%:e curative Cannabidiol Prior Authorization

FDA APPROVED INDICATIONS AND DOSAGE

Agent(s)

FDA Indication(s)

Notes

Ref#

Epidiolex®

(cannabidiol)

Oral solution

Treatment of seizures associated with Lennox-Gastaut syndrome (LGS),
Dravet syndrome (DS), or tuberous sclerosis complex (TSC) in patients 1
year of age and older

See package insert for FDA prescribing information: https://dailymed.nlm.nih.gov/dailymed/index.cfm

Target Agent
Epidiolex

PRIOR AUTHORIZATION CLINICAL CRITERIA FOR APPROVAL

Module

Clinical Criteria for Approval

Initial Evaluation

Target Agent(s) will be approved when ALL of the following are met:

1. The patient has a diagnosis of seizures associated with ONE of the following:
A. Lennox-Gastaut syndrome (LGS) OR
B. Dravet syndrome (DS) OR
C. Tuberous sclerosis complex (TSC) AND
2. If the patient has an FDA labeled indication, then ONE of the following:
A. The patient’s age is within FDA labeling for the requested indication for the requested
agent OR
B. There is support for using the requested agent for the patient’s age for the requested
indication AND
3. The requested agent will NOT be used as monotherapy for seizure management AND
4. The prescriber is a specialist in the area of the patient’s diagnosis (e.g., neurologist) or the
prescriber has consulted with a specialist in the area of the patient’s diagnosis AND
5. The patient does NOT have any FDA labeled contraindications to the requested agent AND
6. The requested quantity (dose) is within FDA labeled dosing for the requested indication

Length of Approval: 12 months

Renewal Evaluation

Target Agent(s) will be approved when ALL of the following are met:

1. The patient has been previously approved for the requested agent through the plan’s Prior
Authorization process [Note: patients not previously approved for the requested agent will
require initial evaluation review] AND

2. The patient has had clinical benefit with the requested agent AND

3. The requested agent will NOT be used as monotherapy for seizure management AND
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Module Clinical Criteria for Approval

4. The prescriber is a specialist in the area of the patient’s diagnosis (e.g., neurologist) or the
prescriber has consulted with a specialist in the area of the patient’s diagnosis AND

The patient does NOT have any FDA labeled contraindications to the requested agent AND
The requested quantity (dose) is within FDA labeled dosing for the requested indication

oo

Length of Approval: 12 months
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