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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable 

Rydapt ® (midostaurin) 

Medical Benefit  Effective: 8/1/22 

Pharmacy- Formulary 1 x Next Review: 9/23 

Pharmacy- Formulary 2 x Date of Origin: 7/17 

Pharmacy- Formulary 3/Exclusive x Review Dates: 7/17, 9/17, 9/18, 9/19, 9/20, 9/21, 6/22 

Pharmacy- Formulary 4/AON x 

 

I. Medication Description 

 

Rydapt (midostaurin) is a small molecule that inhibits multiple receptor tyrosine kinases. In vitro biochemical or 

cellular assays have shown that midostaurin or its major human active metabolites CGP62221 and CGP52421 

inhibit the activity of wild type FLT3, FLT3 mutant kinases (ITD and TKD), KIT (wild type and D816V mutant), 

PDGFRα/β, VEGFR2, as well as members of the serine/threonine kinase PKC (protein kinase C) family. 

Midostaurin demonstrated the ability to inhibit FLT3 receptor signaling and cell proliferation, and it induced 

apoptosis in leukemic cells expressing ITD and TKD mutant FLT3 receptors or overexpressing wild type FLT3 and 

PDGF receptors. Midostaurin also demonstrated the ability to inhibit KIT signaling, cell proliferation and 

histamine release and induce apoptosis in mast cells. 

 

II. Position Statement 

 

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

request.  

 

III. Policy 

  

Coverage of Rydapt is available when the following criteria are met: 

• Member is at least 18 years of age AND 

• The medication is prescribed by a hematologist/oncologist or a provider who specializes in the condition 

being treated AND 

• The medication is being used for one of the following: 

o Aggressive systemic mastocytosis, systemic mastocytosis with associated hematological 

neoplasm, or mast cell leukemia OR 

o Newly diagnosed FLT3 mutation-positive acute myelogenous leukemia (AML), where 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 AND 

• Required documentation is provided: Initial request should include current progress notes or 

consultation report from specialist, detailing diagnosis, treatment history, pertinent laboratory results, 

evidence of “C” findings or mast cell leukemia features (where applicable). 
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IV. Quantity Limitations 

  

 Coverage is available according to diagnosis: 

• For the treatment of aggressive systemic mastocytosis, systemic mastocytosis with associated 

hematological neoplasm, or mast cell leukemia: up to 240 capsules per each 30 days 

• For the treatment of acute myelogenous leukemia (AML):  up to 56 capsules per each 28 days. 

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 

  

 Rydapt is available as 25 mg capsules. 

 

VIII. Summary of Policy Changes 

  

• 7/1/17: new policy 

• 10/16/17: no policy changes 

• 11/1/18: no policy changes 

• 11/15/19: no policy changes 

• 1/1/21: no policy changes 

• 11/29/21: no policy changes 

• 8/1/22: 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 is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 


