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PURPOSE

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

reauthorization.
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At the seventh PDUFA Negotiation meeting on 11/18, FDA and Industry continued discussing
draft commitment language for the Digital Health Technology (DHT), Data/IT Modernization, and
CBER IT Modernization proposals, including resources and funding for both I'T modernization
proposals.

FDA and Industry discussed the expected impacts of I'T modernization, in particular cloud
technology, on the experience of interdisciplinary review teams. The parties affirmed their shared
interest in ensuring that technical solutions under PDUFA remain meaningful and impactful in light
of the future technology developments. FDA and Industry identified further points of alignment
regarding the draft commitment language for both proposals and continued the discussion of
specific regulatory activities and scenarios to be explored through cloud collaboration pilots.
Industry has recognized the value of transitioning to new I'T technology and systems under CBER
IT modernization, aligned with the FDA-wide enterprise solution, and considered the I'T
modernization approaches a way of helping to ensure long-term sustainability.

FDA and Industry agreed to continue the discussion of proposals and resources at the next meeting.
In light of the extensive agenda, the parties agreed to extend December 2™ session from 2 to 3
hours.



There were no other substantive proposals or significant controversies.



