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Pharmacovigilance (PV or PhV), also known as drug safety, is the pharmacological science relating to the collection, detection, assessment, monitoring, and prevention of adverse effects with pharmaceutical products.

Aim:
* Improve patient care and safety in relation to use of medicines
* Improve public health and safety
* Contribute to the assessment of benefit, harm, effectiveness and risk of medicines, encouraging their safe, rational and more effective use

History and development:
Thalidomide Tragedy
* The greatest of all drug disasters was the 'Thalidomide tragedy' of 1961-1962 in Europe.
* Thalidomide had been introduced as a safe and effective hypnotic and anti-emetic. It rapidly became popular for the treatment of nausea and vomiting in early pregnancy.
*Tragically, the drug proved to be a potent human teratogen that caused major birth defects in an estimated 10,000 children in the countries, where it was widely used in pregnant women.

Drug development:
Drug development follows a structured sequence of different steps ensuring safety and aiming at therapeutic progress. The process is structured by the successive conduct of phase I, II, and III clinical trials. Appropriate interpretation of clinical trial results is paramount. The forms and the methods of drug development are evolving in the era of targeted agents

Clinical trial:
*Clinical trials are a way to test new methods of diagnosing,
 treating, or preventing health conditions. The goal is to determine whether something is both safe and effective.
*A clinical trial is a research study conducted in patients, with patients and for patients, to answer specific questions about their treatment, diagnosis or follow-up.
*Clinical trials (also called interventional studies) are used to determine whether new biomedical or behavioral interventions are both safe for patients and effective at treating their disease

[image: ]
Adverse Drug Event (ADE)
Any untoward medical occurrence in a patient or clinical investigation subject administered a pharmaceutical product and which does not necessarily have to have a causal relationship with this treatment.
Adverse Drug Reaction (ADR)
An adverse drug reaction is a “response to a drug which is noxious and unintended and which occurs at doses normally used in man for prophylaxis, diagnosis, or therapy of disease or for the modification of physiologic function.” Note that there is a causal link between a drug and an adverse drug reaction. In sum, an adverse drug reaction is harm directly caused by the drug at normal doses, during normal use.
Examples: Dry mouth from antihistamines. 
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