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Pharmacovigilance
Definition: 
It is defined as the science and activities relating to the detection, assessment, understanding and prevention of adverse effects or any other drug related problems. WHO established this PV programme in 1961 and at the end of 2010, 134 countries participated to this WHO PV programme.
Aims:
1. To enhance patient care and patient safety in relation to the use of medicines/ vaccines/ pharmaceutical agents etc.
2. To support public health programme by focusing reliable and balanced information for the effective assessment of the risk-benefit profile of medicines.
Role of PV: 
It plays a key role in health care system through assessment, monitoring and discovery of interactions among drugs and their effects in human\.
PV also submits reports to \National Surveillance System (NSS) in this aspect for preparing a data bank for further action.
Types of PV:
1. Individual case safety report
2. Coding of adverse event.
3. Seriousness determination.
4. Expedited reporting.
5. Clinical trial reporting.
6. Aggregate reporting.
Importance of PV:
1. Clinical research deals with research aspects of new drugs and formulation. One of the components of clinical research is clinical trials and PV to established efficacy and safety of new drugs.
2. PV also searches about Adverse Drug Reactions (ADRs) which may cause serious harms to patients.
3. PV also cover safety monitoring for each medicine through out its life cycle, during development of drugs such as pre-marketing including early stages of drug design, clinical trials and post marketing surveillance.
4. Pharmacogenomics and pharmacogenetics are indispensable part of clinical research variation in human genome may affect ADRs and it is another important domain of PV.
5. PV also identify the Serious Adverse Events (SAEs) of a new medicine which 
is                            fatal or not
is                                  a threat to life
Results in patient’s hospitalisation
Prolongs an existing hospital stay
Results in persistent in capacity
Results in a congenital anomaly or birth defects
6. Before a product is marketed, a suspected Unexpected Serious Adverse Reactions (SUSARs) is also under PV.
7. Polypharmacy or drug-drug interaction and food-drug interaction are other fields of PV.
PV in India:
1. PV programme in India (PVPI) was initiated by Govt. of India on 14th July 2010with the AIIMS, New Delhi as a National Co-ordination Centre (NCC) for monitoring ADRs in the country for safe-guarding public health.
2. In the year 2010, 22 ADR monitoring centres including AIIMS were set up
3. In 2011, the NCC has been shifted from AIIMS, New Delhi to Indian Pharmacopeia Commission (IPC), Ghaziabad.
4. IPC focuses on developing India’s own data base on drug information and ADRs.
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