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Intent:

The intent of this policy/guideline is to provide information to the prescribing practitioner
outlining the coverage criteria for Zycubo under the patient’s prescription drug benefit.

Description:

FDA-Approved Indications’

Zycubo is indicated for treatment of Menkes disease in pediatric patients.

Limitations of use:
Zycubo is not indicated for the treatment of Occiptal Horn Syndrome (OHS).

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

Applicable Drug List:

Zycubo

Policy/Guideline:
Documentation

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

Menkes disease

Initial requests:

e Pretreatment serum copper level

e Chart notes, medical record documentation, or molecular genetic test results
confirming a variant in the ATP7A gene

Prescriber Specialties

This medication must be prescribed by or in consultation with a gastroenterologist,
neurologist, geneticist, or specialist in the treatment of Menkes disease.
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Exclusions'

Coverage will not be provided for members who are diagnosed with Occipital Horn
Syndrome (OHS).

Coverage Criteria

Menkes Disease'

Authorization of 12 months may be granted for treatment of Menkes disease in members
less than 17 years of age when all of the following criteria are met:

¢ The member has Menkes disease confirmed by molecular genetic testing showing a
variant in the ATP7A gene.

e The member has a pretreatment serum copper level less than 75 micrograms per
deciliter (mcg/dL).

e Serum copper level, serum ceruloplasmin level, liver function, kidney function,
serum electrolytes, and complete blood count (CBC) have been assessed at baseline
and will be monitored after Zycubo administration as clinically appropriate.

Continuation of Therapy

Authorization of 12 months may be granted for continued treatment in all members
(including new members) who are currently receiving the requested medication and there is
no evidence of unacceptable toxicity.

Approval Duration and Quantity Restrictions:
Approval:
¢ Initial: 12 months; renewal: 12 months

Quantity Limits:
e Zycubo (copper histidinate) 2.9 mg single-dose vial: 60 vials per 30 days
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