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MEETING PURPOSE

To address clarifying questions about FDA and Industry pre-market review process enhancement
proposals and begin preparing a schedule for discussing proposal topics.
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During this meeting, FDA asked clarifying questions about Industry’s proposal topics. FDA and
Industry agreed that FDA will present their detailed proposals at the next meeting. Industry
agreed to ask further questions about FDA proposals during the next week’s meeting. FDA and
Industry began prioritizing the order of proposal topics they would discuss during the



negotiations process. At the end of the meeting, FDA and Industry agreed to review each other’s
proposals in more detail and discuss them at the next meeting.

Clarifying Questions on Proposals

FDA and Industry discussed FDA'’s clarifying questions on proposals Industry presented at the
previous meeting. The questions asked for further clarification on the problems with first cycle
review Industry identified and on their proposed approach to improving this process. FDA also
asked for clarification on the transparency requested in the use of Patient Experience Data in the
review process. Additionally, FDA asked for clarification on how Industry proposed to translate
learnings from pilots under previous PDUFA cycles into practice. Lastly, FDA asked about the
intended outcomes for the meeting management changes Industry proposed. Industry agreed to
take the questions back and answer them at the next week’s meeting.

Schedule of Proposal Topic Discussions

FDA and Industry discussed a proposed schedule for discussing proposal topics. FDA and Industry
agreed on which proposals to discuss in more detail in the next week’s meeting.

Next Steps

The goals for the next meeting on November 13 will be to continue asking detailed clarifying
questions about FDA and Industry proposals and to confirm the schedule for negotiation of
proposals.
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