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Remodulin® (treprostinil) injection  
 
When requesting Remodulin® (treprostinil) injection, the individual requiring treatment 
must be diagnosed with the following FDA-approved indications and meet the specific 
coverage guidelines and applicable safety criteria for the covered indication. 
 
FDA-approved Indications 

 
• Remodulin® (treprostinil) is indicated for the treatment of pulmonary arterial 

hypertension (World Health Organization [WHO] Group I) to diminish symptoms 
associated with exercise 

• Remodulin® (treprostinil) is indicated to diminish the rate of clinical deterioration in 
individuals with pulmonary arterial hypertension requiring transition from Flolan® 

(epoprostenol) 
 

Approved Off-Label Compendial Use 

 
• None 
 
Coverage Guidelines 
 
Pulmonary Arterial Hypertension  
 
The individual must meet all of the following criteria for approval: 
• Has a diagnosis of pulmonary arterial hypertension (WHO Group I) confirmed by 

right heart catheterization 
• New York Heart Association (NYHA) functional classification of physical activity is 

classified by one of the following: 
o Class II – slight limitation of physical activity due to symptoms 
o Class III - marked limitation of physical activity due to symptoms. Comfortable 

only at rest.  
o Class IV - unable to carry on any physical activity because of symptoms with 

symptoms occurring even at rest.  
• Disease etiology is classified by one of the following: 

o Idiopathic pulmonary arterial hypertension 
o Heritable pulmonary arterial hypertension 
o Pulmonary arterial hypertension associated with congenital systemic-to-

pulmonary shunts 
o Pulmonary arterial hypertension associated with connective tissue diseases 

 
Additional Information for Prescribers 

 
• None 
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