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Draft OMUFA Il Commitment Letter

FDA presented an overview of the draft commitment letter which contained previously
agreed upon language. It was noted that the FDA changed the existing OMUFA
commitment letter format to align with the format currently used by the BsUFA, GDUFA,
and PDUFA commitment letters. FDA addressed industry’s clarifying questions. Industry
indicated it would review and send their initial comments on June 5.

Next Steps
Industry to send FDA initial comments on draft commitment letter via email on June 5th.
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