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Abstract:

Pharmacovigilance is like a sunshade to describe the processes for
monitoring and evaluating ADRs and it is a key component of ef-
fective drug regulation systems, clinical practice and public health
programs. The number of Adverse Drug Reactions (ADRs) report-
ed resulted in an increase in the volume of data handled, and to
understand the pharmacovigilance, a high level of expertise is re-
quired to rapidly detect drug risks as well as to defend the product
against an inappropriate removal. The current global network of
pharmacovigilance centers, coordinated by the Uppsala Monitor-
ing Centre, would be strengthened by an independent system of
review. This would consider litigious and important drug safety
issues that have the potential to affect public health adversely be-
yond national boundaries. Recently, pharmacovigilance has been
confined, mainly to detect adverse drug events that were previ-
ously either unknown or poorly understood. Pharmacovigilance
is an important and integral part of clinical research and these
days it is growing in many countries. Today many pharmacovigi-
lance centers are working for drug safety monitoring in this global
pitch, however, at the turn of the millennium pharmacovigilance
faces major challenges in aspect of better safety and monitoring of
drugs. In this review we will discuss about drug safety, worldwide
pharmacovigilance centers and their role, benefits and challenges
of pharmacovigilance and its future consideration in healthcare
sectors.

Pharmacovigilance as a tool for safety and monitoring: a review
of general issues and the specific challenges with end-stage renal
failure patients

Pharmacovigilance is instrumental in helping to ensure patient
safety for both newly released drugs and those that are well es-
tablished in the market. However, while pharmacovigilance proce-
dures are strictly regulated in the clinical trial setting, post-market-
ing adverse event reporting is not well implemented or enforced.
As such, the underreporting of adverse events, in relation to drugs
that are on the market, is estimated to be in the region of 90%.
The identification of drug safety issues in patients with complex
diseases and extensive comorbidities is therefore particularly chal-
lenging.

This review defines the science of pharmacovigilance and the
process of adverse event reporting, highlights the new directions
that pharmacovigilance has taken, and provides insight for HCPs
managing dialysis patients into the important role that they play
in helping to shape the understanding of a drug’s safety profile in

order to continually enhance patient safety.
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