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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable 

Tibsovo® (ivosidenib) 

Medical Benefit  Effective: 7/1/22 

Pharmacy- Formulary 1 x Next Review: 3/23 

Pharmacy- Formulary 2 x Date of Origin: 9/18 

Pharmacy- Formulary 3/Exclusive x Review Dates: 9/18, 3/19, 3/20, 3/21, 4/22 

Pharmacy- Formulary 4/AON x 

 

I. Medication Description 

 

Tibsovo® (ivosidenib) is a small molecule inhibitor that targets the mutant isocitrate dehydrogenase 1 (IDH1) 

enzyme. Susceptible IDH1 mutations are defined as those leading to increased levels of 2-hydroxyglutarate (2-

HG) in the leukemia cells and where efficacy is predicted by 1) clinically meaningful remissions with the 

recommended dose of ivosidenib and/or 2) inhibition of mutant IDH1 enzymatic activity at concentrations of 

ivosidenib sustainable at the recommended dosage according to validated methods. The most common of such 

mutations are R132H and R132C substitutions. 

 

Ivosidenib was shown to inhibit selected IDH1 R132 mutants at much lower concentrations than wild-type IDH1 

in vitro. Inhibition of the mutant IDH1 enzyme by ivosidenib led to decreased 2HG levels and induced myeloid 

differentiation in vitro and in vivo in mouse xenograft models of IDH1-mutated AML. In blood samples from 

patients with AML with mutated IDH1, ivosidenib decreased 2-HG levels ex-vivo, reduced blast counts, and 

increased percentages of mature myeloid cells. 

 

II. Position Statement 

 

Coverage is determined through a prior authorization process with supporting clinical documentation for every 

request.  

 

III. Policy 

 

 Coverage of Tibsovo is provided when the following criteria have been met: 

• Member is at least 18 years of age AND 

• The medication is prescribed by a hematologist/oncologist AND  

• Member has a documented IDH1 mutation AND 

• The requested use is supported by the National Comprehensive Cancer Network (NCCN) Clinical Practice 
Guidelines (NCCN Guidelines®) and/or NCCN Drugs & Biologics Compendium (NCCN Compendium®) with 
a recommendation of category level 1 or 2A.  

IV. Quantity Limitations 

 

Coverage is provided for 60 tablets per each 30 days. 
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V. Coverage Duration 

 

Coverage is available for 6 months and may be renewed.  

 

VI. Coverage Renewal Criteria 

 

 Coverage can be renewed based upon the following criteria: 

• Stabilization of disease or in absence of disease progression AND 

• Absence of unacceptable toxicity from the drug. 
 
VII. Billing/Coding Information 

 

 Tibsovo is available as 250mg oral tablets. 

 

VIII. Summary of Policy Changes 

  

• 11/1/18: new policy 

• 3/28/19: no policy changes 

• 5/1/20: no policy changes 

• 5/28/21: clarified that the IDH1 mutation requirement is for all supported diagnoses (not just AML) 

• 7/1/22: no policy changes 
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The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 

reviews to assess the medical appropriateness of the above-referenced therapies.  

The preceding policy applies only to members for whom the above named pharmacy benefit medications are included on their covered formulary. Members with 

closed formulary benefits are subject to trying all appropriate formulary alternatives before a coverage exception for a non-formulary medication will be considered. 

The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 

https://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=pubmed&dopt=Abstract&list_uids=29860938

