
 
 

PHARMACY POLICY STATEMENT 
Marketplace 

 
DRUG NAME Sovaldi (sofosbuvir) 
BILLING CODE Must use valid NDC code 
BENEFIT TYPE Pharmacy 
SITE OF SERVICE ALLOWED Home 
STATUS Prior Authorization Required 

 
Sovaldi is a hepatitis C virus (HCV) nucleotide analog NS5B polymerase inhibitor initially approved by the 
FDA in 2013. It is indicated for the treatment of adult patients with genotype 1, 2, 3 or 4 chronic HCV infection 
as well as pediatric patients 3 years of age and older with genotype 2 or 3 chronic HCV infection.  
 
Sovaldi (sofosbuvir) will be considered for coverage when the following criteria are 
met: 

 
Hepatitis C 
For initial authorization: 
1. Member must be 3 years of age or older;  
2. Must have one of one of the following: 

a) Adult patient aged 18 and older: Member is treatment-naïve or treatment-experienced with 
genotype 1,2,3 or 4 chronic HCV infection without cirrhosis or with compensated cirrhosis 
(laboratory documentation required); OR 

b) Pediatric patient aged 3 and older: Member is treatment-naïve or treatment-experienced with 
genotype 2 or 3 chronic HCV infection without cirrhosis or with compensated (laboratory 
documentation required); 

3. Medication must be prescribed by a board certified hepatologist, gastroenterologist, infectious disease 
specialist or a nurse practitioner working with the above specialists; AND 

4. Member’s documented viral load taken within 6 months of beginning therapy and submitted with chart 
notes; AND 

5. Member must have tried and failed course of treatment with sofosbuvir/velpatasvir (generic for 
Epclusa) and with Mavyret (Dates and HCV RNA values must be documented in chart notes);  

6. Member does not 



 
 
Note: Member’s life expectancy must be no less than one year due to non-liver related comorbidities. 

If all the above requirements are met , the medication will be approved for 12-24 weeks, see 
Appendix below . For adults with hepatocellular carcinoma awaiting liver transplant, may take 
Sovaldi for up to 48 weeks or until liver transplant, whichever comes first. 
 
For reauthorization: 
1. Sovaldi will not be reauthorized for continued therapy. 

 
 

CareSource considers Sovaldi (sofosbuvir) not medically necessary for the 
treatment of conditions that are not listed in this document. For any other 
indication, please refer to the Off-Label policy. 
 

DATE ACTION/DESCRIPTION 
05/09/2017 New policy for Sovaldi created. Criteria coverage was adjusted for age, alternative 

products were indicated. Hep B test requirement was added. Drug and alcohol 
screens for 3 consecutive months required for all regardless of abuse history. 
Evidence of liver fibrosis exceptions was expanded. Reauthorization requirement of 2 
�F�R�Q�V�H�F�X�W�L�Y�H���Y�D�O�X�H�V���R�I���+�&�9���5�1�$���•�������,�8���S�H�U���P�/���G�X�U�L�Q�J���W�K�H���S�R�V�W-treatment period and 
documented reason of treatment failure were added.     
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Appendix I. Treatment Duration for Adults 

Genotype Adult Patient Population Regimen and Duration 
Genotype 1 or 4 Treatment-naïve and treatment-experienced 

without cirrhosis or with compensated cirrhosis 
(Child-Pugh A) 

Sovaldi + peginterferon alfa + ribavirin 
12 weeks 

Genotype 2 Treatment-naïve and treatment-experienced 
without cirrhosis or with compensated cirrhosis 
(Child-Pugh A) 

Sovaldi + ribavirin 
12 weeks 

Genotype 3 Treatment-naïve and treatment-experienced 
without cirrhosis or with compensated cirrhosis 
(Child-Pugh A) 
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