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PURPOSE

To discuss Industry’s manufacturing and inspections related interests in PDUFA VII.
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The meeting focused on reviewing the status of all proposals and identifying areas of agreement and
areas that need more discussion.

FDA and Industry tentatively agreed to enhancements to Information Requests and Mid-cycle
communications. FDA and Industry then discussed details around the remaining proposal areas
including CMC topics related to expedited programs, inspections, submission content, ETT and
CATT programs, prior approval supplement communications and timelines.

FDA and Industry discussed the agenda for the remaining meetings in the calendar year. The group
agreed to not meet on November 11%, due to the Veteran’s Day holiday. FDA and Industry agreed
to reconvene on November 18"

There were no other substantive proposals, significant controversies, or differences of opinion
discussed at this meeting.



