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Introduction. Adverse Drug Reaction (ADR) monitoring is an essential component of pharmacovigilance aimed at ensuring patient safety and improving drug use practices. The Pharmacovigilance Programme of India (PvPI) provides a structured system for ADR detection, reporting, and assessment across healthcare settings. Despite its established framework, operational challenges and the role of individual healthcare professionals remain critical in its effective functioning.

Aims. This presentation aims to share my personal experience of working within the Indian ADR Monitoring System, highlighting practical insights into ADR reporting processes, challenges encountered, and key lessons learned. The goal is to provide actionable information for enhancing ADR monitoring practices and increasing participation from healthcare professionals.

Methods. The experience is based on active involvement in setting up and managing an AMC, including hands-on participation in data collection, causality assessment, and the use of PvPI digital tools and reporting forms. Interaction with healthcare professionals was integral to promoting ADR awareness and facilitating accurate reporting. Regular coordination with the national PvPI database was maintained to ensure timely and appropriate data submission.

Results. Through systematic data collection and regular sensitization workshops, the reporting of ADRs improved significantly over time. The practical challenges encountered included under-reporting by healthcare providers, difficulties in causality assessment, and technical issues related to digital reporting platforms. Success stories include identifying several significant ADRs, contributing to regulatory actions, and increased staff engagement in pharmacovigilance activities.

Discussion. My experience underscores the critical role of dedicated personnel, awareness programs, and interdepartmental coordination in strengthening ADR monitoring practices. The practical insights highlight the need for continued education, simplified reporting processes, and enhanced technical support. Strengthening these aspects can improve the overall quality of pharmacovigilance in India and enhance patient safety outcomes.
