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Description

In the field of medicine, the development and
approval of new drugs mark significant milestones.
However, ensuring the safety of these drugs is an
on-going process that extends far beyond the initial
stages of research and clinical trials. Post-marketing
surveillance, facilitated by pharmacovigilance,
plays a pivotal role in identifying and addressing
potential safety concerns associated with
pharmaceutical products. This article discusses
about the importance of monitoring and assessing
the safety of drugs post-marketing and delves into
the indispensable role that pharmacovigilance
plays in safeguarding public health [1].

The drug approval process

Before a drug is granted approval for marketing
and distribution, it undergoes rigorous testing
through preclinical and clinical trials. These trials
aim to establish the drug’s efficacy, safety profile,
and potential side effects. Despite these extensive
evaluations, certain rare or long-term adverse
effects may only become apparent when the drug
is introduced to a larger, more diverse population.

The need for post-marketing surveillance

Post-marketing surveillance is essential for
several reasons. Firstly, clinical trials often have
limitations, including a relatively small sample
size and a limited duration. This makes it difficult
to capture the full spectrum of potential adverse
effects that may manifest in a broader population
over an extended period. Secondly, certain adverse
reactions may only become evident after a drug
interacts with other medications or in specific
patient populations not well-represented in initial
trials, such as pregnant women or the elderly[2,3].
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Pharmacovigilance, derived from the Greek words
“pharmakon” (drug) and “vigilare” (to keep watch),
encompasses the science and activities related to
the detection, assessment, understanding, and
prevention of adverse effects or any other drug-
related problems. It is a systematic process that
involves monitoring the safety of drugs throughout
their lifecycle, from approval to post-marketing[4].

Detecting Adverse Drug Reactions (ADRs)

One of the primary objectives of pharmacovigilance
is to detect adverse drug reactions (ADRs)
promptly. Healthcare professionals, patients, and
pharmaceutical companies all play integral roles
in reporting suspected ADRs. This collaborative
approach allows for the collection of real-world
data that contributes to a more comprehensive
understanding of a drug’s safety profile [5,6].

Signal detection and evaluation

Pharmacovigilance employs advanced data analysis
techniques to identify potential safety signals.
A signal is any information that suggests a new
hazard or a change in the frequency or severity
of a known hazard. Once a signal is detected, it
undergoes thorough evaluation to determine its
clinical significance. This process may involve
analyzing patient data, conducting epidemiological
studies, and reviewing relevant literature [7].

Regulatory authorities and pharmacovigilance

Regulatory bodies, such as the U.S. Food and Drug
Administration (FDA) and the European Medicines
Agency (EMA), have established pharmacovigilance
systems to monitor and assess drug safety. These
agencies work collaboratively with healthcare
professionals, industry stakeholders, and the public
to ensure a robust and transparent system for
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reporting and evaluating potential safety concerns.
Preventing harm and enhancing patient safety

The ultimate goal of pharmacovigilance is to prevent
harm and enhance patient safety. When significant
safety concerns arise, regulatory authorities may take
various actions, including updating product labels,
issuing warnings, or, in extreme cases, removing a
drug from the market. These measures are essential
to protect the public and ensure that the benefits of
a drug outweigh its risks [8,9].

The importance of monitoring and assessing the
safety of drugs post-marketing cannot be overstated.
While preclinical and clinical trials provide valuable
insights into a drug’s safety profile, post-marketing
surveillance through pharmacovigilance is crucial
for identifying and addressing unforeseen adverse
effects in real-world settings. The collaborative
efforts of healthcare professionals, patients, and
regulatory authorities contribute to a comprehensive
and dynamic system that prioritizes public health
and ensures the ongoing safety of pharmaceutical
products. As medical science advances and new
drugs continue to emerge, the vigilance and
commitment to pharmacovigilance will remain
integral to safeguarding the well-being of individuals
and communities worldwide [10].
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