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Vyndamax/Vyndaqel (Tafamidis) 

 
POLICY 
 

I. INDICATIONS 
 

The indications below including FDA-approved indications and compendial uses are considered a covered benefit 
provided that all the approval criteria are met and the member has no exclusions to the prescribed therapy. 
 
FDA-Approved Indications 
Vyndamax and Vyndaqel are indicated for the treatment of the cardiomyopathy of wild type (ATTRwt-CM) or 
hereditary transthyretin-mediated amyloidosis (hATTR-CM) in adults to reduce cardiovascular mortality and 
cardiovascular related hospitalization. 

 
All other indications are considered experimental/investigational and are not a covered benefit. 

 
 

II. PRESCRIBER SPECIALTIES 
This medication must be prescribed by one of the following: 

A. Cardiologist 
 

 
III. CRITERIA FOR APPROVAL 

 
Authorization of 6 months may be granted when all of the following criteria are met: 
 

1. Diagnosis of cardiomyopathy caused by transthyretin mediated amyloidosis (ATTR-CM) confirmed by presence of 

amyloid deposits in cardiac biopsy OR presence of a variant TTR genotype and/or TTR precursor protein identified 

by immunohistochemistry, scintigraphy or mass spectrometry 

2. Patient has the diagnosis of heart failure with at least 1 prior hospitalization for heart failure or clinical evidence of 

heart failure such as signs or symptoms of volume overload or elevated intracardiac pressures requiring treatment with 

a diuretic 

3. Evidence of cardiac involvement by echocardiography with an end-diastolic interventricular septal wall thickness 

greater than 12mm 

4. Documentation of 6-minute walk test (6MWT) OR  Kansas City Cardiomyopathy Questionnaire Overall Score 

(KCCQ-OS) OR the number of heart failure hospitalizations in the last year 

5. Patient cannot have the following: 

a. A New York Heart Association classification of III or IV at baseline before initiating the tafamidis 

b. Presence of primary (light chain) amyloidosis 

c. Prior liver or heart transplantation or implanted cardiac mechanical assist device 

d. Coadministration with Onpattro or Tegsedi 

e. eGFR less than 25ml/min per 1.73m2 

 

Effective Date: 4/2020 

Reviewed: 1/2020, 01/2021, 
01/2022 
Scope: Medicaid 
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IV. CRITERIA FOR RENEWAL 

 
Authorization of 6 months may be granted when one of the following criteria are met: 
1. In the past 6 months, a decrease in the number of hospitalizations due to heart failure 
2. Improvement or stabilization in the 6MWT, with documentation provided 
3. Improvement or stabilization in the KCCQ-OS, with documentation provided 

 
 

V. QUANTITY LIMIT 
 

Vyndaqel has a quantity limit of 4 capsules per day. 
Vyndamax has a quantity limit of 1 capsule per day. 

 
 


