Final Announcement

BBS Fall Conference 2011
Friday, September 16, 2011

Current Topics in Pharmaceutical Statistics:
Dose Finding and Multiregional Trials

Horsaal 6, Markgraflerhof, Zwischengeschoss,
Universitatsspital Basel, Hebelstr. 10, 4031 Basel

08:45 — 9:00 Welcome and Announcements
Michael Branson

9:00 — 12:00 Morning session

Current Topics in Dose Finding
Marc Vandemeulebroecke

09:00 — 10:00 Andy Grieve (Aptive Solutions)
Dose Selection in Drug Development: What Can Go Wrong? Can
we put it Right?

10:00 — 10:30 Didier Renard (Novartis)
Use of modeling & simulation to support design and analysis of a
new dose and regimen finding study

10:30 — 11:00 Coffee Break

11:00 — 11:30 Bjorn Bornkamp (Novartis)
On the efficiency of adaptive dose-finding designs

11:30 — 12:00 Georg Gutjahr (University of Bremen)
Powerful Modification of Step Down Procedures for Dose Finding

12:00 — 13:30 Lunch break
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13:30 — 17:00 Afternoon session

Current Topics in Multiregional Trials
Frank Bretz

13:30 — 14:15 James Hung (FDA)
Planning and Analyzing Multi-regional Clinical Trials: A Regulatory Perspective.

14:15 - 15:00 Philip Hougaard (Lundbeck)
Global drug development strategies

15:00 — 15:30 Coffee Break

15:30 — 16:15 Jorgen Seldrup (Quintiles)
Designing clinical trials in a multiregional regulatory environment

16:15 — 17:00 Kevin Carroll (AstraZeneca)
Consistency of treatment effect across regions in a multi-regional trial: reasonable goal or
unrealistic requirement?

17:00 Concluding remarks
Michael Branson
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