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FDA INDICATIONS AND USAGE1 
 
OpsumitTM is an endothelin receptor antagonist (ERA) indicated for the treatment of pulmonary 
arterial hypertension (PAH, WHO Group I) to reduce the risks of disease progression and 
hospitalization for PAH  
 
 APPROVAL CRITERIA1,2 

 
1. Prescribed by or in consultation with a cardiologist or pulmonologist; AND 
2. The diagnosis of pulmonary arterial hypertension (PAH, WHO Group 1) as confirmed by 

right heart catheterization; AND 
3. The patient is currently symptomatic. 
4. The patient has tried and failed after 60 days or is currently taking a PDE5 inhibitor (e.g. 

tadalafil) AND 
5. Provider certifies patient is not pregnant or will not become pregnant while receiving 

OpsumitTM treatment.   
6. Baseline liver function tests (LFT) required. 

 
DENIAL CRITERIA 1 

 
1. Failure to meet approval criteria; OR 
2. Baseline LFT indicate moderate to severe hepatic impairment 

 
 

 
CAUTIONS1 

 
• Opsumit™ is contraindicated in pregnancy.   
• Monitor for pulmonary edema in patients with PVOD (pulmonary veno-occlusive 

disease) 
• Monitor LFTs throughout treatment as clinically indicated 
• Avoid co-administration with strong CYP3A4 inhibitors (e.g. ritonavir) or moderate dual 

CYP3A4/CYP2C9 inhibitors (e.g. amiodarone) 
 
 
 
 
DURATION OF APPROVAL 

Opsumit™ 
(macitentan) 
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• Initial Approval: 6 months  
• Reauthorization 12 months with chart notes indicating the patient has shown a positive 

clinical response to treatment. 
 

 
QUANTITY LIMIT1 

 
• #30 10mg tablets per 30 days 
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