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BLA Executive Summary
Assessment Date: July 6,2023

1. Application/Product Information 
BLA number BLA 761328

Submission Type Original Submission

Regulatory Pathway NME 351(a)

Associated IND/BLA IND 118524

Review Designation Standard Review (with early decision)

Applicant AstraZeneca AB

Indication Respiratory syncytial virus (RSV) infection

Rx/OTC dispensed Rx

Drug Product Name Proprietary Name: Beyfortus 

Non-proprietary Name/Code Name: nirsevimab-alip 

OBP Naming: MAB HUMAN (IGG1) ANTI P03420 
(FUS_HRSVA) [MEDI8897]    

Drug Product 
Description

Nirsevimab is supplied as a sterile, preservative-free, 
liquid form in a single-dose pre-filled syringe (PFS) 
formulated as 100 mg/mL nirsevimab in  mM L-
histidine/L-histidine hydrochloride monohydrate,  mM 
L-arginine hydrochloride,  mM sucrose, 0.02% (w/v) 
polysorbate 80, pH 6.0.

Nirsevimab is a human IgG1 κ monoclonal antibody with 
a YTE mutation in the Fc domain (to extend serum half-
life), which binds specifically to the pre-fusion 
conformation of the respiratory syncytial virus (RSV) 
fusion (F) protein to prevent the infection of human 
cells by RSV.

Dosage Form Solution for injection
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Strength 50 mg/0.5 mL and 100 mg/1 mL

Route of 
Administration

Intramuscular injection

Primary Container 
Closure System

Pre-filled syringe

Device Information N/A

Co-packaged 
Product Information

N/A

Discipline Primary Secondary

Drug substance Deborah Schmiel Anshu Rastogi

Drug product Deborah Schmiel Anshu Rastogi

Immunogenicity 
Assay 

Deborah Schmiel Anshu Rastogi

Facility Wendy Tan Zhong Li

Microbiology Wendy Tan Maxwell Van 
Tassel

RBPM Andrew Shiber

OPQ Review Team

ATL Anshu Rastogi

OPQ Issued Consults None

2. Recommendation and Conclusion on Approvability
Recommendation: Approval with PMCs/PMRs

The Office of Pharmaceutical Quality, CDER, recommends approval of BLA 
761328 for Beyfortus manufactured by AstraZeneca AB.  The data submitted in 
this application are adequate to support the conclusion that the manufacture of 
Beyfortus is well-controlled and leads to a product that is pure and potent. It is 
recommended that this product be approved for human use under conditions 
specified in the package insert.
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7. Drug Substance Post-Approval Stability Testing Commitment
8. Comparability Protocol - Drug Substance Manufacturing 

Scale Increase
ii. Residual risk: None
iii. Future inspection points to consider:  None

c. Drug Product:
i. Protocols approved:

1. Drug Product Stability Tests and Testing Intervals (Shelf-life 
Extension Protocol)

2. Drug Product Post-Approval Stability Testing Commitment
ii. Residual risk: None
iii. Future inspection points to consider: None

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: July 6, 2023 

Assessor: Scott Dallas, RPh  
Labeling Assessor 
Office of Biotechnology Products (OBP) 

Through: Deborah Schmiel, PhD 
Product Quality Assessor 
OBP/Division of Biotechnology Review and Research 1 

Application: BLA 761328 

Applicant: AstraZeneca AB 

Submission Date: September 26, 2022  

Product: BEYFORTUS (nirsevimab-alip) 

Dosage form(s): injection 

Strength and 
Container-Closure: 

50 mg/0.5 mL in a single-dose prefilled syringe, and  
100 mg/1 mL in a single-dose prefilled syringe 

Purpose of 
assessment: 

The Applicant submitted a biologics license application for the 
prevention of Respiratory Syncytial Virus (RSV) lower respiratory tract 
disease in: 
• Neonates and infants born during or entering their first RSV season.  
• Children up to 24 months of age who remain vulnerable to severe 
RSV disease through their second RSV season.  

Recommendations: The prescribing information, patient information, container labels, 
and carton labeling are acceptable from an OBP labeling perspective. 
 

 
 

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 

 
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) 
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