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STATISTICAL MEMORANDUM

NDA #: 208,144

Product Name: Luminesse (brinonidine tartrate ophthalmic solution, 0.025%)

Indication(s): Relief of redness of the eye due to minor eye irritations

Applicant: Bausch+Lomb

Dates: Stamp date: February 27, 2017
PDUFA date: December 27, 2017
Review completion date: October 30, 2017

Review Priority: Standard

Biometrics Division: Division of Biometrics VII

Statistical Reviewer: Joo-Yeon Lee, Ph.D

Concurring Reviewers: Rima Izem, Ph.D

Medical Division: Division of Nonprescription Drug and Products

Clinical Team: Jenny Kelty, MD

Steve Osborne, MD

Project Manager: LCDR Jung E. Lee, RPh
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