Stakeholder Meeting on PDUFA VI Reauthorization
December 17, 2015, 1:30 PM - 3:30 PM
FDA White Oak Campus, Silver Spring, MD

Purpose

To continue discussions of the human drug and biologic review programs in the context of

PDUFA reauthorization.
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The meeting on December 17 began with a period of stakeholder presentations on topics of
interest for PDUFA VI and concluded with an FDA presentation of the status of negotiations at
the midpoint including topics of interest to both industry and FDA.



Stakeholder Presentations and Discussion

The following stakeholder organizations presented on topics related to the PDUFA VI
reauthorization priorities, process, and comments:
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Common themes in many of the presentations centered on enhancing inclusion of patient voice
throughout the drug development process and ensuring that the FDA has adequate resources to
recruit and retain staff qualified to execute drug review processes in light of emerging science.
Other topics discussed included biomarker qualification; the review of combination products;
and the design of clinical trials and the drug review process to be more responsive to the needs of
patients, including patient subgroups.

PDUFA Reauthorization Mid-Course Update

FDA provided a brief status update as the reauthorization process nears its midpoint. The areas
identified as major areas for enhancement are: administrative enhancements to ensure the
long-term stability of the program (hiring and financial), pre-market review, regulatory decision

tools, and post-market safety.

Plan for Next Meeting
The Stakeholder Meeting on PDUFA VI Reauthorization is scheduled for January 15, 2016.

Meeting End Time: 3:30 PM



