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LABELS AND LABELING ASSESSMENT 
 

Date of Assessment: November 6, 2025 

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

Through: Dilip Devineni, PhD 
Product Quality Assessor 
OPQA III/Division of Product Quality Assessment XV 

Application: BLA 761434  

Applicant: Otsuka Pharmaceutical Company, Ltd.  
Tokyo, Japan  

Submission Date: March 28, 2025 

Product: sibeprenlimab-szsi  

Dosage form(s): Injection  

Strength and 
Container-Closure: 

400 mg/2 mL (200 mg/mL) in a single-dose prefilled syringe 

Purpose of 
assessment: 

The Applicant submitted a biologics license application for Agency 
assessment. 

Recommendations: The prescribing information, patient labeling, instructions for use 
(submitted on October 27, 2025), container labels (submitted on 
October 7, 2025), and carton labeling (submitted on September 24, 
2025) were assessed and found to be acceptable (see Appendix C) 
from an OPQA III Labeling perspective.  
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Materials Considered for this Label and Labeling Assessment 

Materials Assessed Appendix Section 

Proposed Labels and Labeling A 

Evaluation Tables B 

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 (see Appendix B). 
 
CONCLUSION 
The prescribing information, patient labeling, instructions for use (submitted on October 27, 
2025), container labels (submitted on October 7, 2025), and carton labeling (submitted on 
September 24, 2025) were assessed and found to be acceptable (see Appendix C) from an 
OPQA III Labeling perspective.  
 
APPENDICES 
Appendix A: Proposed Labeling  
Prescribing Information/Patient Information Labeling (submitted on March 28, 2025 
\\CDSESUB1\EVSPROD\bla761434\0001\m1\us\114-labeling\draft\labeling\draft-labeling-text-
clean.pdf) 
Instructions for Use (submitted on March 28, 2025 

\\CDSESUB1\EVSPROD\bla761434\0001\m1\us\114-labeling\draft\annotated\voyxact-pfs-ifu-

annotated-v11-10mar2025.pdf) 

Container Labels (submitted on March 28, 2025) 
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Carton Labeling (submitted on March 28, 2025) 

  

(b) (4)
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Carton Labeling (submitted on September 24, 2025) 

 
 
 

(b) (4)
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Department of Health and Human Services
Food and Drug Administration

Center for Drug Evaluation and Research
Office of Biotechnology Products

BLA Executive Summary
Assessment Date: 10/09/2025

1. Application/Product Information 
BLA number 761434

Submission Type Original Submission

Regulatory Pathway NME 351(a)

Associated IND/BLA IND 158899, IND 135282

Review Designation Priority Review

Applicant Otsuka Pharmaceutical Company, Ltd.

Indication Treatment of immunoglobulin A nephropathy (IgAN)

Rx/OTC dispensed Rx

Proprietary Name: VOYXACT

Non-proprietary Name/Code Name: sibeprenlimab-
szsi

Drug Product Name

OBP Naming: MAB HUMANIZED (IGG2) ANTI O75888 
(TNF13_HUMAN) [VIS649]

Drug Product 
Description

VOYXACT (sibeprenlimab-szsi) injection is a sterile, 
preservative-free, clear to opalescent, colorless to 
yellow solution, supplied in a single-dose prefilled 
syringe (PFS) designed to deliver 2.0 mL solution 
containing 400 mg sibeprenlimab-szsi in  mM L-
histidine,  mM sorbitol,  mM arginine,  mM 
glutamic acid, and % (w/v) polysorbate 80, with a 
pH of 6.2.

Sibeprenlimab-szsi is a humanized IgG2 monoclonal 
antibody that binds and blocks the biological actions of 
the cytokine A Proliferation Inducing Ligand (APRIL). 
The molecular weight is approximately 146 kDa. 

Reference ID: 5674385
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Department of Health and Human Services
Food and Drug Administration

Center for Drug Evaluation and Research
Office of Biotechnology Products

Sibeprenlimab-szsi is produced using recombinant DNA 
technology in Chinese hamster ovary (CHO) cells.

Dosage Form Solution, injection

Strength 400 mg/2 mL (200 mg/mL) solution in a single-dose 
PFS

Route of 
Administration

Subcutaneous (SC) injection

Primary Container 
Closure System

 clear  glass syringe  
 with 27G ½ inch 

stainless steel needle; closed with  rubber 
plunger stopper  

Device Information The PFS is further assembled with  
 plunger rod  

 finger flange 
 and  

 needle safety device  

Co-packaged 
Product Information

Not applicable

Discipline Primary Secondary

Drug Substance 
(DS) and Drug 
Product (DP)

Dilip Devineni Nailing Zhang

Immunogenicity 
Assay 

Davinna Ligons

Facility and 
Microbiology

Maria Gutierrez-
Hoffman  

Madushini 
Dharmasena

OPQ Review Team

RBPM Shazma Aftab RBPM

Reference ID: 5674385
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Food and Drug Administration

Center for Drug Evaluation and Research
Office of Biotechnology Products

• Drug Substance:  months at °C
• Stability Option: 

o For stability protocols:
▪ We have approved the stability protocol(s) in your license 

application for the purpose of extending the expiration 
dating of your drug substance and drug product under 21 
CFR 601.12.

d. Exempt from lot release: 
• Yes
• VOYXACT is exempted from lot release per FR 95-29960.

e. Draft Phase 4 (Post-Marketing) Commitments, Requirements, 
Agreements, and/or Risk Management Steps, as applicable

Three OPMA microbiology PMCs are listed below:

PMC 4907-2: Conduct a Low Endotoxin Recovery hold time study, with at 
least 3 batches of sibeprenlimab drug product, at temperatures that reflect 
the relevant temperatures of the drug product manufacturing process  

 for a duration greater than the proposed hold times during the 
manufacturing process.

Final Report Submission: 08/31/2026

PMC 4907-3: Implement and qualify bioburden testing, with appropriate 
limits

Final Report Submission: 08/31/2026

PMC 4907-4: Conduct bioburden method qualification for sibeprenlimab 
drug substance and associated in-process samples using two additional drug 
substance batches.

Final Report Submission: 12/31/2025

4. Basis for Recommendation
a. Summary:

VOYXACT (sibeprenlimab-szsi) is indicated for the treatment of 
immunoglobulin A nephropathy (IgAN). It is a humanized IgG2 monoclonal 
antibody that binds and blocks the biological actions of the cytokine A 
Proliferation Inducing Ligand (APRIL), preventing APRIL from engaging with 

Reference ID: 5674385
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