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Imaavy® (nipocalimab-aahu intravenous infusion)

When requesting Imaavy® (generic name), the individual requiring treatment must be
diagnosed with one of the following FDA-approved indications and meet the specific
coverage guidelines and applicable safety criteria for the covered indication.

FDA-Approved indication(s)

Imaavy (nipocalimab-aahu) is indicated for the treatment of generalized myasthenia
gravis (gMG) in adult and pediatric patients 12 years of age and older who are anti-
acetylcholine receptor (AChR) or anti-muslce-specific tyrosine kinase (MuSK) antibody
positive.

Coverage Guidelines

Generalized Myasthenia Gravis

The individual must meet all of the following criteria for initial authorization:

Is = 12 years of age;
o If 18 years or older, patient meets BOTH of the following:
= Myasthenia Gravis Foundation of America classification of 1l to IV;
AND
= Myasthenia Gravis Activities of Daily Living (MG-ADL) score of = 6;

e Confirmed anti-acetylcholine receptor antibody-positive OR anti-muscle-specific
tyrosine kinase antibody-positive;

e Meets one of the following:

o Previously received or is currently receiving pyridostigmine; OR
o0 Has had inadequate efficacy, a contraindication, or significant intolerance to
pyridostigmine;

e Has evidence of unresolved symptoms of generalized myasthenia gravis (e.g.,
difficulty swallowing, difficulty breathing, or a functional disability resulting in the
discontinuation of physical activity);

e The medication is being prescribed by or in consultation with a neurologist.

Approval duration (initial): 6 months

Reauthorization:

The individual must meet all of the following criteria for renewal:

e Patientis = 12 years of age;

e According to the prescriber, patient is continuing to derive benefit from Imaavy (e.g.,
improvements in speech, swallowing, mobility, and respiratory function);

e The medication is being prescribed by or in consultation with a neurologist.
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Approval duration (renewal): 1 year

Dosing Recommendations

The recommended dose is 30 mg/kg once via intravenous infusion, followed by a
maintenance dosage of 15 mg/kg via intravenous infusion starting 2 weeks after initial
dose and continue every 2 weeks thereafter.
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