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2:00 p.m. – 2:40 p.m. Dr. Byron JONES, Senior Biometrical Fellow, Statistical Methodology Group, Novartis 

Pharm AG, Basel, Switzerland 

Model-Based Bayesian Adaptive Dose Finding Designs for a Phase II Trial 

Abstract:  After giving a brief overview of the different phases of drug development, I will 

present a case study that describes the planning of a dose-finding study for a compound that 

was in early clinical development at the time of the study.  Data from a previous trial with the 

same primary endpoint was available for a marketed drug that had the same pharmacological 

mechanism, which provided strong prior information for some characteristics of the new 

compound, including the shape of the dose-response relationship.  

The design used for this trial included an adaptive element where the allocation of doses to the 

patients was changed after an interim analysis.  In this talk I will compare the performance of 

different adaptive designs and compare them to a corresponding non-adaptive design.  I will 

also compare the performance of Bayesian and model-based maximum likelihood estimation 

relative to the use of simple pairwise comparisons of treatment means. 

2:40 p.m. – 3:20 p.m. Dr. Eckhard PECHER, Head Integrated Information Sciences (IIS) China, Novartis 

Pharma, Shanghai, China 

Ethnic Sensitivity and Sample Size Requirements in Asian Drug Development 

Abstract:  Ethnic sensitivity is a point of concern in drug development.  A medication’s effect 

can potentially be impacted by intrinsic (e.g. genetic) or extrinsic (e.g. cultural, diet-related) 

ethnic factors.  Health authorities across the world have different approaches and requirements 

for considering ethnic factors in drug development.  They will usually expect that a new drug 

has been tested in a substantial number of patients within their country or at least within their 

region before a marketing approval will be granted.  

In this presentation we will be considering the scientific but also strategic aspect of ethnic 

sensitivity testing.  We will be looking in particular at the guidance by the Japanese health 

authorities (PMDA) and compare it with the regulation in Mainland China.  Advantages and 

disadvantages of the different approaches will be discussed.  

3:20 p.m. – 4:00 p.m. Dr. Dejun TANG, Director of Biometrics, Integrated Information Sciences, China 

Novartis Pharm, Shanghai, China 

Statistical Method Evaluation for Optimal Protocol Design 

Abstract:  Complex study designs and analysis methods are being introduced with increasing 

frequency in modern clinical trials.  It is often the case in such studies, that one needs to choose 

from several alternative statistical analysis methods at the time of protocol design.  Because of 

the difficulties of analytical comparisons and the many uncertainties still present at the time the 

trial is being planned, it is not an easy task to determine an optimal primary endpoint with an 

associated valid and powerful statistical analysis method.  We present a modeling and 

simulation strategy for evaluating and comparing different analysis methods, with the goal of 

detecting the optimal statistical analysis method among several candidates under a range of 

scenarios.  We consider departures from model assumptions, variations in dropout rates, power 

and sample size evaluation, preservation of the significant level under the null hypothesis of no 

treatment effect, and other characteristics of the trial.  An application to a clinical study in 

multiple sclerosis will be used to motivate and illustrate the methods in the context of scenario 

planning for optimal protocol design. 

Visitors Please Note that the University has limited parking space.  If you are driving please 

call the Department at 2859 2466 for parking arrangement. 
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