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*** This document contains proprietary information that cannot be released to the 
public***

Date of This Review: January 11, 2022
Application Type and Number: NDA 215985
Product Name and Strength: Zoryve (roflumilast) cream, 0.3% 
Product Type: Single Ingredient Product
Rx or OTC: Prescription (Rx)
Applicant/Sponsor Name: Arcutis Biotherapeutics, Inc. (Arcutis)
PNR ID #: 2021-1044724288
DMEPA 1 Safety Evaluator: Madhuri R. Patel, PharmD
DMEPA 1 Team Leader: Sevan Kolejian, PharmD, MBA, BCPPS
DMEPA 1 Associate Director 
for Nomenclature and 
Labeling:

Mishale Mistry, PharmD, MPH

Reference ID: 4918549





3.1 COMMENTS TO ARCUTIS BIOTHERAPEUTICS, INC.
We have completed our review of the proposed proprietary name, Zoryve, and have concluded 
that this name is acceptable. 
If any of the proposed product characteristics as stated in your submission, received on 
November 16, 2021, are altered prior to approval of the marketing application, the name must be 
resubmitted for review.
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4 REFERENCE
1.   USAN Stems (https://www.ama-assn.org/about/united-states-adopted-names-approved-stems) 

USAN Stems List contains all the recognized USAN stems.  
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