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:By the end of this course, participants will be able to

.Understand the principles and goals of pharmacovigilance e

Identify different types of adverse drug reactions and their causes e
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.Explain the process of adverse event reporting and signal detection e
.Discuss international regulatory requirements for drug safety e
.Evaluate risk-benefit analysis in post-marketing surveillance e

Apply basic tools and techniques for data analysis in drug safety e

.Explore the role of healthcare professionals in improving medication safety e
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Section 1: Introduction to Pharmacovigilance

.Definition and importance of pharmacovigilance e

.The history and global evolution of drug safety e

.Key terms: ADR, AE, signal, risk management
.Stakeholders in pharmacovigilance: industry, regulators, healthcare providers e

(Section 2: Adverse Drug Reactions (ADRs

.Types of ADRs: predictable vs. unpredictable e

.(Factors influencing ADRs (age, gender, genetics, drug interactions e
.Case examples of serious ADRs in history e

.Methods of identifying and reporting ADRs e

Section 3: Reporting and Data Collection

.(Individual Case Safety Reports (ICSRs e
.Reporting timelines and formats e
.(Sources of safety data (clinical trials, spontaneous reports, literature e

.Importance of complete and accurate reporting e

Section 4: Signal Detection and Evaluation

?What is a safety signal e
.How signals are detected from data e

.Tools used: disproportionality analysis, reporting ratios e



.Decision-making based on signal evaluation

Section 5: Regulatory Requirements

.WHO and ICH guidelines for pharmacovigilance
.(Role of national regulatory authorities (e.g., FDA, EMA
.(Periodic Safety Update Reports (PSURs) and Risk Management Plans (RMPs

.Post-marketing surveillance requirements

Section 6: Risk Management and Communication

.Risk-benefit analysis in drug safety
.Developing risk minimization strategies
.Communicating risks to patients and professionals

.Case examples of product recalls and label changes

Section 7: Pharmacovigilance in Special Populations

.Pediatric, geriatric, and pregnant populations
.Off-label use and challenges in safety monitoring
.Role of pharmacogenomics in drug response

.Importance of real-world evidence

Section 8: Pharmacovigilance Systems and Tools

.(Pharmacovigilance databases (VigiBase, EudraVigilance
.Introduction to software for safety reporting
.(Basics of coding systems (MedDRA, WHO-ART

.Integrating electronic health records in safety monitoring

Section 9: Role of Healthcare Professionals

.Building a safety culture in hospitals and pharmacies
.Encouraging ADR reporting at all levels
.Educating patients on medication risks

.Ethical responsibility in ensuring drug safety



Section 10: Practical Exercises and Case Studies

.Review of real-life case reports

.Group discussions on safety issues and decisions

.Practice filling out an ICSR form
.Final quiz with CPHQ-style questions e
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