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DESCRIPTION
Pharmacovigilance refers to the science and activities related to
the detection, assessment, understanding, and prevention of
adverse effects or any other drug-related problems. It is an
essential part of the healthcare system, ensuring that the benefits
of medicines outweigh the risks for patients.

Pharmacovigilance has become increasingly important due to
the widespread use of medicines, including prescription and
over-the-counter drugs, as well as dietary supplements and herbal
remedies. Every year, millions of people worldwide experience
adverse drug reactions, ranging from mild to life-threatening.
These adverse drug reactions can lead to hospitalization,
disability, and death, and can result in significant economic and
social burdens. Therefore, pharmacovigilance plays a crucial role
in protecting public health by identifying and managing these
risks.

The pharmacovigilance process begins with the collection of
information on adverse drug reactions from various sources,
including healthcare professionals, patients, regulatory agencies,
and scientific literature. This information is then analyzed and
assessed to determine whether a causal relationship exists
between the drug and the adverse event. The assessment takes
into account factors such as the patient's medical history,
concomitant medications, and the timing and severity of the
adverse event. Once a causal relationship is established, the
drug's safety profile is re-evaluated, and appropriate action is
taken to manage the risk.

One of the most important aspects of pharmacovigilance is
signal detection. Signals are defined as any new or unusual
patterns of adverse events that may be related to a drug. Signal
detection is a continuous process that involves analyzing data
from various sources, such as spontaneous reports, clinical trials,

and epidemiological studies. Once a signal is detected, it is
further evaluated to determine whether it represents a real safety
concern. If the signal is confirmed, regulatory agencies may take
action, such as issuing warnings or labelling changes, or even
withdrawing the drug from the market.

Another critical function of pharmacovigilance is risk
management. Risk management involves identifying and
evaluating potential risks associated with a drug and developing
strategies to minimize those risks. These strategies may include
changes to the drug's labelling or packaging, restrictions on its
use, or additional monitoring or surveillance. Risk management
plans are an essential tool for ensuring that the benefits of a
drug continue to outweigh its risks throughout its lifecycle.

Pharmacovigilance is not only important for ensuring drug safety
but also for promoting public confidence in the healthcare
system. When patients and healthcare professionals are aware
that adverse drug reactions are being actively monitored and
managed, they are more likely to have trust in the drugs they are
using. This can lead to increased adherence to treatment
regimens and better health outcomes.

In recent years, pharmacovigilance has become increasingly
global in scope. The World Health Organization (WHO)
established the Program for International Drug Monitoring in
1968, which currently includes over 130 member countries. The
program provides a framework for global collaboration in
pharmacovigilance, including the exchange of information and
best practices, and the coordination of signal detection and risk
management activities. This collaboration has led to the
development of international standards for pharmacovigilance,
such as the International Council for Harmonization (ICH) of
technical requirements for pharmaceuticals for human use
guidelines, which provide guidance on the conduct of clinical
trials and the management of drug safety data.
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