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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 
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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.
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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.

References

1. Lateef MK, Sameer EA, Huda MA, Abdel-Moneim MO, Ahmed SA (2014)
Detection of Adverse Drug Reactions by medication antidote signals and
comparison of their sensitivity with common methods of ADR detection. Saudi
Pharmaceutical Journal.

2. European Medicines Agency (2012) Guidelines on good pharmacovigilance
practices (GVP) Module IX-Signal management.

3. Pharmaceutical Information and Pharmacovigilance Association. GVP Module
IX: Signal Management.

4. Meyboom RH, Egberts AC, Gribnau FW, Hekster YA (1999) Pharmacovigilance 
in perspective. Drug Saf 21: 429-447.

5. World Health Organization (2002) The importance of pharmacovigilance-
safety monitoring of medicinal products. World Health Organization, Geneva,
Switzerland. 

6. CIOMS Working Group VIII (2010) Practical aspects of signal detection in
pharmacovigilance. Council for International Organizations of Medical Sciences 
(CIOMS), Geneva.

Zhu et al., Adv Pharmacoepidemiol Drug Saf 2014, 3:3 
DOI: 10.4172/2167-1052.1000156Advances in Pharmacoepidemiology & 

Drug Safety Advan
ce

s 
in

 P
ha

rm

acoepidemiology & DrugSafety

ISSN: 2167-1052

Adv Pharmacoepidemiol Drug Saf, an open access journal 
ISSN: 2167-1052

http://www.sciencedirect.com/science/article/pii/S1319016414001133
http://www.sciencedirect.com/science/article/pii/S1319016414001133
http://www.sciencedirect.com/science/article/pii/S1319016414001133
http://www.sciencedirect.com/science/article/pii/S1319016414001133
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2012/06/news_detail_001546.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2012/06/news_detail_001546.jsp&mid=WC0b01ac058004d5c1
https://www.surveymonkey.com/s/Module_IX
https://www.surveymonkey.com/s/Module_IX
http://www.ncbi.nlm.nih.gov/pubmed/10612268
http://www.ncbi.nlm.nih.gov/pubmed/10612268
http://apps.who.int/medicinedocs/en/d/Js4893e/
http://apps.who.int/medicinedocs/en/d/Js4893e/
http://apps.who.int/medicinedocs/en/d/Js4893e/
http://www.cioms.ch/index.php/publications/available-publications?task=view&id=27&catid=54
http://www.cioms.ch/index.php/publications/available-publications?task=view&id=27&catid=54
http://www.cioms.ch/index.php/publications/available-publications?task=view&id=27&catid=54

	Title
	Corresponding author
	Abstract 
	Abbreviations
	Signal Detection  
	Conclusion 
	References
	Untitled
	Untitled

