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Abstract

Pharmacovigilance is the study that amplifies safety of drugs with the fundamental objective of complete abstain
on the ADRs and timely identification/detection of new adverse drug reactions. The fundamental principle of the
pharmacovigilance is to figure out and valuate the benefit and risk profile of the pharmacological activity and to
increase the rational usage of drugs. Adverse Drug Reactions (ADR) are a major cause of patient morbidity and
mortality. Spontaneous reporting of ADRs is found to be crucial in maintaining patient safety.

Abbreviations: ADR: Adverse Drug Reactions; ICSR’s: Individual
Case Safety Reports

Signal Detection

Signal management is the important scientific component of
the pharmacovigilance practice so has been placed at the prominent
position which involves the set of activities performed to determine
basing on the ICSR’s and aggregated data from the studies and literature
information available. It also involves set of activities to determine
based on various data sources whether there are new/changed risks
associated with active substances/medicinal products [1,2].

The methods used for the signal detection should be applicable
and relevant as inappropriate Large and complex statistical tools are
not recommended for the smaller data. In case of review of ICSR’s the
complete methodology is precisely documented. A signal is considered
urgent if it have an important public health impact or may significantly
affect the benefit-risk profile of the medicinal product in treated patients
[3,4]. A signal may be crucial or urgent if it have encounter a rap impact
and it significantly affect the Benefit-risk profile of the medicine or a
medical product treated in the group of subjects [5].

A typical signal detection program involves subsequently the
following steps like;

1. Signal detection
2. Prioritization and
3. Evaluation

These are linked to the risk management and its activities. A safety
signal has its specific life cycle and pharmacovigilance and signal
detection are crucial activities of the drug or a medicinal product in its

life cycle. Signals can be identified either manually or Automated signal
detection methods [6].

Conclusion

Risk management is recommended to start at the early stages
of clinical drug development process for all the drugs. A better
understanding of the pharmacology and identification of the adverse
drug reactions are often necessary to improve the strategies and aspects
of pharmacovigilance. Usage of the methodology depends on type of
adverse effects so as relying on any single method cannot be done. In
the future a combination of quantitative and qualitative criteria may be
incorporated in automated signal detection. New safety measures may
be very uncertain and sensitive too.
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