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PHARMACOLOGY/TOXICOLOGY NDA REVIEW AND EVALUATION

Application number: 214755

Supporting document: 1

Applicant’s letter date: December 15, 2020

CDER stamp date: December 15, 2020

Product: Lumryz (sodium oxybate oral suspension)

Indication: Cataplexy or excessive daytime sleepiness 

(EDS) in patients with narcolepsy

Applicant: Avadel CNS Pharmaceuticals LLC

Review Division: Division of Neurology I (DN I)

Reviewer: Chun-Ting David Lee, Ph.D., MSPH

Supervisor: Lois M. Freed, Ph.D.

Project Manager: Teresa Wheelous, R.Ph.

Disclaimer
Except as specifically identified, all data and information discussed below and 
necessary for approval of NDA 214755 are owned by Avadel CNS Pharmaceuticals 
LLC or are data for which Avadel CNS Pharmaceuticals LLC has obtained a written 
right of reference. Any information or data necessary for approval of NDA 214755 that 
Avadel CNS Pharmaceuticals LLC does not own or have a written right to reference 
constitutes one of the following: (1) published literature, or (2) a prior FDA finding of 
safety or effectiveness for a listed drug, as reflected in the drug’s approved labeling.  
Any data or information described or referenced below from reviews or publicly 
available summaries of a previously approved application are for descriptive purposes 
only and are not relied upon for approval of NDA 214755.
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