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Advanced Topics in Phar macoepidemiology

Content

The educational session covers four advanced topics in pharmacoepidemiology for post-marketing

evaluation of medical products, including:

B Safety signal detection and refinement: relevant methods and data sources.

B Comparative safety and effectiveness research: trade-offs between different studies designs and
advanced methods for reducing the biases that can distort estimates of non-randomized research.

B Benefit-risk assessment: relevant tools and characterization of uncertainties, case study from
recent regulatory history, and the challenge and future development of benefit risk assessment.

B Unmeasured confounders: application of propensity score calibration in pharmacoepidemiologic
studies.

Educational Objectives

B To provide an overview of post-marketing safety signal detection and refinement for medical
products.

B To understand challenges and proposed methodologica solutions in non-randomized research.

B To give a conceptual work with several examples and the way forwarding to benefit-risk
assessment of medical products.

M To describe how to use external information to control for unmeasured confoundersin the main
study with propensity score calibration.

Target Audience

B Those who have basic exposure to modern epidemiology concepts and familiar with
current regulatory environment for medical products.

W Those conduct comparative effectiveness research and assumes knowledge of introductory
pharmacoepi demiol ogic methods.

B Those interested in the methods to eval uate benefits and risks.

B Those interested in methods dealing with the problem of unmeasured confounders.

Cour se Faculty, Affiliation and Topics

B K.Arnold Chan

National Taiwan University College of Medicine

Post-Marketing Safety Signal Detection and Refinement for Medical Products

B Edward Chia-Cheng Lai

Duke Clinical Research Institute and National Cheng-Kung University College of Medicine
Comparative Safety and Effectiveness Research- Challenges and Proposed Solutions

B Chia-Hsien Chang

Takeda Pharmaceutical Company Limited



Benefit and Risk Assessment of Medical Product- what can we learn from healthcare databases?

M Jin-Liern Hong
Gillings School of Global Public Health, University of North Carolinaat Chapel Hill
Adjustments for Unmeasured Confounders with Externa Information using Propensity Score

Cdlibration



