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INTRODUCTION METHODS

= The United States Food and Drug Administration (FDA) has several expedited programs to speed drug development and approval (Table 1). = Trends in expedited program designations were examined among original NDAs/BLAs within CDER approved between 2013-2025 to
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Source: FDA, 2014.7 Abbreviations: AA, accelerated approval; BLA, biologic license application; BT, breakthrough therapy; FDA, United States Food and Drug Administration; FT, fast track; IND, investigational new drug; NDA, new drug application.

= The objective of this study was to assess key factors associated with BT and FT designations, likelihood of priority review, and impact on the time required = Relative risks (RR) with 95% confidence intervals (Cl) were calculated for comparisons of interest. The likelihood of receipt of priority

for FDA review of original NDAs/BLAs, and to compare trends for AA designations. review designation excluded NDAs/BLAs using priority review vouchers.
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CONCLUSIONS

= BT and FT are more likely to be granted to NDAs/BLAs for orphan indications, first-in-class therapies, and therapies targeting neoplasms; FT is also more likely for indications related to infectious and parasitic disease, per its 1. US FDA. Guidance for Industry: Expedited Programs for Serious Conditions — Drugs and Biologics. May 2014, Available at
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= Qverall, expedited programs have been shown to substantially reduce the time required for clinical development.#®> However, issues specific to a given therapeutic area, such as patient recruitment challenges in rare diseases and
iIndications with lengthy time-to-event outcomes, must be considered in comparing trends across NDAs/BLAs and examining outcomes associated with expedited program designations.
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