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Drug/Drug Class: Metabolic Dysfunction-Associated Steatohepatitis (MASH) Clinical Edit
First Implementation Date: February 6, 2025
Revised Date: February 19, 2026
Prepared For: MO HealthNet	
Prepared By: MO HealthNet and Conduent	
Criteria Status: Revision of Existing Criteria

Executive Summary 
Purpose: 
Ensure appropriate utilization and control of therapy to treat metabolic dysfunction-associated steatohepatitis (MASH)
	
Why Issue Selected:
MASH, previously known as nonalcoholic steatohepatitis (NASH), is a progressive liver disease characterized by fat accumulation, inflammation, and damage to liver cells, which can lead to fibrosis and cirrhosis. MASH affects an estimated 1.5% to 6.5% of adults in the United States (US) and is expected to be the leading cause of liver transplantation in the US by the year 2025. Additionally, the prevalence of MASH is expected to increase by 63% in the US between the years 2015 and 2030.

Rezdiffra® (resmetirom) was approved by the FDA in March 2024 via accelerated approval for the treatment of MASH, along with diet and exercise, in those with moderate to advanced liver fibrosis (consistent with states F2 to F3 fibrosis). The drug works by activating thyroid hormone receptor-beta (THR-beta), which helps reduce liver fat and inflammation.

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

Program-Specific Information: Date Ranges FFS 7-1-2024 to 6-30-2025
	Drug
	Participants
	Claims
	Spend
	Avg Spend per Claim

	REZDIFFRA 60 MG TABLET
	
	0
	-
	-

	REZDIFFRA 80 MG TABLET
	37
	73
	$290,948
	$3,986

	REZDIFFRA 100 MG TABLET
	
	114
	$454,811
	$3,990



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

Approval Criteria
Initial Therapy:
· Must meet all of the following:
· Participant aged greater than or equal to 18 years;
· Recent liver biopsy or noninvasive techniques confirming diagnosis of metabolic dysfunction-associated steatohepatitis (MASH) demonstrating F2 or F3 fibrosis;
· Documented current liver function tests (LFT);
· Prescribed by or in consultation with a gastroenterologist, hepatologist, or other specialist in the treated disease state; AND
· Must meet one of the following:
· Participant demonstrates a therapeutic trial of GLP-1 therapy, defined as at least 6 months at labeled maintenance dosing; OR
· Must meet all of the following:
· Recent participant BMI (in past 3 months) < 27 kg/m2;
· Lack diagnosis of diabetes mellitus in the past 2 years; 
· Documented recent (within the past 3 months) A1C < 6.5 demonstrating lack of diagnosis of diabetes; AND
· Lack of any history of anti-diabetic pharmaceutical therapy in past 2 years.

Continuation of Therapy:
· Must meet all of the following:
· Documented maintenance or decrease (improvement) in fibrosis score from baseline approval; AND
· Documented current LFTs.

Denial Criteria
· [bookmark: _Hlk47597237]Therapy will deny with presence of one of the following:
· Any approval criteria are not met; OR
· Claim exceeds max dosing limitations:
	Drug Description
	Generic Equivalent
	Max Dosing Limitations

	REZDIFFRA 60 MG TABLET 
	RESMETIROM
	Deny dosing more frequently than 1 tab per day

	REZDIFFRA 80 MG TABLET 
	RESMETIROM
	Deny dosing more frequently than 1 tab per day

	REZDIFFRA 100 MG TABLET 
	RESMETIROM
	Deny dosing more frequently than 1 tab per day



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