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SPECIALTY GUIDELINE MANAGEMENT

EPIDIOLEX (cannabidiol)

POLICY

I.

II.

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 Indication
Epidiolex is indicated for the treatment of seizures associated with Lennox-Gastaut syndrome (LGS),
Dravet syndrome, or tuberous sclerosis complex (TSC) in patients 1 year of age and older.

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

CRITERIA FOR INITIAL APPROVAL

Seizures associated with Lennox-Gastaut syndrome or Dravet syndrome

Authorization of 6 months may be granted for treatment of seizures associated with Lennox-Gastaut

syndrome or Dravet syndrome when all of the following criteria are met:

A. Member is one year of age or older

B. Medication must be prescribed by or in consultation with a neurologist.

C. Member has a documented inadequate response to prior therapy with at least one anti-epileptic drug.

Examples of antiepileptic drugs**:
For Lennox-Gastaut syndrome: clobazam, felbamate, lamotrigine, levetiracetam, topiramate,
rufinamide, valproate
For Dravet syndrome: clobazam, levetiracetam, stiripentol, topiramate, valproate

Epidiolex will be used in combination with one or more anti-epileptic drugs.

Documentation that member has received clinical assessments that include all of the following:

1. EEG, MRI, or SCN1A gene mutation confirmed by genetic testing

2. Age at seizure onset, seizure types, and frequency of episodes

3. Review of risk factors, other causes of seizures (e.g., other medical conditions and medications),
family history, and developmental history

m o

Tuberous sclerosis complex (TSC)
Authorization of 6 months may be granted for treatment of TSC when all of the following criteria are
met:

A. Member has documented diagnosis of Tuberous sclerosis complex

B. The member is one year of age or older
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III. CONTINUATION OF THERAPY

Authorization of 12 months may be granted for all members (including new members) who meets both
of the following:

A. Documentation of EEG, MRI, or SCN1A gene mutation confirmed by genetic testing has
been submitted for members with Lennox-Gastaut syndrome or Dravet syndrome; OR

B. Documentation that members with TSC continue to meet initial criteria; AND

C. Documentation that member has achieved and maintained positive clinical response with
Epidiolex therapy as evidenced by reduction in frequency or duration of seizures.

Iv. QUANTITY LIMIT
Epidiolex 100 mg/mL: 600 mL per 30 days
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