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Reference number(s) 

7496-A 

Specialty Guideline Management 

Hepcludex 

Products Referenced by this Document 
Drugs that are listed in the following table include both brand and generic and all dosage forms and 

strengths unless otherwise stated. Over-the-counter (OTC) products are not included unless otherwise 

stated. 

Brand Name Generic Name 

Hepcludex bulevirtide-gmod 

Indications 
The indications below including FDA-approved indications and compendial uses are considered a covered 

benefit provided that all the approval criteria are met and the member has no exclusions to the prescribed 

therapy. 

FDA-approved Indications1 

Hepcludex is indicated for the treatment of chronic hepatitis delta virus (HDV) infection in adults without 

cirrhosis or with compensated cirrhosis. 

This indication is approved under accelerated approval based on a decrease in HDV RNA and alanine 

aminotransferase (ALT) normalization. An improvement in disease-related clinical outcomes has not been 

established. Continued approval for this indication may be contingent upon verification and description of 

clinical benefit in confirmatory trials. 

All other indications are considered experimental/investigational and not medically necessary. 

Prescriber Specialties 
This medication must be prescribed by or in consultation with a provider experienced in the management 

of hepatitis D virus infection. 
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Coverage Criteria 

Chronic Hepatitis Delta Virus (HDV) Infection1-5 

Authorization of 12 months may be granted for treatment of chronic HDV infection in adults without 

cirrhosis or with compensated cirrhosis when all of the following criteria are met: 

• Diagnosis of chronic HDV infection is confirmed by all of the following criteria: 

▪ A positive serum anti-HDV antibody result. 

▪ A positive polymerase chain reaction (PCR) result for HDV RNA within the past 6 months. 

▪ The HDV infection has been present for greater than 6 months. 

• Member has a pretreatment elevated serum alanine aminotransferase (ALT) level. 

• No current or previous decompensated liver disease (e.g., coagulopathy, hepatic 

encephalopathy, ascites, esophageal varices hemorrhage). 

Continuation of Therapy 

Authorization of 12 months may be granted for continued treatment in members requesting 

reauthorization for chronic HDV infection who achieve or maintain positive clinical response (e.g., 

decreased HDV RNA level, alanine aminotransferase [ALT] normalization). 
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