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Drug/Drug Class: Winrevair Clinical Edit
First Implementation Date: January 9, 2024
Proposed Date: October 20, 2026
Prepared For: MO HealthNet	
Prepared By: MO HealthNet and Conduent	
Criteria Status: Existing Criteria

Executive Summary 
Purpose: 
The MO HealthNet Pharmacy Program will implement a state-specific preferred drug list.  
	
Why Issue Selected:
Winrevair (sotatercept) is an injectable medication approved by the FDA in March 2024 for the treatment of adults with pulmonary arterial hypertension (PAH, WHO Group 1) to increase exercise capacity, improve World Health Organization (WHO) function class (FC) and reduce the risk of clinical worsening events. Its novel mechanism of action involves its nature as a recombinant activin receptor type IIA-Fc (ActRIIIA-Fc) fusion protein. Winrevair acts as an activin signaling inhibitor by binding to activin A and other TGF-β superfamily ligands, which helps reduce inflammation and vascular proliferation, improving exercise capacity and reducing the risk of clinical worsening.

PAH is a rare, progressive, and incurable type of pulmonary hypertension (PH), comprising approximately 3% of all PH cases. PAH involves significant morbidity and mortality, with lung transplantation required for patients with severe disease. Five-year mortality rates for PAH are 35 - 40% and can vary greatly based on the underlying cause. Untreated PAH leads to a poorer prognosis. Although the incidence of PAH in the United States varies depending on the source, most estimates suggest 40,000 to 50,000 diagnosed individuals. 

Due to the high cost, possible adverse events, and specific approved indications, MO HealthNet will impose clinical criteria to ensure appropriate utilization of Winrevair.

Program-Specific Information: Date Range FFS 7-1-2025 to 6-30-2026
	Drug
	Claims
	Spend
	Avg Spend per Claim

	WINREVAIR 45 MG ONE-VIAL KIT
	158
	$2,300,317
	$14,559

	WINREVAIR 45 MG TWO-VIAL KIT
	81
	$2,371,894
	$29,283

	WINREVAIR 60 MG ONE-VIAL KIT
	54
	$800,245
	$14,819

	WINREVAIR 60 MG TWO-VIAL KIT
	21
	$622,235
	$29,630



Setting & Population 
Drug class for review: Winrevair (sotatercept)
Age range: All appropriate MO HealthNet participants

Approval Criteria
Initial Therapy:
· Must meet all of the following: 
· Participant aged ≥ 18 years;
· Documented diagnosis of pulmonary arterial hypertension; 
· Documented therapy with at least 2 PAH agents in different classes (ETRA, PDE5i, or Prostacyclin) for 60 of the past 90 days; AND
· Documented baseline CBC.
· Initial approval period: 3 months 

Continuation of Therapy:
· Must meet all of the following: 
· Documented current CBC;
· Documented concurrent therapy with at least 1 PAH agent in different class (ETRA, PDE5i, or Prostacyclin); AND
· Documentation of a positive clinical response (e.g., improvement in 6-Minute Walk Distance).
· Continuation approval period: 6 months

Denial Criteria
Therapy will deny with presence of one of the following:
· Any approval criteria are not met;
· Participant is currently pregnant; OR
· Claim is for more than 2 vials

[bookmark: _Hlk34120952]Disposition of Edit
Denial: Exception code “0682” (Clinical Edit)
Rule Type: CE
Default Approval Period: 6 months
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