录,电子化实验室检查报告,

电子化的影像学检查结果以及患者电子日记的使用. 本专场将重点回顾

电子原始数据在临床试验中使用时的相应法规和规范化操作的要求，讨

论如何应用电子患者报告数据(EPRO)，并分享使用电子数据采集(EDC)

系统的益处和实施经验。

会议组织者

刘宗范 医师

默沙东研发(中国)有限公司全球临床数据管理中心亚太区总监

电子原始数据和相关法规要求

何奕潓 博士

南京艾迪斯医学数据统计有限公司副总裁

电子患者报告数据(ePRO)的应用

Jean PATY 博士

ERT创办人兼首席科学家和监管官

电子数据采集(EDC):用途及如何进行 

李林洲

昆泰(中国)数据管理副经理

专家讨论

王广梁 博士

Jean PATY 博士

李林洲

15:20-17:00 	 专题 3 : 中药研发中的挑战 

随着人们对高品质生活的追求越来越高，中药面临着史无前例的

机会。然而，如何利用现代临床试验的研究方法来客观，科学地研究中

药是一个巨大挑战。一是来自传统中医理念的挑战，比如传统中医的疗

效评价来源于中医师治病的经验和患者个体的体验，这些经验和体验在

治疗方法推广时会遇到重复性差的问题。二是中药成分复杂，有时成分

微量，未知，以及众多成分交互作用，带来分析药物代谢及药代动力学

方面的挑战。三是在临床试验操作上面临很多实际问题，比如因为中药

的特殊理化性状，有时如何保证试验的盲态会成为一个问题。我们邀请

了三位讲者，将分别从中药研发的监管及评审，临床研究中的问题及挑

战，还有中药临床研发中的统计问题等方面介绍中药临床研发中的挑战

及解决之道。

会议组织者

易秉明 博士

葛兰素史克(上海)中国研发有限公司统计，流行病学和数据管理部门总监

中药研发的监管,评审及挑战

刘炳林 博士

国家食品药品监督管理总局药品审评中心高级审评员

中药临床试验所面临的挑战

刘建平 博士

北京中医药大学循证医学中心主任

中药临床研发中的统计问题

夏结来 博士

第四军医大学统计教研室教授

15:20-17:00 	 专题 4 : 临床试验数据管理中创新的方法和 
                技术

自FDA发表有关风险为依据的临床研究监督指南以来，一个现代化

的基于风险的临床管理机制已经有效地形成。这个方法着眼于关键性的

研究参数，通过监查活动的综合因素来监督临床研究。指南鼓励适时

地、更大限度地采用中心监查的方法，为此，临床数据管理在临床研究

管理中正起着更加关键的作用。本专场将提供当前的动态，并概述基于

风险的监查方法、法律要求和最佳规范。

会议组织者

刘川 博士

医药数据解决方案大中华地区发展总监

创新方法-基于风险的监测 

Yutaka SATO
日本医药数据解决方案商务顾问

新药临床研究风险评估的监查模式在数据管理中的实施

Andrew TAYLOR 生物统计学硕士

罗氏(中国)投资有限公司临床数据库程序部全球总监,临床数据管理 

亚太总监

基于风险的方法-不同职能部门之间如何合作

陈宇峰 博士

勃林格殷格翰国际贸易(上海)有限公司亚洲/中东及北非生物统计和数

据管理资深临床数据经理

监管信息管理解决方案：2013年是否将是整合的一年？ 

Rasmus Koch NELUND 博士

诺和诺德科技有限公司主题专家，生命科学部总监

15:00-15:20 	 茶歇
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13:30-15:00   	 专题 1 : 药物研发中的创新统计方法

在制药研发领域，统计师在设计和分析临床试验中发挥至关重要的作

用。最近20多年制药研发遇到了很多新的挑战，其包括临床试验成本快速

增加、试验周期加长、以及后期试验失败率上升等。统计师努力探索设计

和分析临床试验的创新方法，以推动更加高效的药物研发。本专场将探讨

现代临床试验中新的自适应设计方法，使用自适应临床试验提高药物研发

效率的经验，以及在临床试验中如何用统计方法处理缺失数据。

会议组织者

宋杨 博士

默沙东研发(中国)有限公司，生物统计和研究决策科学部亚太分部后期

研发统计组首席统计学家

现代临床试验中新的自适应设计方法

胡飞芳 教授

美国佛吉尼亚大学统计系教授

I/II 期无缝链接设计中的适应性随机化方法

夏结来 博士

第四军医大学统计教研室教授

临床实验中的缺失数据处理：过去，现在和未来

沈淑仪 博士  

罗氏/基因泰克资深统计专家



第二天 I 10月21日 星期一

9:00 - 10:10  	 专题 6 : 电子申报递交，数据标准和实施 

本专场分两部分。第一部分介绍CDISC临床试验数据标准的最新进

展和全球实施趋势。案例将侧重讨论如何实施其中两个标准 - SDTM和

ADaM，两者的广泛使用并被全球监管当局要求采用的可能性。第二部分

是小组讨论,主题是监管当局、业界和学术界如何紧密合作开发和实施数

据标准，并利用数据标准优化整个临床或医学研究数据流，从而显著提高

中国和全球药物研究开发的质量和效率。参加小组讨论的有来自中国食品

药品监管总局代表、业界专家和学术界研究人员。

会议组织者

邓亚中 工商管理硕士

科文斯(中国)临床数据分析与报告负责人

张子豹 博士

PPD生物统计与编程部副总监

CDISC的实现以及全球趋势

Monika KAWOHL
德国Accovion公司首席统计程序员，CDISC ADaM 认证讲师

将一个典型的临床试验数据转换为CDISC格式：挑战，验证和效益

鲍文俊

美国SAS软件研究所首席科学家，研发经理

专家讨论

国家食品药品监督管理总局药品审评中心 讲者已邀请

Monika KAWOHL

鲍文俊

吴崇胜 博士

科文斯(中国)临床数据分析与报告中心高级生物统计经理

Peter MESENBRINK 博士

诺华制药有限公司统计学部总监

10:30-12:00	 专题 7 : 生物类似药品研发中的统计考量 

随着即将到来的一些生物药物的专利到期，生物类似药的发展已

是越来越多制药公司战略考虑的一部分。尽管如此，由于诸多因素的影

响，如大分子的复杂性，生产条件的稳健性和灵敏度，以及相似疗效和

安全性的临床评价，相对与小分子仿制药，开发生物类似药更为复杂和

昂贵。本场将概览目前监管现状和开发生物类似药的指导原则，介绍生

物类似药的临床试验设计和分析(后续生物制剂)，并结合实际案例进行

更深入的讨论。

会议组织者

曲鹏 博士

辉瑞(中国)研究开发有限公司统计部高级总

来自EMA/WHO/FDA的生物类似评估政策和指导原则概览 

齐茂松 博士

美国安进公司生物类似药部统计学和统计编程主任

后继生物药的临床试验设计和分析 

周贤忠 博士

美国杜克大学医学院 生物统计学和生物信息学教授

欧洲已获批准的生物类似药品案例研究

齐茂松 博士

美国安进公司生物类似药部统计学和统计编程主任

10:30-12:00 	 专题 8 : 替代终点和生物标志物在药物研发中 
                的应用

随着科技的进步以及人类对于疾病的理解，更多靶向药物正在被

研发。近年来，在药物研发的不同阶段使用生物标志物和替代终点已经

越来越普遍，最终的目标是要加快药物研发的速度并以更低的研发成本

为适应症患者提供药物。从广义上讲，生物标志物和替代终点可以被用

来支持早期药物研发决策以及支持后期的标签登记。本次会议所请的几

位专家将概述药物研发中使用生物标志物和替代终点所面临的机遇和挑

战。

会议组织者

罗雅宜 博士

罗氏(中国)投资有限公司，罗氏药品临床研发亚太中心生物统计与数据

管理亚太区总监

使用或不使用培哚普利治疗自发性高血压大鼠时针对血管紧张素II-血管

紧张素(1-7)制约平衡下疾病进展过程 的建模

卢炜 教授

北京大学药学院教授

肺癌驱动基因及精准肿瘤学时代的临床研究  

陆舜 教授

上海交通大学附属胸科医院(上海市胸科医院)肺部肿瘤临床医学中心主

任,中国抗癌协会肺癌专业委员会副主任委员

肿瘤药品研发中的替代终点 

李芳 博士

罗氏(中国)投资有限公司生物统计副总监

10:10-10:30   	 茶歇
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9:00 - 10:10 	 专题 5 : 国内和区域临床研发中样本量的考虑

在全球注册一个新药须要有高效而稳健的国内和多区域临床研发策

略。本专题将着重于如何从统计的角度去优化这种国内和多区域临床研

发策略。应邀专家们会介绍并讨论这一领域的最新进展。

会议组织者

张维 博士

上海勃林格殷格翰药业有限公司，亚太、中东及北非区生物统计和数据

管理执行总监

王焱平 博士 
礼来苏州制药有限公司亚太统计科学总监

多区域临床研发中样本量的考虑

戴鲁燕 博士

上海勃林格殷格翰药业有限公司生物统计副总监

从监管和实践的角度探讨新药全球同步研发试验设计的科学严谨性

陈刚 博士

强生(中国)生物统计中心高级总监

专家讨论

陈刚 博士

戴鲁燕 博士

李宁 医学博士

赛诺菲(中国)全球药政事务副总裁兼亚洲区药政与医学政策主管

高晨燕 研究员

国家食品药品监督管理总局药品审评中心化药临床一部副部长，高级审

评员
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13:30-15:00 	 专题 9 : 数据监察委员会(DMC)和期中分析

数据监察委员会(DATA MONITORING COMMITTEE （DMC)），也

称为数据安全监督委员会(DATA SAFETY AND MONITORING BOARDS, 

DSMB)，是由具备相关专业知识和经验的专家组成的独立委员会，通过

定期评估一项或多项正在进行的临床试验累积数据，评价试验的安全

性和有效性。药物监管机构通常建议使用DMC，以便在确保试验质量的

同时监控受试者的安全。对于采用适应分析的试验，DMC亦被用于执行

预设好的期中分析。近年来，中国已有部分临床试验采用了DMC。本专

场邀请参与过DMC工作的临床专家及统计学专家从不同的专业角度与参

会者分享其经验。专家讨论会还将通过真实的案例探讨何时需要采用

DMC，哪些人会被聘用为DMC成员，DMC成员如何提出他们的意见和建

议及其它操作流程方面的问题。

会议组织者

姚晨 教授

北京大学临床研究所副所长、北京大学第一医院医学统计室主任

郭翔 博士

默沙东研发（中国）有限公司生物统计总监

数据监察委员会(DMC)在中国临床试验的实践

姚晨 教授

北京大学临床研究所副所长、北京大学第一医院医学统计室主任

从临床角度看自适应性设计-案例分析

申华琼 医学博士

江苏恒瑞医药公司首席医学官及副总裁

专家讨论

王涛 研究员

国家食品药品监督管理总局药品审评中心化药临床二部副部长，高级审

评员

王武保 博士

默沙东研发(中国)有限公司生物统计与研究决策科学部-亚太区执行总监

罗雅宜 博士

罗氏(中国)投资有限公司，罗氏药品临床研发亚太中心生物统计与数据

管理亚太区总监

赵冬 教授

北京市心肺血管疾病研究所副所长，北京安贞医院教授

13:30-15:00  	 专题 10 : 临床研发中的终点 

患者治疗结果报告(Patient-reported Outcomes, PROs)在临床试验中

作为结果指标日益受到重视。如何应用报告结果指标作为研究结论，尚

有不少讨论。本次研讨会将就PRO在临床试验中概念、测量、操作层面

进行讨论。尤其关注药品的标识外使用时应用这类PRO时的统计学和法

规方面的考虑。

会议组织者

邓亚中 工商管理硕士

科文斯(中国)临床数据分析与报告负责人

陈杰 博士

默克雪兰诺北京医药研发有限公司生物统计总监

监管思考和PRO量表验证

廖珊妹 博士

辉瑞(中国)研究开发有限公司高级经理

PRO数据的统计学方法

Ekkehard GLIMM 博士

瑞士诺华制药有限公司生物统计资深研究员

PRO在中药中的实施

刘保延 教授

中国中医科学院常务副院长

12:00-13:30   	 午餐 

15:00-15:30	 集体合影及茶歇

15:30-16:40 	 全体会议

如何加强业界、学术界、监管部门之间的合作

通过互动式的讨论，我们将听到专家们探讨是什么力量在推动业界、学术界、监管部门之间的合作，在其他国家里政府和业界间成功合作的案例和趋

势。我们也将讨论这种合作在中国新药研发及定量科学方面的重要性和影响。专家们和与会者将有机会分享他们对在国内如何开展，及在哪些领域推动这种

合作的意见和建议。

会议主持

苏岭 博士

盛德国际律师事务所 生命科学战略顾问 

前任DIA主席

主旨演讲

黄钦 博士

国家食品药品监督管理总局药品审评中心生物统计学部副部长, 高级审

评员

陈峰 博士，教授

南京医科大学公共卫生学院院长，中国卫生统计学会统计理论与方法专

业委员会主任委员， 中国临床试验统计学组组长

Lisa LAVANGE
美国食品药品管理局药品评价和研究中心生物统计办公室主任

沈志华 博士

艾伯维制药全球药物研发生物统计与数据科学部门副总裁

周贤忠 博士

美国杜克大学医学院 生物统计学和生物信息学教授

Raymond P. BAIN 博士
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Drug Information Association. Speakers and agenda are subject to change without notice. Recording of any DIA training material in any type of media, is prohibited without prior written 
consent from DIA.

October 20-21, 2013
Xinjiang Plaza, Beijing, China
This event, held by DIA China and CDE, aims at providing a forum to discuss quantitative science 
(including statistics, data management, programming, and related disciplines) related topics 
in pharmaceutical product development in a regulatory context. It is expected that a dialogue 
among professionals from industry, government, and academia will examine top challenges and 
opportunities in the quantitative science areas.

 Statisticians
 Clinicians
 Data management professionals 
 Regulatory scientists
 Quantitative scientists in academia
 Quantitative scientists in regulatory  

      agencies 

LEARNING OBJECTIVES
At the conclusion of this training, you should be able to:

 To gain a better understanding of quantitative science and its roles in the regulated  
      environment of pharmaceutical product development

 To discuss key quantitative science issues in pharmaceutical product development,  
      impacts of regulations,  guidance and practices, technologies and standards

 To improve collaboration and communication among industry, academia, and regulatory  
      agencies.

WHO SHOULD ATTEND

FEATURED TOPICS

 Local and multi-regional clinical development 

 E-source in clinical data management

 Challenges in traditional Chinese medicine development

 Innovative approaches and technology in clinical trial data management

 Innovative statistical approaches and technology in drug development

 Electronic submission & data standards: CDISC, and implementation

 Statistical issues in development of biosimilar products

 Application of surrogate endpoints and biomarker in drug development 

 DMC and interim analysis

 Endpoints in clinical development
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Pacific (BARDS-AP), Merck Research Labora-
tories / MSD R&D (China) Co., Ltd., China
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International Chinese 
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China
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Chief Medical Officer, 
Jiangsu Hengrui Medicine 
Co., Ltd., China

Xiangzhong FANG,  

Professor
Director, Department of 
Probability and Statistics, 
School of Mathematical 
Sciences, Peking Univer-
sity, China

Chen YAO, Professor
Vice Director, Peking University 
Clinical Research Institute,
Head of Department of Biosta-
tistics, Peking University First 
Hospital, China 

Xing SUN, PhD
Senoir Manager, Biostatistics 
& Programming Department 
in Clinical Sciences and 
Operations, Sanofi, China

Jacqueline LAW, PhD
Asia Pacific Head, Roche 
Product Development, 
Asia Pacific Roche (China) 
Holding Co., Ltd., China 

Yang SONG, PhD
Senior Principal Scientist, Bio-
statistics, Late Development 
Statistics, Biostatistics and Re-
search Decision Sciences - Asia 
Pacific, MSD R&D (China) Co., 
Ltd., China 

Feng CHEN, PhD, Professor
Dean of School of Public 
Health, Nanjing Medical 
University, 
Chair of China Association 
of Biostatistics (CABS) , 
Chair of China ClinicalTri-
alStatistics (CCTS) Work-
ing Group

Yanping WANG, PhD
Director, Asia Pacific Statistical 
Science, Lilly Suzhou Pharma-
ceutical Co., Ltd., China

 

Jie CHEN, PhD
Director, Global Biostatistics, 
Merck Serono (Beijing)  
Pharmaceutical R&D Co., Ltd., 
China

Gang CHEN, PhD
Senoir Director, Head of China 
Biometrics Center, Johnson & 
Johnson, China

Dejun TANG, PhD
Site Head, Biometrics & Sta-
tistical Sciences and Statistical 
Methodology, Novartis Pharma 
Co., Ltd., China

Wei ZHANG, PhD
Exective Director, Regional 
Head of Biometrics and Data 
Management, Asia/Middle 
East/North Africa, Boehringer  
Ingelheim (Shanghai)  
Pharmaceutical Co., Ltd., China

Jin XU, PhD
Professor, School of Finance 
and Statistics, East China  
Normal University, China   

Zibao ZHANG, PhD
Associate Director, Biosta-
tistics and Programming, 
PPD, China

Weiying YUAN, PhD
Site Head of Biostatistics and 
Programming, China  
Pharmaceutical Research and  
Development, Johnson & 
Johnson, China

Yazhong DENG, MBA
Director, Head of Clinical Data 
Analysis and Reporting Orga-
nization (CDARO), Covance, 
China

Roger QU, PhD
Head of Clinical Statistics, Pfizer 
(China) R&D Center, China

PROGRAM COMMITTEE

Joanne LIU, MD
Regional Director, Asia Pacific, 
Global Data Management & 
Standards, Merck Research Labs, 
China
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DAY 1 I SUNDAY, OCTOBER 20

8:45 - 12:00  OPENING PLENARY SESSION

Session Co-Chairs
Qin HUANG, PhD 
Deputy Director and Senior Reviewer, Office of Biostatistics, CDE, CFDA, China

William WANG, PhD
Executive Director and Regional Head, Biostatistics and Research Decision Sciences - Asia Pacific (BARDS-AP), Merck Research Laboratories / MSD R&D 
(China) Co., Ltd., China 

8:45 - 9:00  WELCOME REMARKS
Ling SU, PhD
Strategic Advisor, Life Sciences, Sidley Austin LLP
Immediate Past President, DIA

CDE, CFDA  Speaker Invited

9:00 - 10:30 KEYNOTE SPEECH
Pharmaceutical R&D requires high quality design, high quality data,  high quality analysis, reporting and review.  All these demands mandate the need for high  
quality professionals in quantitative sciences (biostatistics, data management, epidemiology, scientific programming etc). Together with scientists in other  
disciplines ,  they play important roles in decision making  while promoting data driven and efficiency.     In recent years, across the globe and China in particular,  
these demands resulted in the growth or the new establishment of the biometrics divisions in the regulatory agencies,   the biostatistics program in the leading 
universities,  as well as the new biometrics centers by the pharmaceutical companies.  This plenary session will feature keynote speech by representative leaders of 
these divisions to discuss key initiatives/direction in quantitative sciences to enable scientific decision making.

Role of Quantitative Sciences in US FDA Regulatory Decision Making
FDA Speaker Invited

Statistical Review for Clinical Trials:  Reality and Prospective in China
Qin HUANG, PhD 
Deputy Director and Senior Reviewer, Office of Biostatistics, CDE, CFDA, China

10:30-10:45  TEA BREAK

10:45-12:20  PLENARY SESSION (CONTINUED)
Role of Academia Statisticians for Drug Review in China
Feng CHEN, PhD, Professor
Dean, School of Public Health, Nanjing Medical University, Chair of China Association of Biostatistics (CABS),  
Chair of China ClinicalTrialStatistics (CCTS) Working Group

Quantitative Science Innovation in the Pharmaceutical Industry  
Stephen PYKE, PhD
Vice President, Head of Quantitative Science, GlaxoSmithKline, UK

Q & A

12:20-13:30  LUNCH 



13:30-15:00  SESSION 1 : LOCAL AND MULTI-REGIONAL  
              CLINICAL DEVELOPMENT (STRATEGY AND  
                               IMPLEMENTATION)
Global registration of a new drug calls for efficient and robust local and 
multi-regional strategy for clinical development.  This session will focus 
on some key statistical considerations in optimizing such clinical develop-
ment strategy.  Experts will share their recent work followed by a panel  
discussion which will provide further insights into this topic.

Session Organizers
Wei ZHANG, PhD 
Exective Director, Regional Head of Biometrics and Data Management, 
Asia/Middle East/North Africa,  
Boehringer Ingelheim (Shanghai) Pharmaceutical Co., Ltd., China

Yanping WANG, PhD 
Director, Asia Pacific Statistical Science, Lilly Suzhou Pharmaceutical Co., 
Ltd., China

Sample Size Consideration for Multi-regional Clinical Develop-
ment
Luyan DAI, PhD
Associate Director of Biostatistics, Boehringer Ingelheim (Shanghai)
Pharmaceuticals, China

Scientific Rigor in the Design of Simultaneous Global Drug 
Development – From Regulatory and Practical Perspectives
Gang CHEN, PhD
Senior Director, Head of China Biometrics Center, Johnson & Johnson, 
China

Panel Discussion
Gang CHEN, PhD

Luyan DAI, PhD

Ning LI, MD, PhD
Vice President, GRA Head, Medical Policy, Asia, Sanofi, China

13:30-15:00  SESSION 2 : USE OF ELECTRONIC SOURCE  
                               DOCUMENTS IN CLINICAL TRIALS  

With increasing use of computerized systems for capturing clinical  
investigation data, electronic data such as electronic health record,  
electronic laboratory reports, electronic medical images from devices, and 
electronic diaries are commonly used today. This session will review the 
relevant regulations about electronic source documents, discuss the use 
of various electronic sourced documents in clinical trials, and share best 
practices for implementing electronic patient reported outcomes and EDC 
in clinical trials.

Session Organizer
Joanne LIU, MD
Regional Director, Asia Pacific, Global Data Management & Standards, 
Merck Research Labs, China

Electronic Source Data and Related Regulations

Guangliang WANG, PhD
Senior Manager, Data Management,  
Otsuka Pharmaceutical Research & Commercialization, Inc., China

ePRO and Its Implementation
Jean PATY, PhD
Founder & Chief Scientist and Regulatory Officer, ERT 

Electronic Data Capture: Why and How?
Colleen LI
Associate Manager, Clinical Data Management, Quintiles, China

Panel Discussion
Guangliang WANG, PhD

Jean PATY, PhD
Colleen LI
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15:20-17:00  SESSION 3 : CHALLENGES  IN  TRADITIONAL  
                               CHINESE MEDICINE DEVELOPMENT 

With objective and scientific approaches and methodology used for clini-
cal trials today, there are many challenges for the research and develop-
ment of TCMs The challenges include: 1) different mind sets and level of 
understanding of needs and requirements for high quality clinical trials. 
2) complex metrics and ingredients in TCMs; 3) challenges in analysis of 
metabolites, and pharmacokinetics / pharmacodynamics; 4) challenges  
associated with clinical operations, for example, how to keep trial blindness 
with the consideration of special characteristics of TCMs. The speakers will 
share challenges and solutions in TCM development and discuss aspects 
including regulation and regulatory evaluation, issues in clinical trials, and 
the statistics in TCMs.

Session Organizer
Bingming YI, PhD
Head of Statistics, Epidemiology and Data Management, GlaxoSmithKline 
R&D China (Shanghai), China

15:20-17:00  SESSION 4 : INNOVATIVE APPROACHES AND  
                               TECHNOLOGY IN CLINICAL TRIAL DATA  
                               MANAGEMENT 
Since FDA published the guidance for the risk-based monitor of clinical 
studies, a sophisticated risk-based approach has been developed effec-
tively, which focuses on critical study parameters with consideration of 
all study monitoring activities for overseeing the designed studies. The  
guidance encourages the use of centralized monitoring methods, which 
makes the roles of clinical data management more critical in the overall 
clinical study management. This session will provide current thinking 
and review the recommendations and best practices for the risk-based  
monitoring approaches and statutory requirements.

Session Organizer
Daniel LIU, PhD
Director, China Development, Medidata Solutions Worldwide, China

15:00-15:20  TEA BREAK
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15:20-17:00  SESSION 3 : CHALLENGES  IN TRADITIONAL  
                               CHINESE MEDICINE DEVELOPMENT  

Regulation, Evaluation, and Challenges in Traditional Chinese 
Medicine Research and Development
Binglin LIU, PhD
Senior Evaluator,  Department of Clinical Traditional Chinese Medicine   
CDE, CFDA, China

Challenges in Clinical Trials in Traditional Chinese Medicine
Jianping LIU, PhD
Director, Evidence-Based Medicine Center, Beijing University of Chinese 
Medicine, China

Statistics in Clinical Trials in Traditional Chinese Medicine
Jielai XIA, PhD
Professor, Department of Statistics, The Fourth Military Medical University, 
China

15:20-17:00  SESSION 4 : INNOVATIVE APPROACHES AND  
                               TECHNOLOGY IN CLINICAL TRIAL DATA  
                               MANAGEMENT 

Innovative Approaches to Risk-based Monitoring
Yutaka SATO
Business Consultant,  Medidata Solutions, Japan

Implementation of Risk-based Monitoring in Data  
Management
Andrew TAYLOR, Grad Dip(Biostatistics)
Global Head, Database Development & Extraction (DDE) & Asia-Pacific 
Head of Clinical Data Management, China

Risk-Based Approach – How to Cooperate in Different Function
Yufeng CHEN, PhD
Boehringer Ingelheim (Shanghai) Pharmaceutical Co., Ltd., China

9:00 - 10:10    SESSION 5 : INNOVATIVE STATISTICAL  
                               METHODS IN DRUG DEVELOPMENT 

Statisticians have been playing a vital role in the designing and analysis 
of clinical trials for supporting drug development. Many new challenges 
in drug development have emerged in the last 2 decades. These include 
increased costs, lengthy clinical trials, and high rate of late phase attrition.
Statisticians are exploring new innovative approaches to design clinical 
trials for more efficient drug development. The speakers will discuss and 
share experience in new adaptive designs for modern clinical trials and 
how to improve efficiency in drug development and statistical methods for  
handling missing data in clinical trials.

Session Organizer

Yang SONG, PhD
Senior Principal Scientist, Biostatistics, Late Development Statistics, 
Biostatistics and Research Decision Sciences - Asia Pacific, MSD R&D 
(China) Co., Ltd., China

Response Adaptive Design
Feifang HU, PhD
Professor, Department of Statistics, University of Virginia, USA

Merck’s Experience on Adaptive Designs
Jerald SCHINDLER, PhD
Vice President, Late Development Statistics, Merck Research  
Laboratories, Merck & Co., Inc., USA

Statistical Issues on Missing Data
Shuyi SHEN, PhD
Senior Statistical Scientist, Roche/ Genentech Biostatistics, China

9:00 - 10:10   SESSION 6 : ELECTRONIC SUBMISSION  
                               & DATA STANDARDS: CDISC AND  
                               IMPLEMENTATION
This session includes two parts. Part 1 - recent updates of CDISC data  
standards and its global implementation trend, case studies in SDTM 
and ADaM, which are commonly used and potentially to be required by  
regulatory. Part 2 - panel discussion on how regulators, industry and  
academia can work together to develop and implement data standards, 
leverage data standards, and streamline clinical or medical research data 
flow to significantlyimprove drug development quality and efficiency in 
China and global. The panelists include CFDA representative, the industry 
and academic researchers.

Session Organizers

Yazhong DENG, MBA
Head of Clinical Data Analysis and Reporting Organization (CDARO), 
Covance, China

Zibao ZHANG, PhD
Associate Director, Biostatistics and Programming, PPD, China

CDISC Implementation and Trend in Global
Monika KAWOHL
Principal Statistical Programmer, Accovion GmbH, Germany, CDISC  
Certified ADaM Trainer

Convert a Classic Clinical Trial Data to CDISC Format:  
Challenge, Validation and Benefit
Wenjun BAO
Chief Scientist, R&D Manager, SAS Institute Inc., USA

Panel Discussion
CFDA Speaker Invited

Monika KAWOHL

Wenjun BAO

Victor WU, PhD
Senior Manager, Biostatstics, Covance

Peter MESENBRINK, PhD
Director Statistical Scientist, Novartis Pharmaceuticals Corporation

DAY 2 I MONDAY, OCTOBER 21
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10:30-12:00 SESSION 7 : STATISTICAL CONSIDERATIONS    
                               IN DEVELOPMENT OF BIOSIMILAR  
                               PRODUCTS
With upcoming patent expiration of some biologic drugs in the years to 
come, development of biosimilars becomes more and more a part of strate-
gic consideration of pharmaceutical companies. Nonetheless, unlike small 
molecule drugs, it is much more complex and costly to develop biosimilars, 
due to a number of factors such as complexity of large molecules, robust-
ness and sensitivity of manufacturing conditions, and clinical evaluation of 
similarity in efficacy and safety. This session will provide an overview of  
regulatory status/guidelines on the development of biosimilars, and  
followed by design and analysis of clinical trials for the biosimilars (follow-
on biologics), with case studies to simulate more in depth and real world 
discussions.

Session Organizer

Roger QU, PhD
Head of Clinical Statistics, Pfizer (China) R&D Center, China

Overview of Policies and Guidelines for Evaluation of Biosimi-
lars from EMA/WHO/FDA
Eric CHI, PhD
Head of Statistics and Statistical Programming, Biosimilar Division, 
Amgen Inc., USA

Design and Analysis of Clinical Studies for Follow-on Biologics 
Shein-Chung CHOW, PhD
Professor of Biostatistics and Bioinformatics, Duke University, USA

Case Studies for Approved Biosimilars in Europe
Eric CHI, PhD
Head of Statistics and Statistical Programming, Biosimilar Division, 
Amgen Inc., USA

10:30-12:00  SESSION 8 : APPLICATIONS OF SURROGATE  
                               ENDPOINTS AND BIOMARKERS IN DRUG  
                               DEVELOPMENT
With the advancement of technology and a better understanding of  
diseases, more targeted therapies are being developed. In recent years, 
there has been an increasing use of biomarkers and surrogate endpoints 
in all phases of drug development. The ultimate goals are to accelerate the 
speed and lower the costs of drug development for the targeted patients. In 
a broad sense, biomarkers and surrogate endpoints can be used to support  
decision making in early phase drug development and label registration in 
late phase development. This session comprises of several presentations 
that will give an overview on the opportunities and challenges with the use 
of biomarkers and surrogate endpoints in drug development.

Session Organizer

Jacquline LAW, PhD
Asia Pacific Head, Roche Product Development, Asia Pacific Roche  
(China) Holding Co., Ltd., China

Modeling of Angiotensin II-Angiotensin-(1-7) Counterbalance 
in Disease Progression in Spontaneously Hypertensive Rats 
Treated With/Without Perindopril
Wei LU, Professor
Professor of School of Pharmaceutical Science, Peking University, China 

Topic TBD
Shun LU, Professor
Director, Shanghai Lung Cancer Center, Shanghai Chest Hospital,  
Shanghai Jiaotong University, China
Vice Director, Chinese Society of Lung Cancer

Surrogate Endpoints in Oncology Drug Development 
Nicole F. LI, PhD
Associate Director, Biostatistics, Roche (China) Holding Co., Ltd., China

10:10-10:30  TEA BREAK

13:30-15:00  SESSION 9 : DMC AND INTERIM ANALYSIS 

A data monitoring committee (DMC) is a group of individuals with  
pertinent expertise who gather together on a regular basis to review  
accumulating data from ongoing clinical trials. DMC is often recommended 
by regulatory agencies to monitor study participants’ safety as well as trial 
quality. For studies with adaptive design, DMC is also used to perform the 
pre-specified interim analysis. Recently, DMC has been implemented in 
many clinical trials conducted in China. In this session, the members of DMC 
will share their experience from different perspective. The presentations 
will be followed by a panel discussion in which the panelists will use a real 
study as an example to discuss when a DMC is needed, whom the DMC will 
include, how the DMC members make recommendations, etc.

Session Organizers

Chen YAO, Professor
Vice Director, Peking University Clinical Research Institute, Head of  
Biostatistics Department, Peking University First Hospital, China

Tony GUO, PhD
Director, Biostatistics, MSD R&D(China) Co., Ltd., China

13:30-15:00   SESSION 10 : ENDPOINTS IN CLINICAL  
                               DEVELOPMENT 
With the increase in the use of patient-reported outcomes (PROs) in  
clinical trials as study endpoint, there are many discussions with respect to a  
common set of best practices that are applicable for report-based  
measures used as study endpoint in clinical trials. This session brings  
together key stakeholders to discuss the conceptual, measurement, and 
practical issues about endpoints and when they are applied to product  
development. The statistics and regulatory issues will be discussed  
specifically when study endpoints are intended to be used in support of 
medical product labeling claims.

Session Organizers

Yazhong DENG, MBA
Head of Clinical Data Analysis and Reporting Organization (CDARO), 
Covance, China

Jie CHEN, PhD
Director, Global Biostatistics, Merck Serono (Beijing) Pharmaceutical 
R&D Co., Ltd., China

12:00-13:30 LUNCH 
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13:30-15:00  SESSION 9 : DMC AND INTERIM ANALYSIS 

Topic TBD
Chen YAO, Professor
Vice Director, Peking University Clinical Research Institute, Head of  
Department of Biostatistics, Peking University First Hospital, China

Clinical Perspective of Adaptive Design - Case Study
Joan SHEN, MD, PhD
Chief Medical Officer, Jiangsu Hengrui Medicine Co., Ltd., China

Panel Discussion:
CDE, CFDA Speaker Invited

William WANG, PhD
Executive Director and Regional Head, Biostatistics and Research  
Decision Sciences - Asia Pacific (BARDS-AP), Merck Research  
Laboratories / MSD R&D (China) Co., Ltd., China

Jacqueline LAW, PhD
Asia Pacific Head, Roche Product Development, Asia Pacific Roche 
(China) Holding Co., Ltd., China

13:30-15:00   SESSION 10 : ENDPOINTS IN CLINICAL  
                               DEVELOPMENT 

Regulatory Consideration and PRO Instrument Validation
Shanmei LIAO
Senior Manager,  Pfizer (China) R&D Center, China

Statistical Methodology for PRO Data
Ekkehard GLIMM, PhD
Biometrical Fellow, Novartis Pharma, Switzerland  

PRO Implementation in Traditional Chinese Medicine
Baoyan LIU, Professor
Vice President, China Academy of Chinese Medical Science, China

15:00-15:20 TEA BREAK

15:20-16:30  JOINT SESSION 

How to Improve Collaboration Among Industry, Academia, and Regulatory Agencies
In this interactive panel discussion, we will hear from experts on the driving force for enhancing collaboration among the industry, academia and the regulatory 
agencies, and the success stories and emerging trend in public-private partnerships from other countries.  The panel will discuss the importance and implications 
of such collaborations for us in China in the fields of quantitative science and drug discovery and development.  The panel and audience will share their insight and 
suggestions on which areas to focus for the collaborative efforts.

Session Organizer

Ling SU, PhD
Strategic Advisor, Life Sciences, Sidley Austin LLP
Immediate Past President, DIA


