
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

215985Orig1s000 
 

PRODUCT QUALITY REVIEW(S) 
 









 

Title: NDA Executive Summary 

 

Document ID: OPQ-ALL-TEM-0013 

Effective Date: 31 May 2022 Revision:  00 

Total Pages: 3   

Template Revision: 03 

 

NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. NDA 215985 

Applicant Name Arcutis Biotherapeutics, Inc. 

Drug Product Name Zoryve (roflumilast) cream, 0.3% (ARQ-151 cream) 

Dosage Form.   Cream 

Proposed Strength(s)   0.3% 

Route of 
Administration 

  Topical 

Maximum Daily Dose  

Rx/OTC Dispensed   Rx 

Proposed Indication 
Plaque psoriasis, including treatment of psoriasis in the 
intertriginous areas, in patients 12 years of age and older 

Drug Product 
Description 

Roflumilast cream 0.3% (w/w) is a white to off-white 
cream. It is supplied as 60 g and 5 g in aluminum tubes 
with  screw caps. 

Co-packaged product 
information 

N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions 

Store at 20°C to 25°C (68°F to 77°F), excursions 
permitted between 15°C and 30°C (59°F and 86°F) [see 
USP Controlled Room Temperature]. 

Review Team 

Discipline  Primary  Secondary 

Drug Substance Friedrich Burnett Lawrence Perez 

Drug Product/ 
Labeling 

Jane Chang Nina Ni 

Manufacturing Raeann Wu Ying Zhang 

Biopharmaceutics* Assad Noory Tapash Ghosh 
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Microbiology Koushik Paul Jesse Wells 

Other (specify): 
 
 

N/A N/A 

RBPM Grafton Adams 

ATL Nina Ni 

Consults Le Zhang and David Lewis on compatibility protocol 

*: No Biopharm review is provided for this NDA review cycle since the applicant proposes 

that the IVRT method will not be included in the commercial specification as a routine 

Quality Control test.  

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: 24 months 

 

b. Additional Comments for Action: None 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

OPQ recommends APPROVAL of NDA 215985 for commercialization of 

Zoryve (roflumilast) cream, 0.3%. Based on our evaluation of the available 

information, the applicant provided sufficient information to support an 

approval recommendation from the product quality perspective. The 

applicant provided adequate information on the proposed drug product to 

ensure the identity, strength, purity, and quality of the proposed drug 

product. The overall manufacturing inspection recommendation is approval 

for all the facilities associated with this application. The proposed labeling 

and labels include adequate information to meet the regulatory requirements. 

 

b. Is the overall recommendation in agreement with the individual 

discipline recommendations?    Yes 
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Recommendation by Subdiscipline: 

   Drug Substance      - Adequate 

   Drug Product  - Adequate 

   Quality Labeling  - Adequate 

   Manufacturing  - Adequate 

   Biopharmaceutics - Adequate 

   Microbiology  - Adequate 
 

 Environmental Assessment:    Categorical Exclusion - Adequate 

 QPA for EA(s):     Yes 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: N/A 

 

Comparability Protocols (PACMP):  Yes 
Comments: The applicant plans  

 
 In SDN-8, the 

applicant commits to submitting CBE-0 for information  
 

 
 

 
 See drug product review 

on page 35 for details. 
 

 Additional Lifecycle Comments: Yes 

In SDN-15, the applicant commits  
 
 

 
 in CBE-0.  

 See drug product 
review on page 10 for details. 
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NDA # 215985 Labeling Assessment Cycle 01 
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Strength(s) in metric system Adequate “Each gram contains: 3 mg (0.3%) 

roflumilast” provided 

Active moiety expression of 

strength with equivalence 

statement (if applicable) 

[FD&C Act 502(e)(1)(ii), 21 

CFR 201.10(d)(1); 21 CFR 

201.100(b)(4), USP <1121>] 

N/A Not a salt 

Net content [FD&C Act 

502(b)(2), 21 CFR 201.51(a)]& 

Adequate “60 g” and “5 g” provided 

Name of all inactive 

ingredients, in alphabetical 

order required for OTC drugs 

[FD&C Act 502(e)(1)(A)(iii), 

21 CFR 201.10(a)] [except for 

oral drug per 21 CFR 

201.100(b)(5) or limited space 

per 21 CFR 201.10(i)(2)]; 

[Quantitative ingredient 

information is required for 

injectables per 21 CFR 

201.100(b)(5)(iii)*] 

Adequate The title of NF, if available, is used 

as the established name for each 

excipient. Excipients are listed in 

alphabetical order. 

“Rx only” displayed on 

principal display [21 CFR 

201.100(b)(1)] 

Adequate Provided 

NDC number [per 21 CFR 

201.2, requested, but not 

required for all labels or 

labeling, also see 21 CFR 

207.35(b)(3)(i)] 

Adequate 60 g tube: NDC 80610-130-60  

5 g tube Sample: NDC 80610-130-05 

60 g tube Sample: NDC 80610-130-

91 

Lot number (21 CFR 201.18) 

and expiration date (21 CFR 

201.17) 

Adequate Lot number and Expiration date are 

located at the bottom of the tube 

where the fold is, with Lot number 

on the front and expiration date on 

the back. 

Storage conditions.  Adequate Store at 20°C to 25°C (68°F to 

77°F); excursions permitted between 

15°C and 30°C (59°F and 86°F) [See 

USP Controlled Room Temperature] 

Bar code [21CFR 

201.25(c)(2)]** 

Adequate Provided for 60-g labels, not required 

for 5-g sample 

Adequate directions for use 

[FD&C Act 502(f)(1), 21 CFR 

201.5] or “Recommended 

Dosage: See Prescribing 

Information” (21 CFR 201.55) 

Adequate “Recommended Dosage: See 

prescribing information” provided 

Name of 

manufacturer/distributor 

[502(b)(1), 21 CFR 201.1(a), 

21 CFR 201.1(h)(5)] 

Adequate “Manufactured for: Arcutis 

Biotherapeutics, Inc. 

Westlake Village, CA 91361” 

provided 

And others, if space is available N/A Not for oral, ophthalmic, or 

intravaginal use 
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MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION 

 CENTER FOR DRUG EVALUATION AND RESEARCH 

 

 

 

DATE: July 11, 2022 

 

TO: Addendum of Assessment #1 of NDA 215985 Quality Assessment – 

Drug Product and Labeling 

 

FROM: Jane Chang, Ph.D. 

Master Chemistry Reviewer, OPQ/ONDP/DNDP II 

 

THROUGH Nina Ni, Ph.D. 

Senior Pharmaceutical Quality Assessor 

OPQ/ONDP/DNDP II/Branch 4 

  

SUBJECT: Final Recommendation on Drug product and Labeling  

 

SUMMARY 

 

The previous Quality Assessment – Labeling, Assessment Cycle #1 dated 26-Apr-2022, made a 

recommendation of not ready for approval for this NDA because of labeling deficiencies (see 

NDA 215985 Labeling R01 Section 4.0). These labeling issues have been satisfactorily resolved 

based on the revisions made in eCTD-0021 and eCTD-0023.  

The previous Quality Assessment – Drug Product, Assessment Cycle #1 dated 13-May-2022, 

which included assessment of up to four weeks simulated leachable data for the drug product 

container closure system, concluded adequate. Subsequently, simulated leachable data for the 6-

week interval was provided in eCTD-0019. The data also suggest a low risk for leachables. 

RECOMMENDATION:  

This application is now recommended for Approval from the CMC drug product and labeling 

perspective. 
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