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Prescription Drug User Fee Act (PDUFA) Reauthorization
Stakeholder Meeting with FDA

November 7,2025 | 9:00 - 11:00 am

FDA White Oak Campus, Silver Spring, MD and Virtual Format

MEETING PURPOSE

To start the process of FDA periodic consultation with stakeholders that consist of
representatives of patient and consumer advocacy groups. The consultation seeks to understand
the stakeholders’ views on the reauthorization and to collect their suggestions for changes to the
PDUFA performance goals and statutory sections in follow up to the initial July 14 PDUFA
Reauthorization public kick off meeting discussion. The main goals of this first meeting were to
explain the consultation process and scope of discussions, provide background on the PDUFA
program, and listen to the groups’ topics of interest for prioritization in subsequent meetings.

MEETING SUMMARY

Welcome and Periodic Consultation Series Overview

FDA welcomed the attendees and outlined the role of these meetings in the reauthorization
process specified by statute. FDA stated that these monthly meetings will be used to continue the
discussions of stakeholder perspectives on PDUFA reauthorization that began at the public
meeting held on July 14, 2025. FDA emphasized that reauthorization of PDUFA focuses on
enhancements to the drug review process, not FDA policy.

PDUFA Accomplishments and Reauthorization Process

FDA provided an overview of the PDUFA reauthorization framework, including the statutory
requirements and the purpose and objectives of the stakeholder consultation meetings. FDA also
presented background on PDUFA's history, trends in program workload and performance, and an
overview of PDUFA finances and fee structure. To facilitate actionable input from the
consultation meetings, FDA clarified that modifications to the PDUFA VII commitment letter and
amendments to the PDUFA user fee statutory sections are in scope; however, amendments to
other sections of the Federal Food, Drug, and Cosmetic Act (FD&C Act), such as section 505, are
out of scope of PDUFA VIII negotiations.



Meeting Structure, Communication and Information Sharing Challenges

After FDA’s presentation, FDA provided an opportunity for participants to ask questions about
the reauthorization process and the stakeholder consultation meetings.

Participants questioned why FDA conducts negotiations with Industry separate from the monthly
consultation meetings with public stakeholders. Some participants noted that no proprietary
information is discussed in FDA’s negotiations with Industry and advocated for combined
meetings to enhance transparency with the public. FDA explained that the current approach
follows established statutory requirements and legal interpretations, while acknowledging the
feedback for future consideration.

Stakeholders also highlighted that it is challenging to share perspectives relevant to negotiations
without understanding FDA and Industry’s priorities. To help public stakeholders provide
meaningful input, participants asked for greater transparency about FDA and Industry’s
priorities for PDUFA VIII. FDA acknowledged this challenge and committed to sharing priorities
through the public meeting minutes from each negotiation meeting with Industry. FDA
explained that there are some details of the negotiations that are not disclosed during their active
discussion, due to their evolving nature.

Participants sought greater clarity on topics that are considered in and out of scope for PDUFA
negotiations. FDA provided examples of topics that are in scope for PDUFA negotiations and
stakeholder input, such as content in the PDUFA VII commitment letter and allocation of PDUFA
funding.

Stakeholder Perspectives on Topics for Future Meetings

Following questions about the reauthorization process, participants shared their perspectives on
topics of interest for future stakeholder consultation meetings. Topics raised during the
discussion - not all of which are in scope for PDUFA VIII negotiations - include the status of
PDUFA pilot programs and their outcomes, biomarker qualification processes, clinical trial
design flexibility (including real-world data use and surrogate endpoints), diversity action plans
for clinical trials, Patient-Focused Drug Development (PFDD) programs, concern about the
recent lack of Advisory Committee meetings, and impact of the Commissioner’s National Priority
Voucher Pilot Program on PDUFA timelines and resources. FDA agreed to distribute a survey to
registered meeting attendees to gather additional input on priority topics for future meetings.
Based on the survey results and which topics are in scope for PDUFA VIII negotiations, FDA will
plan focused discussions for future meetings.

Next Steps

The goal for the next stakeholder consultation meeting on December 5% is to gather perspectives
on a specific topic or set of topics that are relevant to PDUFA negotiations and of interest to the
registered public stakeholder participants. FDA will identify that topic based on the feedback
provided in the November 7™ meeting and in the survey distributed following the meeting.
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