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Overview

This document describes the guidelines Mass General Brigham Health Plan utilizes to determine medical
necessity for infusion of Lenmeldy (atidarsagene autotemcel), a gene therapy treatment for metachromatic
leukodystrophy (MLD).

Coverage Guidelines
Mass General Brigham Health Plan considers Lenmeldy medically necessary for the treatment of MLD when ALL
of the following criteria are met:
1. The member must have a diagnosis of ONE of the following:
a. Pre-symptomatic late infantile (PSLI) MLD, as defined by ALL of the following:
= 2 null mutant ARSA alleles
=  Mbris <30 mos of age
= Absence of neurological signs and symptoms of MLD except for abnormal reflexes or
abnormalities on brain MRI and/or nerve conduction tests not associated w/ functional
impairment (e.g., no tremor, no peripheral ataxia)
= Peripheral neuropathy as determined by electroneurographic study
b. Pre-symptomatic early juvenile (PSEJ) MLD, as defined by ALL of the following:
= 1 nulland 1 R mutant ARSA allele(s)
= Mbris <7 yrs of age
= Absence of neurological signs and symptoms of MLD or physical exam findings limited to
abnormal reflexes and/or clonus except for abnormal reflexes or abnormalities on brain
MRI and/or nerve conduction tests not associated w/ functional impairment (e.g., no
tremor, no peripheral ataxia).
=  Peripheral neuropathy as determined by electroneurographic study
c. Early symptomatic early juvenile (ESEJ) MLD, as defined by ALL of the following:
= 1 nulland 1 R mutant ARSA allele(s)
= Disease onset >30 mos and <7 yrs of age
=  Mbris <18 yrs of age
= ]Q 285 on age-appropriate neurodevelopmental testing
= Gross Motor Function Classification in metachromatic leukodystrophy (GMFC-MLD)
level 0 w/ ataxia OR GMFC-MLD level 1
2. Diagnosis was confirmed by BOTH of the following:
a. ARSA enzyme activity below the normal range; and
b. A 24-hour urine collection showing elevated sulfatide levels; and
3. Absence of BOTH of the following:
a. Clinically significant and active bacterial, fungal, parasitic, severe concomitant disease or viral
infection including HBV, HCV, or HIV; and
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b. Hepatic and/or renal impairment; and

4. The member is a candidate for allogeneic HSC transplantation but there is no available matched donor;
and

5. The member has not received a prior allogeneic stem cell transplant (or if they have, there is no
evidence of residual donor cells present); and

6. The member has not received Lenmeldy or any other gene therapy previously; and

7. The medication is prescribed by or in consultation with a physician who specializes in the treatment of
MLD

Exclusions
All other indications are considered experimental, investigational, or unproven.

Medicaid variation
Mass General Brigham Health Plan uses the MassHealth Drug List for coverage determinations for members of
the MGB ACO. Criteria for Lenmeldy are found in the MassHealth Drug List.

Medicare Variation

Mass General Brigham Health Plan uses guidance from the Centers for Medicare and Medicaid Services (CMS)
for coverage determinations for its Medicare Advantage plan members. National Coverage Determinations
(NCDs), Local Coverage Determinations (LCDs), Local Coverage Articles (LCAs) and documentation included in
the Medicare manuals are the basis for coverage determinations. When there is no guidance from CMS for the
requested service, Mass General Brigham Health Plan’s medical policies are used for coverage determinations.
At the time of Mass General Brigham Health Plan’s most recent policy review, Medicare does not have an
NCD/LCD for Lenmeldy.

Codes

The following codes are included below for informational purposes only; inclusion of a code does not
constitute or imply coverage or reimbursement.

This list of codes applies to Commercial and MassHealth only:

Authorized Code Code Description
13590 Unclassified biologic administered other than oral method or a chemotherapy drug.
Effective

October 2024: Effective date.
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