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FDA Updates:

FDA indicated the following:

e The Annual Forecast for Planned Monograph Activities was published on
September 29, 2023.

e Certain over-the-counter monograph order request (OMOR) performance goals
have begun, and monograph meeting management performance goals have
increased as of October 1, 2023.

e CDER NexGen Portal began accepting certain OMOR submissions on October
1, 2023.

FDA reviewed the timeline for publication of final guidance documents.
FDA provided an update on user fee rates for OMORs.

FDA provided updates on hiring and communications.

Industry Updates and Discussion Topics:

FDA and Industry discussed the following:

e Industry feedback regarding meetings, administrative order initiation and data
submissions.

e Industry provided an update of progress and challenges regarding use of the
CDER NextGen Portal.




