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Abstract : The number of drug approvals in the US through the 505(b)(2) pathway has shown significant double digit growth in
the past two years. 505(b)(2) drug products are developed to achieve either (or both) of two primary purposes: 1. To realize
earlier entry into the market by designing around patents and 2. To cater to an unmet need in a therapy area – be it patient
compliance or enhanced pharmaceutical or clinical performance of drug products. Repurposing older marketed drug products
using novel drug delivery technologies or platforms may provide additional marketing/data exclusivity and patent protection,
thereby offering an effective tool for product life cycle management. However, it is important to appreciate that not all
approved products achieve commercial success. Multiple factors determine commercial viability such as market situation, label
claims, entry of competing products, etc. Hence, it is imperative for formulators to holistically look at commercial and
regulatory requirements before delving into product development. This session aims to create awareness amongst researchers
into commercial, patent and regulatory aspects of 505(b)(2) product development with examples of successful and
unsuccessful products.
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