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Drug regulatory affairs

rug regulatory affairs cater by interpretation of Health Authority expectations for product development & accordingly

dossier building for Regulatory Submission. Marketing Authorization granted by HA is the result of sufficient data
generated to meet HA expectations considering quality, efficacy and safety aspects of drug product. This helps to market
product as per target HA expectations and extends the product to international markets based on business strategy.
Understanding of science behind product & developed product meeting minimum expectations of ICH standards, will
ensure successful requlatory path for product registration. As we move from major markets, documentation requirements
may go down as the international markets or emerging markets are more dependent on reference countries for first
level evaluation. Industry is now aligning with ICH guidelines for product development which help to meet expectations
of majority of the international markets or emerging markets. But it puts pressure on Pharma industry in the emerging

markets to reconsider product develop strategy.
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