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Introduction. Over the past decade, the FDA has increasingly utilized accelerated approval pathways to address urgent medical needs. This review examines these expedited strategies, focusing on successful and failed outcomes. Accelerated approval offers faster treatment access but risks withdrawals if confirmatory trials fail, particularly amid rapid advancements in targeted therapies and immunotherapies. 
Aims. This study aimed to evaluate FDA’s Accelerated Approval pathway, analysing drug trends, outcomes, retention, withdrawals, and traditional approval transitions.
Methods. Preliminary analysis of 248 drug were done, which were granted FDA Accelerated Approval included variables such as drug identifiers (name, indication, therapeutic class), approval status, and key regulatory timelines.
Results. Evaluation of the FDA’s Accelerated Approval pathway demonstrates that 77.8% of drugs (193 out of 248) successfully transitioned to traditional approval, while 22.2% (55 drugs) were withdrawn. Oncology drugs accounted for 76.6%, underscoring their prominence due to urgent clinical demands. The most prevalent indication was non-small cell lung cancer (NSCLC), with 28 approvals, followed by urothelial cancer (14 approvals).Notably, several drugs received multiple accelerated approvals, with pembrolizumab leading at 16 approvals, representing 8.4% of all cancer-related accelerated approvals. Of the 55 withdrawn drugs, primary reason for withdrawal were failure to demonstrate clinical benefit in confirmatory trials (68%), safety concerns (18%), and miscellaneous factors (14%), such as manufacturing issues or sponsor decisions.
Discussion. The determinants of failure in clinical trials include inadequate surrogate validity, which undermines endpoint reliability; delayed or inconclusive confirmatory trials, hindering evidence generation; safety concerns, compromising patient well-being; and economic or operational pressures, disrupting trial execution. Recommendations include better tracking of above stated key finding.
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