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Co-Sponsored by

e American Statistical Association (ASA)

e Center for Drug Reevaluation of the State Food and Drug
Administration (SFDA) of China

e European Federation of Statisticians in the Pharmaceutical
Industry (EFPSI)

e European Medicines Agency (EMEA)

e FDA Statistical Association

e Fudan University

e The International Biometric Society (IBS)

e International Chinese Statistical Association (ICSA)

¢ The International Society for Pharmacoepidemiology (ISPE)

¢ The Statistical Theory and Method Committee of the
Chinese Health Information Association

e Statisticians in the Pharmaceutical Industry (PSI)



Purpose

¢ To provide an international forum for biopharmaceutical statisticians across
the world to share and exchange information, experiences, research findings

e To improve and promote the harmonization of statistical practice in the
industry at the international front

Areas covered (drugs, biologics, medical devices, biotechnologicals)
e Pre-clinical discovery
e Pharmacokinetics and pharmacodynamics (PK/PD)
o Early development and experimental medicine
e Chemistry, manufacturing and control (CMC)
e Clinical development (clinical trials)
e Post-licensure safety monitoring and pharmacovigilance
e Pharmacoepidemiology
e Pharmacoeconomics and outcomes research
e Pharmacogenetics and pharmacogenomics
e Regulatory sciences and statistics
¢ Globalization and outsourcing
e Regulatory issues on traditional (herbal) medicine
e Innovative statistical programming, computation, and simulation
o Information and statistical consulting

o Others (Statistics as profession, Biopharmaceutical portfolio management,
etc.)

Who should attend: Statisticians and related professionals who are involved in
quantitative biopharmaceutical research, development and regulations

Format
e Pre-conference short courses
o Keynote speeches + invited presentations
o Contributed sessions
e Poster sessions

Executive Committee

¢ Frank Bretz (Co-Chair, Novartis) e Mark Chang (Co-Chair, Millennium) e
Jie Chen (Co-Chair, Merck) « Hans-Georg Eichler (EMEA) e Ludwig Hothorn
(Hannover) o Richard Kotz (FDA) e« Masahiro Takeuchi (Kitasato) e Wenijin
Wang (Co-Chair, Wyeth) e« Chen Yao (Peking)

Scientific Program Committee

e Amit Bhattacharyya (Co-Chair, GSK) e l[van Chan (Co-Chair, Merck) e
Cong Chen (Merck) e Torsten Hothorn (Co-Chair, Erlangen) e Mingxiu Hu
(Millenium) e Ning Li (Co-Chair, FDA) e Jose Pinheiro (Novartis) e Martin
Posch (Vienna) ¢ Mark Rothmann (FDA) ¢ Tim Schofield (Merck) ¢ Wei
Shen (Lilly) ¢ Mike Smith (Pfizer) e Jean-Louis Steimer (Novartis) e Spiros
Vamvakas (EMEA) e Gernot Wassmer (Cologne) e Harry Yang
(Medimmune) e Jihao Zhou (Allergan)

Advisory Committee

e Keaven Anderson (Merck) e Donald Berry (MD Anderson) e Hans-Ulrich
Burger (Roche) ¢ Marc Buyse (IDDI) ¢ Kevin Chartier (Wyeth) e Gorge Chi
(INJ) e Shein-Chung Chow (Duke) e Christy Chuang-Stein (Pfizer) e Barry
Davis (UT Houston) e Alex Dmitrienko (Lilly) e Vladimir Dragalin (Wyeth) e
Lutz Edler (GCRC) o Tim Friede (Warwick) e Tomoo Funaki (Otsuka) e
Andrew Garrett (Quintiles) e Larry Gould (Merck) e Robert Hemmings
(MHRA) e Joseph Heyse (Merck) ¢ Chihiro Hirotsu (Meisei) e Nick Holford
(Auckland) e Cyrus Hoseyni (Wyeth) e Philip Hougaard (Lundbeck) e Jason
Hsu (Ohio State) e Shaohong Jin (SFDA) ¢ Armin Koch (BfArM) ¢ Michael
Krams (Wyeth) ¢ Gordon Lan (JNJ) e Meiling Ting Lee (Ohio State) e Cyrus
Mehta (Harvard) ¢ Xiaoli Meng (Harvard) ¢ Anthony Rossini (Novartis) e
Steve Ruberg (Lilly) e Frank Shen (BMS) e Ajit Tamhane (Northwestern) e
Lingshi Tan (Pfizer) e Barry Turnbull (BattelleCRO) e Bruce Turnbull (Cornell) o
Hiroyuki Uesaka (Lilly) e Stephen Walter (McMaster) ¢ Peter Westfall (Texas
Tech) e Brian Wiens (Gilead) e Naiqing Zhao (Fudan)

National Organizing Committee

¢ Xinling Li (SFDA) e Bill Wang (Merck) e Greg Wei (Pfizer) e Jin Xu (ECNU) e
Chen Yao (Co-Chair, Peking) e Naiqing Zhao (Co-Chair, Fudan) e Mingjie
Zhou (SFDA)



