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Drug/Drug Class: Hepatitis C Agents PDL Edit
First Implementation Date: October 2, 2014
Proposed Date: April 14, 2026
Prepared For: MO HealthNet	
Prepared By: MO HealthNet and Conduent	
Criteria Status: Existing Criteria

Executive Summary 
Purpose: 
The MO HealthNet Pharmacy Program will implement a state-specific preferred drug list.  
	
Why Issue Selected:
Hepatitis C (HCV) infection has recently been referred to as a “Silent Epidemic” because it usually progresses slowly over many years. HCV is the most common cause of chronic liver disease in the United States. Many people who are infected are not aware of any noticeable symptoms for as long as 10 to 20 years after they are infected.  Often by the time symptoms appear, the virus has already begun to damage the liver. Approximately 5-30% of chronically infected individuals develop cirrhosis 20-30 years after exposure. HCV is a blood-borne virus spread through the blood or blood products.  Common routes of infections include blood transfusions, needle stick accidents, recreational drug use, tattooing, body piercing, and unprotected sexual activity. The goals of hepatitis C therapy are to clear the virus from the blood and slow the progression of the disease, preventing further liver damage. Currently no vaccine is available to prevent people from getting this disease. There has been a steady and significant increase in new HCV infections over the previous 10 years, which has been attributed to an increase in needle sharing due to the opioid epidemic. However, the CDC reported in 2022 that there were 67,400 estimated acute Hepatitis C infections. This corresponded to the first decline in cases of hepatitis C infections in over a decade.

In July 2021, MO HealthNet partnered with AbbVie Inc. for Project HepCure, an initiative to jump-start the elimination of HCV in Missouri. This partnership has allowed MO HealthNet to remove the prior authorization requirement for Mavyret and ensure access for all MO HealthNet participants infected with HCV. This partnership was renewed in 2024 for three additional years. 

In June 2025, the FDA expanded the approved indications for Mavyret to include acute hepatitis C infection, in addition to its existing indication for chronic hepatitis C. Mavyret becomes the first direct-acting antiviral agent approved for treatment of acute hepatitis C.

Total program savings for the PDL classes will be regularly reviewed.

Preferred Agents:
· Mavyret®

Non-Preferred Agents:
· Epclusa®
· Harvoni®
· Ledipasvir-Sofosbuvir
· Sofosbuvir-Velpatasvir
· Sovaldi®
· Vosevi®
· Zepatier®
Setting & Population 
Drug class for review: Hepatitis C Agents
Age range: All appropriate MO HealthNet participants aged 3 years or older

Approval Criteria
Mavyret tablets
· No Prior Authorization is required.

Mavyret pellets
· Must meet one of the following:
· Participant aged 3 to 11 years; OR
· Documented inability to swallow tablets.

All other HCV DAA treatments require Prior Authorization and Clinical Consultant Review
Initial Therapy:
· Must meet all of the following:
· Documentation for why Mavyret cannot be utilized for the participant;
· Documented diagnosis of hepatitis C (HCV) in the past year;
· Documented baseline viral load; AND
· Documented fibrosis score (fibrosis score of F4 also requires a Child-Pugh score to be submitted)
· Additional approval criteria for Vosevi – must meet all of the following:
· Participant aged 18 years or older; AND
· Prescribing provider confirmed therapy is for retreatment (note: retreatment is at the discretion of MO HealthNet)
· Additional approval criteria for Zepatier – must meet all of the following:
· Participant meets age or weight requirements:
· Participant aged 12 years or older; OR 
· Participant weighs 30 kg or greater; AND
· For genotype 1a: NS5A RAV polymorphism test results submitted

Continuation of Therapy:
· Viral load must be submitted upon completion of treatment for non-preferred products and 12 weeks post treatment. FAILURE TO SUBMIT THESE LAB REPORTS OR IN A TIMELY FASHION MAY RESULT IN DENIAL OF RE-TREATMENT SHOULD THAT SITUATION ARISE.
· Occasionally duration of treatment of 24 weeks is necessary, a viral load must be obtained and submitted at week 10 of treatment with any results of > 25 International Units resulting in possible discontinuance of treatment.  Not submitting this viral load in a timely fashion may result in the participant having difficulty getting medication to begin week 13 of treatment.
· Retreatment is at the discretion of MO HealthNet.

MO HealthNet uses three resources for drug interaction information, Facts and Comparisons, Micromedex, and University of Liverpool Hepatitis C Drug Interaction tool.  Provider resources other than the three listed will not supersede MO HealthNet’s resources.

Denial Criteria
Therapy will deny with presence of one of the following:
· Any approval criteria are not met;
· Greater than a 14 day gap between prior claim and incoming claim with a 168 day look back (excluding claims for Mavyret); OR
· Claim exceeds maximum dosing limitation for the following:
	Drug Description
	Generic Equivalent
	Max Dosing Limits

	EPCLUSA 200 MG-50 MG TABLET
	SOFOSBUVIR/VELPATASVIR
	28 tablets for 28 days

	EPCLUSA 400 MG-100 MG TABLET
	SOFOSBUVIR/VELPATASVIR
	28 tablets for 28 days

	EPCLUSA 150-37.5 MG PELLET PKT
	SOFOSBUVIR AND VELPATASVIR
	28 tablets for 28 days

	EPCLUSA 200-50 MG PELLET PACK
	SOFOSBUVIR AND VELPATASVIR
	28 tablets for 28 days

	HARVONI 33.75-150 MG PELLET PK
	LEDIPASVIR/SOFOSBUVIR
	28 packets for 28 days

	HARVONI 45-200 MG PELLET PK
	LEDIPASVIR/SOFOSBUVIR
	28 packets for 28 days

	HARVONI 45-200 MG TABLET
	LEDIPASVIR/SOFOSBUVIR
	28 tablets for 28 days

	HARVONI 90-400 MG 
	LEDIPASVIR AND SOFOSBUVIR
	28 tablets for 28 days

	SOVALDI 150 MG PELLET PACKET
	SOFOSBUVIR
	28 packets for 28 days

	SOVALDI 200 MG PELLET PACKET
	SOFOSBUVIR
	28 packets for 28 days

	SOVALDI 200 MG TABLET
	SOFOSBUVIR
	28 tablets for 28 days

	SOVALDI 400 MG
	SOFOSBUVIR
	28 tablets for 28 days

	VOSEVI 400-100-100 MG TABLET
	SOFOSBUVIR/VELPATAS/ VOXILAPREV
	28 tablets for 28 days

	ZEPATIER 50-100 MG TABLET
	ELBASVIR/ GRAZOPREVIR
	28 tablets for 28 days
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