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Drug/Drug Class: Lenmeldy Clinical Edit
First Implementation Date: May 8, 2025
Proposed Date: April 14, 2026
Prepared For: MO HealthNet	
Prepared By: MO HealthNet and Conduent	
Criteria Status: Existing Criteria

Executive Summary 
Purpose: 
Ensure appropriate utilization and control of  Lenmeldy™ (atidarsagene autotemcel)
	
Why Issue Selected:
Metachromatic leukodystrophy (MLD) is a rare, genetic lysosomal storage disorder caused by deficient activity in the enzyme arylsulfatase A (ARSA). Sulfide accumulation is the harmful result of ARSA deficiency, which leads to myelin sheath destruction in the central and peripheral nervous systems. Early symptoms of MLD include gait disturbances, weakness, abnormal movements, and missing milestones. MLD is a progressive disease, and further complications include neurocognitive decline, loss of motor function, blindness, peripheral neuropathy, malnutrition, aspiration pneumonia, and eventually death. MLD occurs in approximately once every 100,000 births in the United States.
In March 2024, the FDA approved Lenmeldy as the first and only pharmacologic treatment for MLD. Lenmeldy is a gene therapy that inserts functional copies of the human ARSA complementary deoxyribonucleic acid (cDNA) into the child’s own hematopoietic stem cells. After infusion, transduced CD34+ HSCs engraft in bone marrow and produce the deficient ARSA enzyme. Lenmeldy requires pretreatment myeloablative conditioning.

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

Program-Specific Information: Date Range FFS 1-1-2025 to 12-31-2025
	Drug
	Claims
	Cost per infusion (MAC)

	LENMELDY INFUSION BAG
	0
	$4,250,000.00



Setting & Population 
Drug class for review: Lenmeldy™ (atidarsagene autotemcel)
Age range: All appropriate MO HealthNet participants

Approval Criteria
Must meet all of the following:
· Prescribed by or in consultation with a specialist for the treated disease state;
· Prescriber attestation that participant is clinically stable and eligible to undergo hematopoietic stem cell transplantation (HSCT);
· Documentation of prescriber attestation that participant is reasonably anticipated to be able to provide at least the minimum number of cells required to initiate manufacturing process;
· Documented diagnosis of one of the following subtypes of metachromatic leukodystrophy:
· pre-symptomatic late infantile (PSLI);
· pre-symptomatic early juvenile (PSEJ); OR
· early symptomatic early juvenile (ESEJ);
· Genetic diagnosis confirmed by a documented pathogenic variant in the ARSA gene; AND
· Biochemical diagnosis confirmed by ARSA enzyme activity less than 10% of the normal value and elevated urine sulfide levels.
Approval is for one infusion.

Denial Criteria
Therapy will deny with presence of one of the following:
· Any approval criteria are not met;
· Documented diagnosis of adult onset metachromatic leukodystrophy;
· Participant is currently pregnant or breastfeeding;
· History of prior gene therapy; OR
· Documented contraindication to any product or procedure leading up to infusion.

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

References
Lenmeldy (atidarsagene autotemcel) [package insert]. Boston, MA: Orchard Therapeutics North America; March 2024.
Metachromatic leukodystrophy. National Institute of Neurological Disorders and Stroke. Accessed September 21, 2024. https://www.ninds.nih.gov/health-information/disorders/metachromatic-leukodystrophy?search-term=MLD
Kehrer C, et al. Language and cognition in children with metachromatic leukodystrophy: onset and natural course in a nationwide cohort. Orphanet J Rare Dis. 2014;9:18.
SmartPA Clinical Proposal Form
© 2026 Conduent Business Services, LLC. All rights reserved. Conduent™ and Conduent Design™ are trademarks of Conduent Business Services, LLC in the United States and/or other countries.
Other company trademarks are also acknowledged.
2

SmartPA Clinical Proposal Form
© 2026 Conduent Business Services, LLC. All rights reserved. Conduent™ and Conduent Design™ are trademarks of Conduent Business Services, LLC in the United States and/or other countries.
Other company trademarks are also acknowledged.
2
image1.png




image2.png
@
MoHeaItW\let




