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harmacovigilance is defined as the “Pharmacological science relating to the detection, assessment, understanding and

prevention of adverse effects, particularly long-term and short-term adverse effects of medicines” It has a primary aim
of early detection of unknown adverse reactions and interactions, detection of increases in frequency of (known) adverse
reactions, identification of risk factors and estimation of quantitative aspects of benefit/risk analysis and dissemination of
information needed to improve drug prescribing and regulation. Post-marketing surveillance of medicines is mainly co-
ordinated by national pharmacovigilance centres in collaboration with the UMC. Indian pharmacovigilance programme was
established in India in January 2005 and is seen by the National Pharmacovigilance Advisory Committee based in the CDSCO,
New Delhi. 2 zonal centers, 5 regional centers would report to the zonal centers. Each regional center in turn would have
several peripheral centers reporting to it, there are 28 peripheral centers. Information is collected from peripheral centers and
is sent to regional centers. Regional Centres does the causality analysis and forwards this form to the Zonal Centre. The data is
statistically analysed and forwarded to Central Drugs Standard Control Organisation (CDSCO), Ministry of Health & Family
Welfare, Govt. of India, New Delhi. Finally the report is deposited in the Global Pharmacovigilance Database managed by
WHO Uppsala Monitoring Center, Sweden. The National pharmacovigilance centres have achieved a great deal in collecting
and analyzing case reports of ADRs, distinguishing signals, making regulatory decisions based on strengthened signals, alerting
prescribers, manufacturers and the public to new risks of adverse reactions.
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