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Amvuttra® (vutrisiran) 
When requesting Amvuttra® (vutrisiran), the individual requiring treatment must be 
diagnosed with one of the following FDA-approved indications and meet the specific 
coverage guidelines and applicable safety criteria for the covered indication. 

FDA-Approved Indications 

Amvuttra is indicated for the treatment of: 
• the polyneuropathy of hereditary transthyretin-mediated amyloidosis in adults;
• the cardiomyopathy of wild-type or hereditary transthyretin-mediated amyloidosis

in adults to reduce cardiovascular mortality, cardiovascular hospitalizations and
urgent heart failure visits.

Coverage Guidelines 

Polyneuropathy of Hereditary Transthyretin-Mediated Amyloidosis 

The individual must meet all of the following criteria for approval:
• Is 18 years of age or older;
• Has a transthyretin pathogenic variant as confirmed by genetic testing;
• Has symptomatic polyneuropathy (e.g., reduced motor strength/ coordination,

impaired sensation [e.g., pain, temperature, vibration, touch]);
• Does not have a history of liver transplantation;
• Amvuttra is prescribed by or in consultation with a neurologist, geneticist, or a

physician who specializes in the treatment of amyloidosis.

Cardiomyopathy of Wild-Type or Hereditary Transthyretin-Mediated Amyloidosis 

The individual must meet all of the following criteria for approval: 
• Is 18 years of age or older;
• Diagnosis was confirmed by one of the following:

o A technetium pyrophosphate scan (i.e., nuclear scintigraphy); OR
o A tissue biopsy with confirmatory transthyretin (TTR) amyloid typing by

mass spectrometry, immunoelectron microscopy, or
immunohistochemistry; OR

o A transthyretin (TTR) pathogenic variant was identified via genetic testing;
• Diagnostic cardiac imaging has demonstrated cardiac involvement (e.g.,

increased thickness of the ventricular wall or interventricular septum);
• Has heart failure but does not have New York Heart Association class IV

disease;
• Amvuttra is prescribed by or in consultation with a cardiologist or a physician who

specializes in the treatment of amyloidosis.
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Approval duration: 12 months 
  
Dosing Recommendation 
 
The recommended dose is 25 mg administered by subcutaneous injection once every 3 
months.   
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