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Intent:

The intent of this policy/guideline is to provide information to the prescribing practitioner
outlining the coverage criteria for Hepcludex under the patient’s prescription drug benefit.

Description:

FDA-approved Indications
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.

Applicable Drug List:
Hepcludex

Policy/Guideline:

Prescriber Specialties

This medication must be prescribed by or in consultation with a provider experienced in the
management of hepatitis D virus infection.

Coverage Criteria

Chronic Hepatitis Delta Virus (HDV) Infection
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:

o A positive serum anti-HDV antibody result.

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

months.

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



vaetna

AETNA BETTER HEALTH®
Coverage Policy/Guideline
Name: Hepcludex Page: 20f2
Effective Date: 8/28/2026 Last Review Date: 7/13/2026
Applies to: Illin(?is . New Jersey. . I\/!ar.yl‘.and

Florida Kids Pennsylvania Kids LIVirginia

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).

Approval Duration and Quantity Restrictions:

Initial and Renewal Approval: 12 months

Quantity Level Limit: 8.5mg single dose vial — 30 vials per 30 days
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