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MEETING PURPOSE

To plan for the remainder of PDUFA VIII negotiations.
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FDA recapped FDA and Industry’s progress in PDUFA VIII negotiations so far and the time
dedicated to negotiations. FDA shared that FDA and Industry have dedicated about the same
amount of time to PDUFA VIII negotiations as was dedicated to PDUFA VII negotiations. FDA also
reviewed the list of proposal topics for which FDA and Industry still need to reach agreement.
FDA and Industry acknowledged a shared commitment to concluding negotiations as soon as

possible.
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