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The research, development, and approval of a drug product is a continuous but lengthy process involving drug discovery, 
laboratory development, animal studies, clinical trials, and regulatory registration. This lengthy process is necessary to 

assure the effectiveness and safety of the drug Product. In this paper a brief history and an overview of the regulatory process 
for drug approval globally through illustrations of Investigational New Drug (INDs) Applications and New Drug Applications 
(NDAs), abbreviated new drug applications (ANDAs) and supplemental new drug applications (SNDAs) is provided. For NDAs, 
issues regarding the application of expanded access, the submission of abbreviated NDAs for a generic drug, the submission of 
supplemental NDAs for labelling changes, and the role and responsibility of advisory committees are addressed. Along with this a 
brief description of review of role of regulatory authorities is explored. These regulatory authorities operate in three groups: staff, 
Advisory committee and the agency board which makes decisions about the safety and performance of medicines and medical 
devices. Advisory Committees – groups of independent experts and representatives advise on whether medicines and devices 
work and are acceptably safe, based on an evaluation of all relevant evidence, including that from the Agency. The Agency Board 
– which is made up largely of external members, acts in a supervisory and advisory capacity and has a particular role in assuring 
the quality of decision-making.
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