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_________________________________________________________________________ 

During clinical trials series of Adverse Drug 
Reactions (ADRs) were not recorded due to 
lesser number of populations enrolled for the 
study. So, Pharmacovigilance is confined mainly 
to detection of adverse events that were 
previously either unknown or poorly understood. 
World Health Organizations (WHO) defines 
“Pharmacovigilance as the science and activities 
relating to the detection, assessment, 
understanding and prevention of adverse effects 
or any other drug-related problem”.

 
Thalidomide 

tragedy was the eye marker to introduce 
International Drug Monitoring system by WHO.

[1]
 

Looking towards the need, India also launched 
Pharmacovigilance Programme of India to 
promote patient safety and rational use of 
medicines available in India. Indian 
Pharmacopoeia Commission (IPC) is functioning 
as National Coordination Centre (NCC) for PvPI. 
Total 179 ADR Monitoring Centers (AMCs) are 
established under NCC-PvPI, all these AMCs 
are medical colleges & hospitals or corporate 
hospitals approved by Medical Council of India, 
public health programs. AMCs aims to collate, 
analyse and submit the ADRs to NCC.

 [2,3]
 

Healthcare professionals can report ADRs with 
all pharmaceutical products, herbals, vaccines, 
medical devices whether known or unknown, 

serious or non-serious and frequent or rare by 
filling the Suspected Adverse Drug Reactions 
Reporting Form (Figure-1) and submit to nearby 
AMC (available at www.ipc.gov.in). NCC-PvPI 
has also launched nationwide helpline (1800 
180 3024) to provide assistance in ADRs 
reporting.

[4]
 NCC has also introduced android 

mobile application to report ADRs in simple and 
quick way which will enhance the participation of 
private practitioners too. 
The ADRs collected/gathered are put into the 
database, wherein analyzed and assessed for 
safety update and then finally sent to WHO-
UMC.

[5]
 The collected information is helps 

appropriate steps for detection of signals and 
reducing the risks associated with the drugs, 
also be used as an evidence as 
recommendation to national regulators, to 
assess benefit risk ratio, update prescribing 
information leaflet and promote rational use of 
medicines. The reporter will not have to face any 
legal action for reporting ADR and patient 
information will be kept confidential. The 
healthcare professionals are vitalize to report 
ADRs due to the use of any pharmaceutical 
drugs, vaccines, herbals and medical devices for 
patient safety in the Indian population. 
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Figure-1 
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