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During the February 8, 2022 user fee negotiation meeting, FDA presented data and analysis
regarding the shared outcome total time to decision (TTD) goals for 510(k) and PMA
submissions. Based on this information, FDA proposed ambitious but achievable shared outcome



goals for 510(k) and PMA TTD. Industry and FDA discussed the workload projections, goals,
and options for defining the cohorts for MDUFA V.

Analysis of 510(k) Total Time to Decision Shared Outcome Goals

FDA presented analysis of workload data, trends, and performance outcomes from MDUFA IV
that inform what can be expected for 510(k) TTD during MDUFA V. FDA noted that 510(k)
TTD outcomes are affected by the volume of 510(k) submissions, the increasing complexity of
those submissions, the impact of pandemic-related workload and review hold policies, and
overall program workload, given that 510(k) submission review must be managed as part of the
entire portfolio of MDUFA work. FDA noted that pandemic-related work will continue to have
an impact on 510(k) TTD during MDUFA V due to (a) the increased workload from some of the
products that were granted emergency use authorization (EUA) transitioning to 510(k)
submissions, and (b) the impact of 510(k) submissions that had extended hold times (more than
the standard 180 days) coming off hold and back into reviewer queues.

FDA presented an analysis requested by Industry that estimated the impact on 510(k) TTD if the
submissions on extended hold were to be removed from the TTD cohort, noting that this
simplified analysis is not an accurate model for actual TTD outcomes. FDA then presented a
couple options for setting 510(k) TTD shared outcome goals that are ambitious but achievable,
considering current trends and the extenuating circumstances of pandemic-related impacts on the
program. The options involved different assumptions about how the trimmed mean calculations
could be applied at the beginning of MDUFA V and their impact on the TTD target for FY 2023.

Analysis of PMA Total Time to Decision Shared Outcome Goals

FDA presented an analysis of current trends for the PMA TTD shared outcome goal, noting that
the PMA TTD is calculated using a 3-year average that smooths out the year-to-year variations
observed in these smaller data sets. After noting that FDA and Industry previously had discussed
holding the PMA TTD shared outcome goal at 290 days, FDA presented an option for improving
the PMA TTD targets in FY 2025-27 if additional resources were to be provided.
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