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Prescription Drug User Fee Act (PDUFA) Reauthorization

Stakeholder Meeting with FDA
May 20, 2026 | 10:00 am - 10:30 am

Virtual Format

MEETING PURPOSE

To confirm the conclusion of FDA-Industry PDUFA negotiations and highlight opportunities
for public engagement in the clearance process.

MEETING SUMMARY

The seventh PDUFA VIII Reauthorization Public Stakeholder Consultation Meeting was held on
May 20, 2026, bringing together FDA officials and patient and consumer advocacy groups to
confirm the conclusion of FDA-Industry negotiations. FDA staff confirmed that that the final
negotiations meeting had been held, marking the close of negotiations. FDA staff also restated
the purpose and accomplishments achieved through this meeting series and reshared an
overview of the reauthorization process timeline and opportunities for continued public
engagement through formal comment periods and public meetings.

Patient and consumer advocacy groups asked FDA to consider hosting brief meetings to
explain technical content to stakeholders when there are public comment opportunities
related to PDUFA documents or programs. Participants also asked for clarification on whether
FDA would be publishing the recommended statutory changes, in addition to the commitment
letter. FDA agreed to take these requests under consideration, as both requests would differ
from past practices. Following the comment period, FDA staff thanked public stakeholders for
their participation in this series.

Next Steps

FDA staff shared an overview of the reauthorization process timeline and opportunities for
continued public engagement, including a public docket and public meeting.
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