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PURPOSE

To discuss the digital health and informatics related topics in the context of the PDUFA

reauthorization.
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At the fourth PDUFA Negotiation meeting, FDA and Industry focused on the Industry’s Data and
Technology Modernization Proposal. FDA and Industry identified points of alignment and explored
areas for further clarification and adjustment. FDA reaffirmed its ongoing commitment to
transparency, highlighted the alignment with FDA’s Technology Modernization Action Plan
(TMAP).

The Director of the recently announced Digital Health Center of Excellence (DHCoE) joined the
meeting to provide an overview of the DHCoE and its focus on providing technological advice
across FDA in the area of digital health devices and creating a network of digital health experts to
share digital health technology expertise across FDA medical product Centers. Industry also
provided clarifications of their proposed Digital Health Framework to FDA.

Discussions will continue at the next meeting.



