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MEETING PURPOSE

To conclude technical negotiations and confirm next steps.
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FDA and Industry confirmed that this meeting confirms the end of technical negotiations. FDA
reviewed the next steps for reauthorization, which include ratification by FDA and Industry,
clearance through the Department of Health and Human Services and the Office of Management

and Budget, public comment, re-clearance, and transmittal to Congress.

FDA and Industry thanked each other for the collaboration and time that both parties dedicated to

PDUFA negotiations.
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