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

Executive Summary 
Purpose: 
Ensure appropriate utilization and control of Sohonos® (palovarotene).  
	
Why Issue Selected:
On August 16, 2023, the U.S. Food and Drug Administration (FDA) approved Sohonos® (palovarotene), the first and only treatment for fibrodysplasia ossificans progressiva (FOP). Sohonos is indicated for reduction in the volume of new heterotopic ossification in adults and children aged 8 years and older for females and 10 years and older for males with FOP.

FOP is a rare, genetic connective tissue disorder characterized by severe, progressive development of bone in areas outside of the skeleton, a condition known as heterotopic ossification. This can occur in areas such as ligaments, tendons, and muscles. Episodes of painful soft tissue swelling (flare-ups) begin during the first decade of life. They usually present as nodules and are often precipitated by soft tissue injury, intramuscular injections, viral infections, or falls. These flare-ups often lead to heterotopic ossification, which results in progressive and irreversible immobility. Many individuals with FOP are confined to a wheelchair by their 30’s, and the estimated median lifespan is 56 years. Death is often due to cardiorespiratory failure as a result of severe restriction of the chest wall. An estimated 400 people in the United States and 900 people globally are affected by FOP. There is currently no cure for the disease. 

FOP is caused by a gain of function mutation in the ACVR1/ALK2 gene, which results in increased signaling in the bone morphogenetic protein (BMP) pathway. Most cases of FOP occur sporadically; however, it is inherited in an autosomal dominant pattern in a small number of cases. Sohonos is a retinoic acid receptor (RAR) agonist that decreases the ALK2/BMP downstream signaling pathway by inhibiting the phosphorylation of SMAD1/5/8, which reduces ALK2/SMAD-dependent chondrogenesis and osteocyte differentiation resulting in reduced endochondral bone formation.

Due to the high cost and specific approved indication, MO HealthNet will impose clinical criteria to ensure appropriate utilization of Sohonos.

Program-Specific Information: Date Range FFS 10-1-2024 to 9-30-2025
	Drug
	Cost per Capsule (MAC)

	SOHONOS 1 MG CAPSULE
	$350

	SOHONOS 1.5 MG CAPSULE
	$525

	SOHONOS 2.5 MG CAPSULE
	$876

	SOHONOS 5 MG CAPSULE
	$1,752

	SOHONOS 10 MG CAPSULE
	$3,504

	
	

	Cost per Year for Children
Cost based on 30 kg participant with 2 flare-ups
	$688,029 MAC

	Cost per Year for Adults
Cost based on adult participants and children ≥ 14 years of age with 2 flare ups
	$1,130,358 MAC



Setting & Population 
Drug class for review: Sohonos® (palovarotene) 
Age range: All appropriate MO HealthNet participants

Approval Criteria
Must meet all of the following:
· Documented clinical diagnosis and genetic testing evidence of fibrodysplasia ossificans progressiva (FOP); 
· Prescribed by or in consultation with a specialist in the treated disease state; 
· Participant aged ≥ 8 years (female) or ≥ 10 years (male); 
· Participant is not currently pregnant; AND
· Participant (female of appropriate age) is utilizing concurrent birth control methods for 1 month prior to treatment, during treatment and for 1 month after last dose.

Denial Criteria
Therapy will deny with presence of one of the following:
· Any approval criteria are not met.

[bookmark: _Hlk34120952]Disposition of Edit
Denial: Exception code “0682” (Clinical Edit)
Rule Type: CE
Default Approval Period: 3 months
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