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Override(s)

Prior Authorization
Quantity Limit

Medications

Quantity Limit

Copegus (ribavirin) oral tablets

Rebetol (ribavirin) oral solution

Rebetol (ribavirin) oral capsules

Ribasphere RibaPak (ribavirin) oral tablets

Ribasphere (ribavirin) oral tablets

Ribasphere (ribavirin) oral capsules

ribavirin (generic) oral capsules

ribavirin (generic) oral tablets

Moderiba (ribavirin) oral tablets

Moderiba (ribavirin) dosepack

May be subject to quantity limit

Approval Duration

Genotype (HCV mono-infected

or HCV/HIV-1 co-infected?)

Concomitant Hepatitis
C Agent/Regimen

Total Approval Duration of
Ribavirin Oral Agent

Genotypes 2 or 4 Daklinza + Sovaldi 12 weeks
Genotype 1 or 3 Daklinza + Sovaldi 12 or 24 weeks
Genotypes 1, 2, 3,4,5,0r 6 Epclusa 12 weeks
Genotype 1, 5 or 6 Harvoni 12 or 24 weeks
Genotype 4 Harvoni 12 weeks
Genotype 1 or 4 Olysio + PEG-IFN 12 weeks
Genotypes 1, 2, 3,4, 5, 0r 6 PEG-IFN 24 or 48 weeks
Genotypes 1 or 3 Sovaldi 24 or 48 weeks
Genotype 2 Sovaldi 12 or 48 weeks
Genotype 1 Sovaldi + Olysio 12 or 24 weeks
Genotypes 1 or 4 Sovaldi + PEG-IFN 12 weeks
Genotype 4 Technivie 12 weeks
Genotype 1 Viekira Pak/XR 12 or 24 weeks
Genotype 1 Zepatier 12 or 16 weeks
Genotype 4 Zepatier 16 weeks
Genotype 3 Zepatier + Sovaldi 12 or 16 weeks
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APPROVAL CRITERIA

Requests for ribavirin oral agents (Copegus, Moderiba, Rebetol, Ribasphere or generic ribavirin)
may be approved when the following criteria are met:

I. Individual has a diagnosis of Chronic Hepatitis C (CHC) infection®; AND

II. One of the following;

A. Individual is requesting Rebetol capsules/oral solution, Ribasphere capsules, or
generic ribavirin capsules, and is 3 years of age or older; OR

B. Individual is requesting Copegus, Moderiba, Ribasphere tablets, or generic
ribavirin tablets and is 5 years of age or older;

AND
[ll. Individual will use in combination with one of the following agents/regimens:
A. As dual therapy with one of the following:

OR

1.
2.
3.

No ok

A pegylated or non-pegylated interferon; OR

Sovaldi (sofosbuvir); OR

Ombitasvir+ paritaprevir + ritonavir + dasabuvir) agents (Viekira Pak,
Viekira XR); OR

Technivie (ombitasvir/paritaprevir/ritonavir); OR

Harvoni (ledipasvir/sofosbuvir) (Label, AASLD/IDSA 2016); OR
Zepatier (grazoprevir/elbasvir);OR

Epclusa (sofosbuvir/velpatasvir);

B. As triple therapy with one of the following:

1.

2.
3.

4.
5.

Daklinza (daclatasvir) and Sovaldi (sofosbuvir) (Label, AASLD/IDSA
2016); OR

Sovaldi (sofosbuvir) and Olysio (simeprevir) (AASLD/IDSA 2016); OR

A peginterferon and a serine protease inhibitor (Incivek, Victrelis,

Olysio); OR

A peginterferon and Sovaldi (sofosbuvir); OR

Zepatier (elbasvir/grazoprevir) and Sovaldi (sofosbuvir) (AASLD/IDSA
2017).

Ribavirin oral agents (ribavirin, Copegus, Moderiba, Rebetol, Ribasphere) may not be approved

for the following:

I. Individual has been diagnosed with a hemoglobinopathy (such as thalassemia major or
sickle-cell anemia); OR
[I.  Using concomitantly with didanosine; OR
[ll.  Individual has a creatinine clearance less than 50 mL/min and is requesting Rebetol
capsules/oral solution, generic ribavirin capsules, or Ribasphere capsules.
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aRibavirin may be used in individuals who are co-infected with HIV-1 (AASLD/IDSA 2015).
Concurrent use with all antiretroviral therapy is allowable with the exception of didanosine.

b Ribavirin has black box warnings for risk of serious disorders and ribavirin-associated effects.
Hemolytic anemia related to ribavirin therapy can result in worsening of cardiac disease.
Individuals with a history of significant or unstable cardiac disease should not be treated with
ribavirin. Also, because of the significant teratogenic and embryocidal effects of ribavirin,
therapy is contraindicated in women who are pregnant and in male partners of women who are
pregnant. Extreme care must be taken to prevent pregnancy both during the duration of
therapy and for 6 months after completion of treatment in both female individuals as well as
female partners of male individuals. Ribavirin monotherapy is not effective in the treatment of
chronic hepatitis C virus infection and should not be used alone for this indication.

State Specific Mandates

State Date

name | effective Mandate details (including specific bill if applicable)

Criteria in compliance with California Department of Health Care
CA 8/24/2015 | Service mandate “Treatment Policy for the Management of Chronic
Hepatitis C”
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