WYCVS caremark’

Reference number(s)
6032-A

Specialty Guideline Management
Elevidys

Products Referenced by this Document

Drugs that are listed in the following table include both brand and generic and all dosage forms and
strengths unless otherwise stated. Over-the-counter (OTC) products are not included unless otherwise
stated.

Brand Name Generic Name
Elevidys delandistrogene moxeparvovec-rokl
Indications

The indications below including FDA-approved indications and compendial uses are considered a covered
benefit provided that all the approval criteria are met and the member has no exclusions to the prescribed
therapy.

FDA-Approved Indications

Elevidys is indicated in individuals at least 4 years of age:

e For the treatment of Duchenne muscular dystrophy (DMD) in patients who are ambulatory and
have a confirmed mutation in the DMD gene.

e For the treatment of DMD in patients who are non-ambulatory and have a confirmed mutation
in the DMD gene.

The DMD indication in non-ambulatory patients is approved under accelerated approval based on
expression of Elevidys microdystrophin. Continued approval for this indication may be contingent upon
verification and description of clinical benefit in a confirmatory trial(s).

All other indications are considered experimental/investigational and not medically necessary.
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Documentation

Submission of the following information is necessary to initiate the prior authorization review:

e Genetic test results confirming the DMD diagnosis.
e Medical records (e.g., chart notes and/or laboratory reports) documenting ambulation status.

Exclusions

e Coverage will not be provided for members with a deletion in exon 8 and/or exon 9 in the DMD
gene.

Coverage Criteria

Duchenne Muscular Dystrophy

Authorization of 3 months for one dose total may be granted for treatment of Duchenne muscular
dystrophy when all of the following criteria are met:

e Member has a diagnosis of DMD with a confirmed mutation in the DMD gene
¢ Member is ambulatory.
e Member is 4 through 5 years of age (at least 4 years O days and less than 6 years old)
e Member has anti-recombinant adeno-associated virus serotype rh74 (anti-AAVrh74) total
binding antibodly titers of < 1:400.
o Member does not currently have an active infection.
e Member does not have significant liver dysfunction or disease, defined as at least one of the
following:
o Preexisting liver impairment; or
o Chronic hepatic condition; or
o Acute liver disease (e.g., acute hepatic viral infection)
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