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O1. | ntr oduction of Phar macovigilance (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”.
Aimsof Phar maacovigilance
» Toimprovepatient care& safety
To contributeto assessment of benefit, harm & effectivenessof medicine
To ldentify previoudy unrecogni zed adverse effects of thedrugs
To Promoterational & safe useof medicine
To Promoteeducation & clinicd training
To Identify patient related risk factorsof ADR such asdose, age, gender
Any responseto adrug whichisunintended , occursat particular doses
Todiagnoseor therapy of disease, or for themodification, of physiological function.
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Pharmacovigilanceistheway toward gathering, observing, exploringand ng datafrom human services
suppliersand patientsfor the reasonsfor comprehension and averting drug-rel ated issues. Biotech Research
Group pharmacovigilanceframework gathersinformation dl through thelifecycleof every item. At thepoint when
critical security issuesemerge, Biotech Research Group issuesrefreshed correspondencesto specidigts, patients
and wellbeing controllers. At theinception of clinical preliminaries, the security profileof theitemisproduced
from creatureinformation and specul ationsfrom medicationsin theequiva ent pharmacol ogicd class. Thisdatais
giventoclinica preiminary examinersinthelnvestigator Brochure. From the main human portion and over the
spanof clinica preliminaries, wellbeing dataisgathered and checked on by Biotech Research Group st&ff togive
the most-breakthrough data concel vabl e about the security profile of Biotech Research Groupitems.
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