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1. Application/Product Information  
BLA number 761391 

Submission Type Original 

Regulatory Pathway NME 351(a) 

Associated IND/BLA 117122 

Review Designation Standard Review 

Applicant Galderma Laboratories, L.P. 

Indication Treatment of adults and pediatric patients 12 years of 
age and older with moderate-to-severe atopic dermatitis 
in combination with topical corticosteroids and/or 
calcineurin inhibitors when the disease is not 
adequately controlled with topical prescription therapies 

Rx/OTC dispensed Rx 

Drug Product Name Proprietary Name: Nemluvio 

Non-proprietary Name: nemolizumab-ilto 

OBP Naming: MAB HUMANIZED (IGG2) ANTI Q8NI17 
(IL31R_HUMAN) [CIM331] 

Drug Product 
Description 

Drug product is supplied :  
- a single-dose dual chamber cartridge administered 

by auto-injection device (DCC-AI), pen 
- . 
The product is supplied as single-dose DCC-AI  
containing 30 mg of nemolizumab-ilto lyophilized 
powder and 0.49 mL of diluent, water for injection. The 
resulting concentration after reconstitution is 61.5 
mg/mL of nemolizumab-ilto. 

Reference ID: 5493102

(b) (4)

(b) (4)

(b) (4)
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Nemolizumab-ilto is recombinant humanized anti-
human interleukin-31 receptor A (IL-31RA) monoclonal 
antibody targeting IL-31RA.  

Dosage Form Lyophilized powder for solution for injection 

Strength 30 mg/0.49 mL (DCC-AI  

Route of 
Administration 

Subcutaneous 

Primary Container 
Closure System 

DCC-AI - glass barrel, middle plunger, rear plunger and 
a closure part including snap-on cap and closure disk. 

Device Information The DCC-AI (pen) injection system  
used to deliver the drug product. Device information is 
assessed by CDRH and the review will be documented 
separately. 

Co-packaged 
Product Information 

Not applicable 

 

 

 

 

 

OPQ Review Team 

Discipline Primary Secondary 

Drug substance Xiaoxiao Pan Jacek Cieslak 

Drug product Mamta Kapoor-
Bhushan 

Immunogenicity 
Assay  

Mamta Kapoor-
Bhushan 

Facility Liqun Zhao (DS) 
Bo Chi (DP) 

Zhong Li 

Microbiology Liqun Zhao (DS) 
Bo Chi (DP) 

Maxwell Van 
Tassell 

RBPM Anita Brown 

ATL Jacek Cieslak 

OPQ Issued Consults CDRH Colleen Lawrimore Shruti Mistry 
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FOIA statement: More detailed assessments of the BLA submission, which are not 
included in this integrated quality assessment, may be requested via a Freedom of 
Information Act (FOIA) request. 
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  LABELS AND LABELING ASSESSMENT 
 

Date of Assessment: December 5, 2024 

Assessor: Vicky Borders-Hemphill, PharmD 
Labeling Assessor 
Office of Product Quality Assessment III (OPQA III) 

Through: Mamta Kapoor-Bhushan, PhD 
Product Quality Assessor 
OPQA III/Division of Product Quality Assessment XVI 

Application: BLA 761391 

Applicant: Galderma Laboratories, L.P., Dallas, TX 75201 

Submission Date: December 13, 2023 

Product: Nemluvio (nemolizumab-ilto)  

Dosage form(s): For injection 

Strength and 
Container-Closure: 

30 mg single-dose prefilled dual-chamber pen (autoinjector) 

Purpose of 
assessment: 

The Applicant submitted a biologics license application for Agency 
assessment for the treatment of moderate-to-severe atopic 
dermatitis 

Recommendations: The prescribing information, patient information labeling, 
instructions for use (December 2, 2024), and container label 
(submitted on August 1, 2024) and carton labeling (submitted on 
August 9, 2024) were assessed and found to be acceptable (see 
Appendix C) from an OPQA III Labeling perspective.  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



For use with OPQ-OBP-WA-3401:  OPQ-OBP-TEM-0017-02 [OBP Labeling Assessment template] 

Page 2 of 17 

Materials Considered for this Label and Labeling Assessment 

Materials Assessed Appendix Section 

Proposed Labels and Labeling A 

Evaluation Tables B (N/A) 

Acceptable Labels and Labeling C 

n/a = not applicable for this assessment 
 
DISCUSSION 
We assessed the proposed labels and labeling for compliance with applicable requirements in 
the Code of Federal Regulations. Also, we assessed the proposed labels and labeling for 
consistency with recommended labeling practices. We previously assessed container labels, 
carton labeling, prescribing information, patient labeling, and instructions for use.1 
 
Container2 Label Evaluation 
 
30 mg single-dose prefilled dual-chamber pen (autoinjector) container labels submitted on 
August 1, 2024, are identical to labels determined to be acceptable in our previous assessment.  
OPQA III Labeling has no additional recommended revisions. 
 
Package3 Labeling Evaluation 
 
30 mg single-dose prefilled dual-chamber pen (autoinjector) carton labeling submitted on 
August 1, 2024, needs to include a revision to remove the “ ” statement for 
consistency with the Prescribing Information and Instructions for Use, which instructs to shake 
the pen to dissolve the medication. The Applicant revised as requested. 
 
CONCLUSION 
The prescribing information, patient information labeling, instructions for use (December 2, 
2024), and container label (submitted on August 1, 2024) and carton labeling (submitted on 
August 9, 2024) were assessed and found to be acceptable (see Appendix C) from an OPQA III 
Labeling perspective.  
 
APPENDICES 
Appendix A: Proposed Labeling  
Prescribing Information (submitted on February 20, 2024 
\\CDSESUB1\EVSPROD\bla761391\0008\m1\us\draft-labeling-text-tc.doc) 
 

Patient Information (submitted on December 13, 2023 
\\CDSESUB1\EVSPROD\bla761391\0001\m1\us\draft-labeling-text-ppi.pdf)  
 

                                                           
1 Borders-Hemphill V. Labels and Labeling Assessment. STN 761390 nemolizumab-ilto Labeling Assessment. Silver 
Spring (MD): FDA, CDER, OPQ, OPQAIII (US); 2024 July 18. P36. 
2 Per 21 CFR 600.3(bb) Container (referred to also as “final container”) is the immediate unit, bottle, vial, ampule, 
tube, or other receptacle containing the product as distributed for sale, barter, or exchange. 
3 Per 21 CFR 600.3(cc) Package means the immediate carton, receptacle, or wrapper, including all labeling matter 
therein and thereon, and the contents of the one or more enclosed containers. If no package, as defined in the 
preceding sentence, is used, the container shall be deemed to be the package.  Thus, this includes the carton, 
prescribing information, and patient labeling. 

(b) (4)
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Instructions for Use Pen (submitted August 1, 2024 
\\CDSESUB1\EVSPROD\bla761391\0035\m1\us\dcc-ai-ifu-text.doc)  

Container Labels  
Autoinjector (submitted August 1, 2024) 

 

(b) (4)

(b) (4)

3 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately 
following this page

















Vicky
Borders-Hemphill

Digitally signed by Vicky Borders-Hemphill
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Mamta
Kapoor-Bhushan

Digitally signed by Mamta Kapoor-Bhushan
Date: 12/05/2024 12:04:09PM
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Mamta Kapoor-Bhushan, Ph.D., Primary Assessor 
Jacek Cieslak, Ph.D., Application Technical Lead 
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Division of Product Quality Assessment XVI (DPQA XVI)  

(b) (4)
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OPQA III CMC Review Data Sheet 

 
1.  BLA#:  761391 
 
2.  Assessment Date: 07/30/2024 
 
3.  Primary Assessment Team: 

Discipline Assessor Branch/Division 

Drug substance (DS) Xiaoxiao Pan OPQ/OPQA III/DPQA XVI 

Drug product (DP), DS and 
DP release and stability 
specifications, and 
immunogenicity assays 

Mamta Kapoor-Bhushan 

 
OPQ/OPQA III/DPQA XVI 

Inspection of DS site Jacek Cieslak OPQ/OPQA III/DPQA XVI 
Labeling Vicky Borders-Hemphill OPQ/OPQA III 
DS Facilities/ Microbiology Liqun Zhao OPQ/OPMA/DPMA V 
DP Facilities/ Microbiology Bo Chi OPQ/OPMA/DPMA V 

Team Leads 
Jacek Cieslak  
Maxwell Van Tassell 
Zhong Li 

OPQ/OPQA III/DPQA XVI 
OPQ/OPMA/DPMA V 
OPQ/OPMA/DPMA V 

OPQ RBPM Anita Brown OPQ/OPRO/DRBPM II 
Application Technical Lead Jacek Cieslak OPQ/OPQA III/DPQA XVI 

 
Multidisciplinary Assessment Team: 

Discipline Assessor Office/Division 
RPM H. F. Van Horn, III  
Regulatory Chief Susan Rhee 

Division of Dermatology and 
Dentistry (DDD) 

Division Director Jill Lindstrom 
Cross-disciplinary Team 
Lead 

Snezana Trajkovic 

Medical (clinical) Officer Sena Lee 
Amy Woitach (CDTL) 

Pharm/Tox Jianyong (Jerry) Wang 
Barbara Hill (TL) 

Clinical Pharmacology Nisha Kwatra 
Chinmay Shukla (TL) 

Biometrics Daeyoung Lim 
Matthew Guerra (TL) 

DMEPA Lisa Huang, Madhuri Patel CDER/OSE/OMEPRM/DMEPA I 
OSI team  Stephanie Coquia 

Michele Fedowitz CDER/OC/OSI/DCCE/GCPAB 

 
4.  Major GRMP Deadlines:  
  Filing Meeting: January 24, 2024 

Mid-cycle internal meeting: May 14, 2024 
Mid-cycle Applicant meeting: June 03, 2024 
Late-cycle internal meeting: August 5, 2024 
Late-cycle Applicant meeting: August 29, 2024 
Secondary Review Due: September 24, 2024 
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Wrap-up Meeting: October 15, 2024 
PDUFA Action Date: December 13, 2024 
 

5.  Communications with Sponsor and OND:  
Refer to the drug substance assessment.        

 
6.  Submission Assessed:  

Submission (BLA 761390) Date Received Review Completed 
(Yes/No) 

SD#1/eCTD 0001 12/12/2023 Yes 
SD#29/eCTD 0028 (IR#1 response to DP) 05/28/2024 Yes 
SD#30/eCTD 0028 (OPMA IR#1 response) 06/05/2024 Yes 
SD#32/eCTD 0032 (OPMA IR response) 06/13/2024 Yes 
SD#33/eCTD 0033 (IR#2 response to DS and DP) 06/20/2024 Yes 
SD#39/eCTD 0039 (IR#3 response to DS and DP) 07/22/2024 Yes 
BLA 761391 
SD#42/eCTD 0041 (PMC- US shipping validation) 10/16/2024 Yes 

 
7.  Drug Product Name/Code/Type: 
 

a. Proprietary Name: Nemluvio 
b. Trade Name: Nemluvio 
c. Non-Proprietary Name/USAN: Nemolizumab-ilto 
d. CAS Name: 1476039-58-3 
e. Common Name: CIM331 
f. INN Name: Nemolizumab 
g. Compendial Name: N/A 
h. Chemical/Biological product name: Recombinant humanized anti-human interleukin-31 
receptor A (IL-31RA) monoclonal antibody targeting IL-31RA 
i. OBP systematic name: MAB HUMANIZED (IGG2) ANTI Q8NI17 (IL31R_HUMAN) [CIM331] 
j. Other names: CD14152 

 
8.  Pharmacological Category: interleukin-31 receptor antagonist 
 
9.  Dosage Form: Injection, lyophilized, for solution, supplied as 

• A single-dose dual chamber cartridge administered by auto-injection device, 

 
10.  Strength/Potency: 

(i): The concentration/strength of the Drug Product: 30 mg/0.49 mL (61.5 mg/mL after 
reconstitution) 
(ii): Type of potency assay(s): A cell-based assay to determine the potency of 
nemolizumab drug substance and drug product by blocking the binding of human 
interleukin-31 (hIL-31) to hIL-31 receptor (hIL-31R), which in turn inhibits the 
downstream signal transduction pathway of hIL-31R. 
 

11.  Route of Administration: Subcutaneous injection 
 

(b) (4)
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x Design of Experiments 
x Formal Risk Assessment/Risk Management 
x Multivariate Statistical Process Control 
 Process Analytical Technology 
 Expanded Change Protocol 

 
 
16.  Precedents: none 
 
17.  Administrative: signatures (end of this document) 
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   BLA  761391                                             Nemolizumab 

All excipients used in the DP formulation except Tris hydrochloride (Tris-HCL) are compendial (USP, NF, 
Ph. Eur.) ).  

Maximum dose: Based on Section 5.3.5.2. clinical protocol#RD.06.SIR.202699 for Phase 3 study, 
maximum dose for >90 kg patient is 2 x 30 mg =60 mg i.e., two AIs. One AI is required for usual dose. 
For target filling volume and proposed volume ranges in chamber 1 and chamber 2, refer to Section 
3.2.P.2.4 in this memo.  

Assessor’s comments: Nemolizumab DP is a dual chamber cartridge in an autoinjector (AI) wherein the 
cartridge consists of lyophilized drug powder (in chamber 1) and water for injection (in chamber 2). DP 
composition  mg/mL). Sufficient information on DP 
description and composition is provided. Note that for usual dose, only one AI is required. Also note that 
DP composition in DCC-AI (per cartridge . The applicant has been asked 
to justify the filling volumes in chamber 1 and chamber 2. 

3.2.P.2 Pharmaceutical Development  

3.2.P.2.1 Components of the Drug Product  

 3.2.P.2.1.1 Drug Substance (DS) and 3.2.P.2.1.2 Excipients:  

3.2.P.2.2 Drug Product 
(b) (4)

87 Page(s) have been Withheld in Full as b4 (CCI/TS) immediately 
following this page

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)




