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ABOUT THE STUDY
Pharmacovigilance is the science and activities relating to the 
detection, assessment, understanding, and prevention of adverse 
effects or any other drug-related problems. It involves the 
continuous monitoring of the safety and efficacy of drugs from 
their development and clinical trials to their post-market use.

Importance of pharmacovigilance

Pharmacovigilance plays a crucial role in ensuring drug safety and 
protecting public health. Drugs are developed to treat diseases 
and improve health outcomes, but they can also cause adverse 
effects, which can range from mild to severe or even life-
threatening. Therefore, it is essential to monitor and manage the 
safety of drugs throughout their lifecycle to minimize the risks 
and maximize the benefits.

Pharmacovigilance activities also contribute to the identification 
of new safety concerns and the improvement of drug safety 
information, which helps healthcare professionals and patients 
make informed decisions about drug use.

By detecting and managing adverse effects, pharmacovigilance 
promotes the safe and effective use of drugs, enhances patient 
safety, and strengthens public confidence in the healthcare 
system.

Scope of pharmacovigilance

Pharmacovigilance activities cover a wide range of activities, 
including the following:

Signal detection: The identification of new or unexpected 
adverse events or patterns of adverse events that may be 
associated with drug use. Signal detection involves various 
methods, such as spontaneous reporting, literature review, and 
data mining.

Adverse event reporting: The collection and analysis of reports 
of suspected Adverse Drug Reactions (ADRs) from healthcare 
professionals, patients, and other sources. Adverse event 
reporting systems are essential for detecting and evaluating drug 
safety signals.

Risk assessment: The evaluation of the likelihood and severity of 
harm from drug use, taking into account various factors such as 
patient characteristics, drug dose, and duration of use. Risk 
assessment helps to identify high-risk populations and inform 
risk management strategies.

Risk management: The development and implementation of 
strategies to minimize the risks associated with drug use, such as 
labeling changes, restricted use, or additional monitoring 
requirements. Risk management aims to ensure that the benefits 
of a drug outweigh its risks, and that it is used appropriately and 
safely.

Post-marketing surveillance: The on going monitoring of drug 
safety and efficacy once a drug is on the market. Post-marketing 
surveillance involves various activities, such as monitoring 
adverse event reports, conducting post-authorization safety 
studies, and evaluating real-world data.

Methods used in pharmacovigilance

Pharmacovigilance uses various methods and tools to monitor 
and manage drug safety, including the following:

Spontaneous reporting: Healthcare professionals, patients, and 
other stakeholders can report suspected adverse drug reactions to 
national pharmacovigilance centers or drug regulatory 
authorities. Spontaneous reporting is a valuable tool for 
detecting new or rare adverse events and generating safety signals.

Data mining: Large databases of health information, such as 
electronic health records or insurance claims data, can be 
analyzed to identify patterns or associations between drug use 
and adverse events.

Signal detection algorithms: Automated tools can be used to 
detect potential safety signals from spontaneous reports or 
electronic health records. Signal detection algorithms use 
statistical methods and data mining techniques to identify 
unusual or unexpected patterns of adverse events.

Post-authorization safety studies: These studies are conducted to 
evaluate the safety of a drug after it has been approved and 
marketed. Post-authorization safety studies can provide
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scope of pharmacovigilance is broad, covering various activities 
such as signal detection, adverse event reporting, risk assessment, 
and post-marketing surveillance.

Pharmacovigilance uses various methods and tools, such as 
spontaneous reporting, literature review, and data mining, to 
monitor and manage drug safety.
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additional information on the risks and benefits of a drug in 
real-world settings.

Pharmacovigilance is essential for ensuring the safety and 
effectiveness of drugs and protecting public health. By detecting 
and managing adverse effects, pharmacovigilance helps to minimize 
the risks associated with drug use and maximize the benefits. The
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