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LABELS AND LABELING ASSESSMENT 
 

Date of Assessment: December 12, 2025 

Assessor: Diana Pei, PharmD 
Labeling Assessor 
Office of Product Quality Assessment III (OPQA III) 

Through: Alexander Sohr, PhD 
Product Quality Assessor 
OPQA III/Division of Product Quality Assessment XIV 

Application: BLA 761458 

Applicant: GlaxoSmithKline LLC  

Submission Date: December 13, 2024 

Product: EXDENSUR (depemokimab-ulaa) 

Dosage form(s): Injection 

Strength and 
Container-Closure: 

100 mg/mL single-dose pre-filled pen  
100 mg/mL single-dose pre-filled syringe with needle guard  

Purpose of 
assessment: 

The Applicant submitted a biologics license application to seek 
approval of EXDENSUR (depemokimab-ulaa) indicated for add-on 
maintenance treatment of severe asthma characterized by an 
eosinophilic phenotype in adult and pediatric patients aged 12 years 
and older.  

Recommendations: The prescribing information, patient labeling, container labels, and 
carton labeling are acceptable from an OPQA III Labeling 
perspective. 
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BLA Executive Summary 
Assessment Date: December 1, 2025 

 
1. Application/Product Information  
BLA number 761458 
Submission Type Original Submission 
Regulatory Pathway 351(a) 
Associated IND/BLA IND 146742 
Review Designation Standard 
Applicant GlaxoSmithKline LLC 
Indication EXDENSUR (depemokimab) is proposed for the 

following : 
1. Treatment of asthma  

Rx/OTC dispensed Rx 
Drug Product Name Proprietary Name: EXDENSUR 

Non-proprietary Name/Code Name: depemokimab 
OPQA III Naming: MAB HUMANIZED (IGG1) ANTI 
P05113 (IL5_HUMAN) [GSK3511294] 

Drug Product 
Description 

The proposed depemokimab DP strength and presentation is 
100 mg/mL in a pre-filled syringe (PFS) filled to 1 mL that is 
housed in an autoinjector (AI) or safety syringe device (SSD) 
that deliver 100 mg of depemokimab subcutaneously. 
Depemokimab DP is formulated as 100 mg/mL 
depemokimab, mM histidine/ L-histidine HCl 
monohydrate, 40 mM arginine HCl, 180 mM trehalose 
dihydrate,  mM disodium edetate  and 
0.02% (w/v) polysorbate 80 (PS80) at pH 6.0 in water for 
injection. Depemokimab DP is stored at 2-8°C, protected 
from light. 

Reference ID: 5703719
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OPQ Issued Consults CDRH: 
ICCR# 01042516 for the device constituent SSD or AI 
ICCR# 01043001 for the facilities responsible for 
device assembly 

 
 

EC Team: 
Yan Wang (OPQAIII Q12 AIT) 
Mahesh Ramanadham (OPPQ ECCC Representative) 

 
2. Recommendation and Conclusion on Approvability 

Recommendation: Approval with PMCs/PMRs 
 
The Office of Pharmaceutical Quality, CDER, recommends approval of BLA 
761458 for EXDENSUR manufactured by GlaxoSmithKline LLC.  The data 
submitted in this application are adequate to support the conclusion that the 
manufacture of EXDENSUR 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. 
 

3. CMC Information for Action Letter 
a. Manufacturing Location: 

• Drug Substance: GlaxoSmithKline LLC, Conshohocken, PA (FEI: 
3004055938) 

• Drug Product: Glaxo Operations UK Ltd, Barnard Castle, UK (FEI: 
3002807078) 

b. Fill size and dosage form: The proposed depemokimab DP strength and 
presentation is 100 mg/mL in a pre-filled syringe (PFS) filled to 1 mL that is housed 
in an autoinjector (AI) or safety syringe device (SSD) that deliver 100 mg of 
depemokimab subcutaneously. 

c. Dating Period:  
• Drug Product: 24 months when stored at 2 to 8°C with an allowance for 

one week at room temperature not to exceed 30°C, protected from light. 
• Drug Substance: months when stored 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 

Reference ID: 5703719
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dating of your drug substance and drug product under 21 
CFR 601.12. 

d. Exempt from lot release:  
• Yes 
• Rationale, if exempted: EXDENSUR 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 

 
4920-4 
Qualification of a new Working Reference Standard. 
Final Report Submission date: 12/2026, Annual Report 
 
4920-5 
Conduct an additional bacterial retention study, including differential pressure 
monitoring and submit the final report in a CBE-30 supplement. 
Final Report Submission date: 02/2026 
 
4920-6 
Repeat the CCIT validation for AI and SSD by dye ingress, revise the acceptance 
criteria  as expected and 
submit the final report in a CBE-0 supplement. 
Final Report Submission date: 01/2026 
 
 

4. Basis for Recommendation 
a. Summary: EXDENSUR (depemokimab, GSK3511294) is a recombinant 

 humanized IgG1κ monoclonal antibody specific for human 
interleukin-5 (IL-5) that is produced in Chinese Hamster Ovary (CHO) cells. 
IL-5 is a cytokine that increases Type 2 inflammation, which is an important 
component in the pathogenesis of asthma . IL-5 interaction with 
the interleukin-5 receptor (IL-5Rα) on eosinophils leads to expansion and 
differentiation of eosinophils in the bone marrow, and recruitment, activation, 
and survival of eosinophils in the tissue space. Additional cell types that 
express IL-5Rα including mast cells, plasma cells, epithelial cells, and 
fibroblasts are also involved in inflammation.  
 
Depemokimab binds IL-5, thereby inhibiting its bioactivity and the resultant 
IL-5-mediated inflammatory response. The potency of EXDENSUR is assessed 
using a surface-plasmon resonance (SPR) binding assay specific for IL-5 for 
both the DS and DP release and stability testing and a cell-based IL-5 

Reference ID: 5703719
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antibodies (ADAs) against depemokimab in the clinical studies to support this 
BLA were adequately validated and suitable for their intended purpose. 
 

a. Subdiscipline Recommendation: 
Drug Substance   - Adequate with PMCs/PMRs 
Drug Product   - Adequate 
Immunogenicity Assay - Adequate 
Facilities   - Adequate 
Microbiology   - Adequate with PMCs/PMRs 

 
b. Environmental Assessment (EA):   

Categorical exclusion is claimed by the applicant and deemed acceptable. 
 

c. Potency Assessment for Labeling: 
As an initial matter, we determined that no U.S. standard of potency has 
been prescribed for EXDENSUR(depemokimab) (i.e., there is no specific test 
method described in regulation for EXDENSUR(depemokimab) that 
establishes an official standard of potency).  We next considered whether 
potency is a factor for EXDENSUR(depemokimab) within the meaning of 21 
CFR 610.61(r), which requires a statement about potency on the package 
(carton) label if “potency is a factor” and “no U.S. standard of potency has 
been prescribed.”  We have determined that potency is not a factor for 
EXDENSUR(depemokimab) for purposes of § 610.61(r) because lot variability 
is not a concern for EXDENSUR(depemokimab) as 
EXDENSUR(depemokimab)’s manufacturing process is appropriately 
controlled to ensure the consistency and quality of the final product.   
  

5. Life-Cycle Considerations  
a. Established Conditions based on ICH Q12 principles: No 

 
b. Drug Substance: 

i. Protocols approved: 
•
•

•

•
•
•

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

Reference ID: 5703719
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c. Drug Product: 

i. Protocols approved: 
• Drug product Annual Stability Protocol (with shelf-life extension) 
• Container Closure Integrity Testing (CCIT) validation protocol using a 

dye immersion method 
ii. Residual risk: 

• Refer to Section 4.a of the memo for residual risks related to an 
additional bacterial retention study and the CCIT validation for AI and 
SSD by dye ingress 

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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