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Drug/Drug Class: Apolipoprotein CIII Small Interfering RNA (siRNA) Inhibitors PDL Edit (formerly Familial Chylomicronemia Syndrome (FCS) Clinical Edit) 
First Implementation Date: February 19, 2026
Proposed Date: October 20, 2026
Prepared For: MO HealthNet	
Prepared By: MO HealthNet and Conduent	
Criteria Status: Revision of Existing Criteria

Executive Summary 
Purpose: 
The MO HealthNet Pharmacy Program will implement a state-specific preferred drug list.  
	
Why Issue Selected:
Severe hypertriglyceridemia is associated with an increased risk of acute pancreatitis, particularly at triglyceride levels of 500 mg/dL or higher. Apolipoprotein C-III inhibitors represent an emerging targeted treatment option for patients with markedly elevated triglycerides who may remain at risk despite diet and standard lipid-lowering therapy. Both Tryngolza and Redemplo were originally developed to treat familial chylomicronemia syndrome (FCS), which is a rare autosomal recessive disorder characterized by severe hypertriglyceridemia (sHTG). FCS results from loss-of-function variants in both copies of the lipoprotein lipase (LPL) gene, leading to insufficient or absence of the LPL enzyme. Reduced LPL activity results in the accumulation of chylomicrons in plasma and triglycerides (TG) sometimes exceeding 1,000 mg/dL (a normal TG level is <150 mg/dL). 

Tryngolza (olezarsen), approved in December 2024, was the first FDA-approved treatment for FCS. Tryngolza binds to apoC-III mRNA, resulting in a reduction of serum apoC-III protein. Reduction of apoC-III protein leads to increased clearance of plasma TG and very-low-density lipoprotein (VLDL). In June 2026, Tryngolza was also granted FDA approval as an adjunct to diet to reduce TG and the risk of AP in adults with sHTG with TG level of 500 mg/dL or higher.

Redemplo (plozasiran), approved in December 2025, joins this class as an apoC-III-directed small interfering ribonucleic acid (siRNA) that degrades the apoC-III mRNA that results in reduced levels of hepatic and serum apoC-III that leads to an increased clearance of serum triglycerides.

Total program savings for the PDL classes will be regularly reviewed.

Preferred Agents:
· N/A

Non-Preferred Agents:
Redemplo
Tryngolza
Setting & Population 
Drug class for review: Apolipoprotein CIII Small Interfering RNA (siRNA) Inhibitors 
Age range: All appropriate MO HealthNet participants aged 18 years and older

Approval Criteria
Initial Therapy:
· Must meet all of the following:
· Participant ≥ 18 years of age;
· Prescribed by or in consultation with a cardiologist, endocrinologist, gastroenterologist or other specialist in the treated disease state;
· Must meet one of the following: 
· Claim is for Tryngolza 80 mg or Redemplo: Diagnosis of FCS confirmed based upon the American Association of Clinical Endocrinologists’ (AACE) criteria:
· Must have all of the following:
· Fasting TG (> 10 mmol/L or 880 mg/dL);
· Refractory to standard TG therapies; AND
· Absence of secondary causes (ex: alcohol use, uncontrolled type 2 diabetes, medications, and medical conditions known to increase TG); AND
· Must have one of the following:
· History of acute pancreatitis (AP);
· Confirmation by genetic analysis; OR
· History of recurrent abdominal pain without other known cause and presence of genetic variance of unknown function; OR
· Claim is for Tryngolza 50 mg for severe hypertriglyceridemia:
· Must meet all of the following:
· Documentation of the following baseline laboratory values:
· Fasting serum triglyceride level of TG > 500 mg/dL;
· Liver function test (including AST/ALT); AND
· Platelet count; AND
· Failure to achieve desired therapeutic outcomes with fenofibrates and omega-3 fatty acids.
· Additional approval criteria for Redemplo:
· Documented HbA1c < 9.0% at baseline.
· Initial approval period: 6 months

Continuation of Therapy:
· Documented clinical benefit (improvement in symptoms, triglyceride levels and/or reduction in episodes of acute pancreatitis); AND
· Documented compliance on concurrent therapy of standard lipid lowering agent.
· Continuation of therapy approval period: 12 months

Denial Criteria
· Therapy will deny with presence of one of the folllowing:
· Any approval criteria are not met; OR
· Concurrent therapy with another agent in this class.
· Additional denial criteria for Tryngolza:
· Documented platelet count < 100,000/mm3.

[bookmark: _Hlk34120952]Disposition of Edit
Denial: Exception Code “0160” (Preferred Drug List)
Rule Type: PDL 
Default Approval Period: 6 months
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