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Drug/Drug Class: Forzinity Clinical Edit 
First Implementation Date: TBD
Proposed Date: April 14, 2026
Prepared For: MO HealthNet	
Prepared By: MO HealthNet and Conduent	
Criteria Status: New Criteria

Executive Summary 
Purpose: 
Ensure appropriate utilization and control of Forzinity™ (elamipretide).
	
Why Issue Selected:
Forzinity is a mitochondrial cardiolipin binder that stabilizes the inner mitochondrial membrane and improves mitochondrial morphology and function. The recommended dosage is 40 mg subcutaneously once daily. Forzinity exhibits its therapeutic effect by binding to mitochondrial cardiolipin and stabilizing the inner mitochondrial membrane to improves mitochondrial morphology and function.

Forzinity is the first and only FDA-approved treatment for Barth syndrome. Treatment for Barth syndrome has otherwise been centered on management of specific clinical features and not targeted toward remediating the underlying biochemical defect. Standard treatments to manage heart failure include beta blockers, angiotensin converting enzyme (ACE) inhibitors, diuretics, and digoxin, but no published studies have directly evaluated the efficacy of these therapies in BTHS. While cardiac transplantation in BTHS may improve heart function, it may not normalize skeletal muscle mass and energetics, metabolic abnormalities, and exercise intolerance. 

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

Program-Specific Information: Date Range FFS 1-1-2025 to 12-31-2025
	Drug
	WAC (per mL)
	WAC (per year)

	Forzinity
	$4,360.27
	$795,749.28



Setting & Population 
Drug class for review: Forzinity™ (elamipretide)
Age range: All appropriate MO HealthNet participants

Approval Criteria
Initial Approval Criteria:
Must meet all of the following:
· Prescribed by or in consultation with a cardiologist or other specialist in the treated disease state;
· Participant weight is at least 30 kg;
· Participant is ambulatory;
· Documented diagnosis of BTHS confirmed by one of the following:
· Genetic testing documenting a pathogenic variant in the TAFAZZIN gene; OR
· Monolyscocardiolipin:cardiolipin (MLCL/CL) ration > 0.3; AND
· Documented recent estimated glomerular filtration rate (eGFR)
Initial approval period: 1 year

Continuation of Therapy:
Documented benefit from therapy, as evidenced by improvement or continued benefit in muscle strength, fatigue, or other clinical symptoms of the disease; AND
Documented recent eGFR
Continuation approval period: 1 year

Denial Criteria
Therapy will deny in presence of one of the following:
· Any approval criteria are not met; 
· Participant is on dialysis; OR
· Claim exceeds maximum dosing limitations:
	Drug Description
	Generic Equivalent
	Max Dosing Limitation

	FORZINITY 280 MG/3.5 ML VIAL
	ELAMIPRETIDE HCL
	14 mL every 28 days




[bookmark: _Hlk34120952]Disposition of Edit
Denial: Exception code “0682” (Clinical Edit)
Rule Type: CE
Default Approval Period: 1 year
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