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01. Introduction of Pharmacovigilance (PV)

History and Development of Pharmacovigilance
Pharmacovigilance (PV) is defined by the European Commission (EU) as the “Process and science of

monitoring the safety of medicines and taking action to reduce the risks and increase the benefits of medicines”.

Aims of Pharmaacovigilance
 To improve patient care & safety

 To contribute to assessment of benefit, harm & effectiveness of medicine

 To Identify previously unrecognized adverse effects of the drugs

 To Promote rational & safe use of medicine

 To Promote education & clinical training

 To Identify patient related risk factors of ADR such as dose, age, gender

 Any response to a drug which is unintended , occurs at particular doses

 To diagnose or therapy of disease, or for the modification, of physiological function.

Pharmacovigilance is the way toward gathering, observing, exploring and assessing data from human services
suppliers and patients for the reasons for comprehension and averting drug-related issues. Biotech Research
Group pharmacovigilance framework gathers information all through the lifecycle of every item. At the point when
critical security issues emerge, Biotech Research Group issues refreshed correspondences to specialists, patients
and wellbeing controllers. At the inception of clinical preliminaries, the security profile of the item is produced
from creature information and speculations from medications in the equivalent pharmacological class. This data is
given to clinical preliminary examiners in the Investigator Brochure. From the main human portion and over the
span of clinical preliminaries, wellbeing data is gathered and checked on by Biotech Research Group staff to give
the most-breakthrough data conceivable about the security profile of Biotech Research Group items.
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