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Product Quality Enhancement Proposals

FDA presented its response to Industry’s feedback and various questions on FDA’s three product-
quality related proposals. Industry’s questions centered on the following topic areas: FDA’s
perspective on the current OTC monograph product quality landscape; FDA’s approach to quality
surveillance of OTC monograph product manufacturing facilities; and how FDA assesses quality-
related risk for its site selection model and inspections. FDA addressed Industry’s additional
clarifying questions. These proposals will be discussed further at a subsequent meeting.

Major Amendments Clarification Proposal
FDA provided follow-up information regarding submission of data during the comment period for
proposed orders. This proposal will be discussed further at a subsequent meeting.



Next Steps
The agenda for the February 13th meeting will be determined by the negotiation leads at their next
planning meeting.
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