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Fainter values are from cohorts with
more open submissions and may change. Cohort Closed Cohort Open MDUFA 3 MDUFA 4 MDUFA 5

By review group and fiscal year received

Average number of review cycles for 510(k)s as of MDUFA performance report cutoff dates
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Rate at which 510(k)s are cleared for market as of MDUFA performance report cutoff dates
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Fainter values are from cohorts with
more open submissions and may change. Cohort Closed Cohort Open MDUFA 4 MDUFA 5

Percent of Pre−Submission meetings for which industry provided draft minutes within 15 days

Industry Meeting Minutes on−time performance as of MDUFA performance report cutoff dates

Sources: November 16, 2023 MDUFA IV Performance Report (data through September 30, 2023)
November 20, 2025 MDUFA V Performance Report (data through September 30, 2025)

These plots, © 2026 by Brendan O’Leary, are licensed under CC-BY 4.0.

https://creativecommons.org/licenses/by/4.0/

