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Overview of Course Topics

= [ntroduction
= Review of new drug development process
= The regulatory environment and the role of the statistician

= Chemical manufacturing control
= Development, qualification and validation of analytical methods
= Statistical analysis of results of biological assays and tests
= Stability and shelf life estimation
= Quality by Design and its application in drug manufacturing
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Overview of Course Topics M

= Non-clinical safety assessment
= QOverview of non-clinical safety assessment

= Statistical and ethical considerations in design of animal
experiments

= Pharmacokinetics and Pharmacodinamics
= Design and analysis of bioequivalence trials
= Assessing dose linearity

Overview of Course Topics M

= Topics in design and analysis of clinical trials
= Sample size and power assessment — overview and practical issues
= Allocation in randomized clinical trials
= Design and analysis of dose-ranging clinical trials
= Analysis of incomplete data
= Analysis of safety and diagnostics data

= Qverview of novel clinical trial designs: adaptive designs, trials to
assess bio-similarity
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