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As per WHO, ADR is any response to a drug that is noxious and unintended and that occurs at normal doses used in humans 
for prophylaxis, diagnosis, or therapy of disease, or for the modification of physiologic function. ADR is classified based 

on its onset and severity. Detection of ADR can be done by subjective report, objective report and physical examination. 
Causality assessment of ADR is done based on prior reports of reaction, temporal relationship, dechallenge, rechallenge, dose-
response relationship, alternative etiologies, objective confirmation and past history of reaction to same or similar medication. 
Management options for ADR include discontinuing the offending agent (or) continuing or modifying the medication. Follow 
up and reevaluation is done through patient’s progress, course of the event, delayed reactions, response to treatment and specific 
monitoring parameters. Finally ADR should be documented in the medical record. FDA and pharmaceutical manufacturers 
should take the responsibility of reporting the ADR. ADR forms should be filled and returned to the pharmacovigilance centre. 
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