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PURPOSE

To finalize discussion on the Data/IT modernization and related topics in the context of the

PDUFA reauthorization.
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At the fourteenth PDUFA Negotiation meeting, FDA and Industry reached agreement on the
remaining issues and on commitment language relating to Digital Health Technology (DHT) and
Data/IT Modernization.

The parties agreed that FDA would report milestones and metrics over the course of modernization
as it develops its strategy, with inputs from Industry at the annual joint meeting outlined in the
commitment. FDA and Industry discussed the means through which advancement of information
exchange and review process would occur through interaction with key stakeholders. Industry
expressed its support for technology convergence across FDA Centers. FDA and Industry agreed to
draft commitment language.

There were no other substantive proposals or significant controversies.



