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FDA INDICATIONS AND USAGE1,2 

 

Tyvaso® is a prostacyclin mimetic indicated for the treatment of Pulmonary arterial 

hypertension (PAH; WHO Group 1) to improve exercise ability and Pulmonary hypertension 

associated with interstitial lung disease (PH-ILD; WHO Group 3) to improve exercise ability. 

 

Ventavis® is a prostacyclin mimetic indicated for the treatment of pulmonary arterial 

hypertension (PAH) (WHO Group 1) to improve a composite endpoint consisting of exercise 

tolerance, symptoms (NYHA Class), and lack of deterioration.  
 

APPROVAL CRITERIA1,2,3,4 

 

Tyvaso® and Ventavis®1,2,3,4 

1. Patient’s age is to FDA label AND; 

2. Prescribed by or in consultation with a cardiologist or pulmonologist AND; 

3. Patient has a diagnosis of World Health Organization (WHO) Group 1 pulmonary arterial 

hypertension (PAH) confirmed by right heart catheterization with the following 

parameters: 
a. Mean pulmonary artery pressure (PAP) of ≥ 25 mmHg AND;  

b. Pulmonary capillary wedge pressure (PCWP) ≤ 15 mmHg AND; 

c. Pulmonary vascular resistance (PVR) > 3 Wood units AND; 
4. Baseline in the 6-minute walk distance has been obtained or deemed inappropriate by the 

prescriber AND; 

5. Patient has one of the following: 

a. Functional Class III or IV OR; 
b. Functional Class II having tried and failed or has a contraindication to both: 

i. Sildenafil or tadalafil AND; 
ii. One other oral agent indicated for PAH (I.E. bosentan, macitentan,, trepostinil, 

etc.) 

Tyvaso® only1,5,6 
1. Patient is 18 years of age or older AND; 

2. Prescribed by or in consultation with a cardiologist or pulmonologist AND; 

3. Patient has a diagnosis of World Health Organization (WHO) Group 3 interstitial lung disease 

associated with pulmonary hypertension confirmed by right heart catheterization with the 

following parameters: 
a. Pulmonary vascular resistance (PVR) ≥ 4 WU 

b. Mean pulmonary artery pressure (PAP) of ≥ 30 mmHg 

c. Pulmonary capillary wedge pressure (PCWP) ≤ 12 mmHg if PVR ≥ 4 WU to < 6.25 WU 

OR PCWP ≤ 15 mmHg if PVR ≥ 6.25WU AND; 
4. Baseline in the 6-minute walk distance has been obtained or deemed inappropriate by the  

prescriber.  
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DENIAL CRITERIA 1,2,3,4,5,6 

 

1. Failure to meet approval criteria. 
 

CAUTIONS1,2 

 

• May cause symptomatic hypotension and has the potential to increase the hypotensive 

effect of vasodilators and antihypertensive agents 

• There is a potential for increased risk of bleeding, particularly in patients maintained on 

anticoagulants. 

 

 

DURATION OF APPROVAL 

• Initial Approval: up to 3 months  

• Reauthorization Approval: up to 12 months if the prescriber documents that the patient 
has shown improvement or is stable from baseline in the 6-minute walk distance test 
OR if 6-minute is not appropriate the functional class has improved or remained stable.   

 

QUANTITY LIMIT 

• 34 day supply 
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