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PURPOSE
To review reframed Industry proposals, review industry’s feedback on the scope of FDA’s
proposals, and present industry’s information technology (IT) proposals.
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Industry’s Reframed Proposals

Industry presented proposals they had reframed given FDA’s feedback that they appeared out of
scope for OMUFA II negotiations, and FDA asked clarifying questions. Due to remaining issues,
this topic will be revisited at the next negotiation meeting.



Industry Feedback on Scope of FDA proposals
Industry presented their feedback on scope for FDA’s proposals and asked clarifying questions. This
topic will be revisited at the next negotiation meeting,.

Industry IT Proposals

Industry presented several proposals related to desired updates to FDA’s website to capture
historical information about OTC monographs, exclusivity information, and General Recognized As
Safe and Effective (GRAS/E) status.

Next Steps

At the next meeting, FDA and Industry proposals identified as outside the authorized scope will be
revisited. The fuller agenda for the next meeting will be determined by the negotiation leads at their
planning meeting.



