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PHARMACY POLICY STATEMENT

HAP CareSource™ Marketplace

DRUG NAME Winrevair (sotatercept-csrk)
BENEFIT TYPE Medical or Pharmacy
STATUS Prior Authorization Required

Winrevair, initially approved by the FDA in 2024, is an activin signaling inhibitor indicated for the treatment of
adults with pulmonary arterial hypertension (PAH) World Health Organization (WHO) Group 1 to increase
exercise capacity, improve WHO functional class (FC) and reduce the risk of clinical worsening events.

PAH is a rare but serious condition characterized by elevated pulmonary arterial resistance. Symptoms
develop slowly over time and can include shortness of breath, fatigue, and chest pain. WHO group 1
encompasses a variety of different types of PAH including idiopathic, heritable and drug induced.

The phase 3 STELLAR trial showed that 29% patients treated with Winrevair had an improvement from
baseline by at least 1 WHO FC at Week 24 compared to 14% of patients treated with placebo (p<0.001).
Winrevair also lead to an 84% reduction in the occurrence of death from any cause or PAH clinical worsening
events compared to placebo.

Winrevair (sotatercept-csrk) will be considered for coverage when the following criteria
are met:

Pulmonary Arterial Hypertension [WHO Group 1

For initial authorization:

Member is at least 18 years of age; AND

Medication must be prescribed by or in consultation with a cardiologist or pulmonologist; AND

Member must have a diagnosis of WHO Group 1 PAH confirmed by right heart catheterization; AND

Member has functional class Il or Il (see appendix); AND

Member must have documentation of ONE of the following:

a) Patient had an acute response to vasodilator testing AND has tried a calcium channel blocker

(CCB) for at least 3 months;

b) Patient did not have a response to vasodilator testing;

c) Patient cannot undergo vasodilator testing;

d) Patient cannot take CCB therapy; AND

6. Member has tried and failed BOTH of the following oral medications: phosphodiesterase type 5

inhibitor (ie. sildenafil, tadalafil) AND endothelin receptor antagonist (ie. ambrisentan, bosentan,

macitentan); OR

Member has tried and failed a prostacyclin (ex. treprostinil, selexipag, etc); AND

Chart notes document platelet count greater than 50 x 10%/L; AND

Provider attests that member is NOT pregnant.

0. Dosage allowed/Quantity limit: the recommended starting dose is 0.3 mg/kg by subcutaneous
injection. Increase to target dose of 0.7 mg/kg every three weeks. Quantity limit: 1 kit per 21 days.
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If all the above requirements are met, the medication will be approved for 6 months.
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For reauthorization:

1. Member has documentation of improvement in signs and symptoms of disease as evidenced by at
least ONE of the following:
a) Stabilization or improvement in WHO functional class (see appendix);
b) Stabilization or improvement in 6MWD (6-minute walk distance).

If all the above requirements are met, the medication will be approved for an additional 12 months.

HAP CareSource considers Winrevair (sotatercept-csrk) not medically
necessary for the treatment of conditions that are not listed in this document.
For any other indication, please refer to the Off-Label policy.

DATE ACTION/DESCRIPTION
04/08/2024 New policy for Winrevair created.

Appendix

World Health Organization Functional Assessment Classification
Class | Patients without resulting limitation of physical activity. Ordinary physical activity does not
cause undue dyspnea, fatigue, chest pain or near syncope.

Class i Patients with slight limitation of physical activity. They are comfortable at rest. Ordinary
physical activity increases dyspnea, fatigue, chest pain, or near syncope.

Class Il Patients with marked limitation of physical activity. They are comfortable at rest. Less than
ordinary activity increases dyspnea, fatigue, chest pain, or near syncope.

Class IV Patients unable to carry out any physical activity without symptoms. These patients may
have signs of right-heart failure. Dyspnea and/or fatigue may even be present at rest.
Discomfort is increased by any physical activity.
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