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ABSTRACT
Good Pharmacovigilance Practices (GVP) constitute a standardized
framework aimed at ensuring drug safety through systematic collection,
analysis, and reporting of adverse drug reactions (ADRs). This paper provides
a comprehensive overview of GVP guidelines, comparing global regulatory
perspectives including the European Medicines Agency (EMA), US Food and
Drug Administration (FDA), and India’s Central Drugs Standard Control
Organization (CDSCO). Key components such as signal detection, risk
management, periodic safety reports, and compliance monitoring  are
discussed in detail. The paper highlights the challenges faced in implementing
GVP across different healthcare systems and emphasizes best practices for
harmonization. Tables summarizing core principles and regulatory
requirements provide practical insights for healthcare professionals and
pharmaceutical companies. Emphasis is placed on the adoption of technology
and international collaboration to enhance pharmacovigilance efficiency and

ensure patient safety.
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INTRODUCTION

Good Pharmacovigilance Practices (GVP) are essential for maintaining the safety of
medicines after they are released to the market. These practices provide structured
methodologies for monitoring adverse drug reactions (ADRs), identifying potential risks, and
implementing mitigation strategies. Regulatory authorities worldwide, including EMA, FDA,
and CDSCO, have developed comprehensive guidelines to ensure that pharmaceutical
companies comply with GVP standards. The overarching goal is to protect public health

while enabling the safe use of medicines across diverse populations.

CORE COMPONENTS OF GVP
Adverse Drug Reaction Reporting
Systematic reporting of ADRs is the cornerstone of GVP. All regulatory agencies require
timely submission of serious and unexpected ADRs. EMA mandates reporting through
EudraVigilance, FDA through MedWatch, and CDSCO via the Pharmacovigilance
Programme of India (PvPI). These reporting mechanisms facilitate early detection of safety

signals and provide data for signal assessment and risk mitigation.

Signal Detection and Assessment

Signal detection involves identifying potential safety issues from ADR reports using
statistical and clinical evaluation. Tools include disproportionality analysis, Bayesian
algorithms, and expert panel review. Signal assessment evaluates causality, severity, and

public health impact, guiding appropriate regulatory actions and risk management decisions.

Risk Management and Mitigation

Risk Management Plans (RMPs) outline strategies to minimize identified or potential risks
associated with drug use. Measures include patient education, restricted distribution, active
monitoring, and safety communication programs. Compliance with RMPs is regularly

monitored through inspections, audits, and post-marketing surveillance.
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GLOBAL REGULATORY PERSPECTIVES

European Medicines Agency (EMA)

EMA’s GVP guidelines provide a detailed framework for post-marketing surveillance.
Marketing authorization holders must submit Periodic Safety Update Reports (PSURSs),
maintain a qualified person for pharmacovigilance (QPPV), and follow defined procedures
for signal detection and risk management. EMA inspections verify adherence to these

standards, ensuring the safe use of medicines across EU member states.

US Food and Drug Administration (FDA)

FDA emphasizes post-marketing safety surveillance through the MedWatch program and
Risk Evaluation and Mitigation Strategies (REMS). Pharmaceutical companies must report
serious ADRs within 15 calendar days and periodically submit safety summaries. REMS
programs enable controlled distribution and monitoring for high-risk medications, enhancing

patient safety.

Central Drugs Standard Control Organization (CDSCO)

India’s CDSCO, through the PvPI, has implemented GVP guidelines to monitor and report
ADRs. Companies must submit serious ADR reports within 15 days and maintain internal
pharmacovigilance systems. CDSCO inspections ensure compliance and promote
harmonization with international standards, thereby strengthening India’s post-marketing

surveillance network.

TABLES
Table 1: Comparative Overview of GVP Requirements Across Regulatory Agencies

Regulatory
Agency Key GVP Requirements Compliance Mechanisms
Inspections, Audits, Market
EMA PSURs, Signal Detection, RMP, QPPV Authorization Checks
MedWatch Reporting, REMS, Periodic Inspections, REMS Evaluation,
FDA Safety Summaries Warning Letters
CDSCO PvPI Reporting, Risk Management, Inspections, Audits, Regulatory

32 I Page 30-34 © MANTECH PUBLICATIONS 2019. All Rights Reserved




MAN I ECH Journal of Pharmacovigilance and Quality Assurance

Publications Volume 1, Issue 1, January-June, 2019
Regulatory
Agency Key GVP Requirements Compliance Mechanisms
Internal PV Systems Enforcement

Table 1: Comparison of core GVP requirements and compliance mechanisms across EMA,

FDA, and CDSCO.

Table 2: Key Components of GVP Implementation

Component Objective Practical Application
Timely detection of adverse Submission via regulatory portals, follow-up
ADR Reporting events investigations
Identification of emerging Data mining, statistical analysis, expert
Signal Detection risks review
Risk Mitigation of drug-related Patient education, RMPs, REMS, monitoring
Management hazards programs

Table 2: Highlights the essential components of GVP and their operational implementation.

CHALLENGES AND FUTURE DIRECTIONS

Implementation of GVP faces several challenges. Underreporting of ADRs remains a
significant issue, compounded by variability in data quality and reporting formats. Limited
resources and training, coupled with differences in regulatory expectations across countries,

can impede effective pharmacovigilance.

Future directions include integrating artificial intelligence and big data analytics for more
accurate signal detection, enhancing real-world data utilization, promoting global
harmonization of GVP guidelines, and strengthening training programs for healthcare
professionals. Patient engagement through mobile reporting tools can further enhance the

effectiveness of pharmacovigilance systems.
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CONCLUSION

Good Pharmacovigilance Practices provide a structured approach to ensuring drug safety

through effective ADR reporting, signal detection, and risk management. Global perspectives

from EMA, FDA, and CDSCO highlight both similarities and region-specific requirements.

Continuous improvement, adoption of advanced technologies, and international collaboration

are essential to strengthen pharmacovigilance systems, harmonize practices, and safeguard

public health worldwide. Emphasis on training, compliance, and proactive safety monitoring

ensures that medicines are used safely across diverse patient populations.
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