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Phar macovigilance

Content

B An overview of principles, hot topics, researchpeEand essential methods regarding
pharmacovigilance with a focus on quantitative atpe

W The latest U.S. FDA pharmacovigilance practice

B Classical pharmacovigilance signal detection usidfiple data streams for safety surveillance

B Spontaneous adverse event reports

W Quantitative signal detection methods for electanedical record and claims data

B U.S. FDA's Mini-Sentinel program

B Evaluation methods and examples for drug safetyedilance policies

Educational Objectives

Upon completing this course, participants will lideao:

B Explain the need for pharmacovigilance and its coment activities with a focus on safety
surveillance

B Describe the potential data sources (e.g., spootesneeports, electronic medical records, claims
etc) for safety surveillance in pharmacovigilance

B Understand the array of basic and advanced analygthods for pharmacovigilance in
spontaneous adverse events reports and signaltidetesd active monitoring in electronic
healthcare databases

B Know how to use quantitative regulatory science hoé$ to evaluate the impacts of
pharmacovigilance policies

Target Audience

B |CPE attendees interested in understanding a coengpdacepts of classical pharmacovigilance

B Those interested in doing research about safetyeslance in pharmacovigilance using potential
data sources (e.g., spontaneous reports, electredccal records, claims, etc.)

B Pharmacoepidemiologists from all perspectives ,(erggulatory agencies, pharmaceutical
companies, academia, etc.) and students interestedearning about opportunities in
pharmacovigilance and signal detection

Course Faculty, Affiliation, Topics and Contact | nformation

B Min Chu Chen, ScD

U.S. FDA

Topic: Introduction to the latest U.S. FDA pharmagdance practice and multiple data streams for
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safety surveillance

Email: mcchen168@gmail.com

m Cliff Ke, MSc

Specialist, Taiwan Drug Relief Foundation

Topic: Spontaneous ADR reporting in Taiwan: lesdeasned and the future prospective

Email: cliftke@tdrf.org.tw

W Sengwee Darren Toh, ScD

Assistant Professor, Harvard Medical School andsétar Pilgrim Health Care Institute

Topic: Large electronic healthcare databases falicaképroduct safety surveillance: The U.S. FDA
Mini-Sentinel project

Email: Darren_toh@harvardpilgrim.org

MW Jason C. Hsu, PhD

Assistant Professor, Department of Pharmacy andutesof Clinical Pharmacy and
Pharmaceutical Sciences, National Cheng Kung Usiityeiaiwan

Topic: Pharmaceutical policy and regulatory sciemesearch methods for evaluation of drug safety
surveillance policies

Email: jasonhsuharvard@gmail.com




