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PURPOSE

To provide FDA and Industry perspectives on Regulatory Decision Tools enhancements for
PDUFA VII (Advancing Translational Models and Tools), and to have a follow up discussion on
previously discussed topics (Patient-Focused Drug Development, Model-Informed Drug

Development).
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The meeting discussion was focused on the issues of interest to industry and FDA.

FDA & Industry Perspectives on Advancing Translational Models and Tools, Patient-
Focused Drug Development (PFDD), and Model-Informed Drug Development (MIDD).

In this meeting FDA discussed its proposals related to Advancing Translational Models and Tools
(ATMT). FDA provided an overview of the goals of the proposal, which relate to leveraging
translational science, including models and tools, into the drug review process in order to overcome

challenges and hurdles in clinical development I—ﬁ—efeler—te—aelelfess—thﬂ—FDA—pﬂapeseel




generally supportadvancing regulatorysefeneesand asked questions relating to current resourcing

and workload in this area and asked for more details about proposal and resourcing.

Industry asked questions related to the current MIDD program,: fndustry’s-uestionfoecused-on-the
resource-needs-to-maintain-the-eurrentlevels-efactivity-including the pilot program, guidance

development, and-workshops, and resource needs.

Industry then asked questions related to PFDD, including—ndustry’suestionsfocused-on-what
enhancementswould be-possibleswith-eurrentreseurees; current resources and hiring under PDUFA

VI, and exploring the scope of current work and potential proposals.

Plan for Future Meetings

The goals for the next meeting on October 27" will be to have a follow up discussion on potential
enhancements related to all four proposal areas discussed to date: Complex Innovative Trial
Designs, Model-Informed Drug Development, Patient-Focused Drug Development, and Advancing
Translations Models and Tools.

There were no other substantive proposals, significant controversies, or differences of opinion
discussed at this meeting.



