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The human history can never be obliterating at the cost of human lives due to drug related catastrophes. With the 
emerging new healthcare environment, safety and risk/s with health care product/s should be continuously explored. 

Pharmacoepidemiology is the study of determination of medicinal product in large number of population with different 
demographic & traditional variables. The risk assessment of any therapeutic agent or regimen begins from early stage of its 
development and continues throughout its life cycle. The principle involved in pharmacoepidemiology is the art of using 
the sciences and its tools to generate information regarding “what known and what unknown”; “wanted and unwanted 
outcomes”, including associated risks in the post-marketing environment with the health care product/s. The skill in the 
matrix of pharmacoepidemiology study is constructed on three basic components: A knowledge based approach, a conceptual 
framework, and an interpretive framework. From these perspectives, one can initiate, establish and strengthen surveillance 
schemes, or understand a masquerade research question, select strategies, apply methodologies, and interpret the results 
of purposeful investigations. When proactively and conveyed appropriately interpreted results of a properly conducted risk 
assessment which can be used in regulatory decision-making. Pharmaceutical sponsors and/or drug regulatory agencies 
according to local and international requirements should initiate more epidemiologic studies for products where association 
of risk or prevalence of risk/s is/are higher. Depending on the nature of the result and the regulations in effect, the result may 
need to be reported in an expedited manner (e.g. as “new relevant safety information”). In any case, companies in their periodic 
aggregated regulatory reports, such as Periodic Safety Update Reports (PSUR) or Periodic Adverse Drug Event Repot (PADER) 
and similar regulatory documents, should include results of all epidemiologic studies for product safety. 
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