
 

 

Pretomanid PA Policy 3195-A 01-2023  ©2023 CVS Caremark. All rights reserved. 
 

This document contains confidential and proprietary information of CVS Caremark and cannot be reproduced, distributed or printed without written 
permission from CVS Caremark. This document contains references to brand-name prescription drugs that are trademarks or registered trademarks of 
pharmaceutical manufacturers not affiliated with CVS Caremark. 

1 
 

 

PRIOR AUTHORIZATION CRITERIA 
BRAND NAME  
(generic)  (pretomanid) 
   
Status:  CVS Caremark Criteria  
Type: Initial Prior Authorization     

 
POLICY 
 
FDA-APPROVED INDICATIONS   
Limited Population: Pretomanid Tablet is indicated, as part of a combination regimen with bedaquiline and 
linezolid for the treatment of adults with pulmonary tuberculosis (TB) resistant to isoniazid, rifamycins, a 
fluoroquinolone and a second line injectable antibacterial drug OR adults with pulmonary TB resistant to 
isoniazid and rifampin, who are treatment-intolerant or nonresponsive to standard therapy. Approval of this 
indication is based on limited clinical safety and efficacy data. This drug is indicated for use in a limited and 
specific population of patients. 
 
Limitations of Use: 
• Pretomanid Tablets are not indicated in patients with: 

o Drug-sensitive (DS) TB 
o Latent infection due to Mycobacterium tuberculosis. 
o Extra-pulmonary infection due to Mycobacterium tuberculosis. 
o TB resistant to isoniazid and rifampin who are responsive to standard therapy and not treatment intolerant. 
o TB with known resistance to any component of the combination. 

• Safety and effectiveness of Pretomanid Tablets have not been established for its use in combination with drugs other 
than bedaquiline and linezolid as part of the recommended dosing regimen 
 
 
COVERAGE CRITERIA 
The requested drug will be covered with prior authorization when the following criteria are met: 

• The requested drug is being prescribed for pulmonary tuberculosis (TB) resistant to isoniazid, rifamycins, a 
fluoroquinolone and a second line injectable antibacterial drug OR TB resistant to isoniazid and rifampin, that is 
treatment-intolerant or nonresponsive to standard therapy 

 AND 
• The requested drug will be prescribed as part of a combination regimen with both Sirturo (bedaquiline) and Zyvox 

(linezolid) 
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