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Epidiolex is indicated for use as adjunctive therapy of seizures associated with Lennox-Gastaut
syndrome (LGS), Dravet syndrome (DS), or tuberous sclerosis complex (TSC) in patients 1 year
of age and older.
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3.4 Administration Instructions

Food may affect EPIDIOLEX levels [see Clinical Pharmacology (11.3)]. Consistent dosing of
EPIDIOLEX with respect to meals is recommended to reduce variability in cannabidiol plasma exposure.
Calibrated measuring devices (1 mL and 5 mL oral syringes) will be provided and are recommended to
measure and deliver the prescribed dose accurately [see How Supplied/Storage and Handling (14.1)]. A
household teaspoon or tablespoon is not an adequate measuring device.

Oral administration is recommended. When necessary, EPIDIOLEX can be enterally administered via
silicone feeding tubes, such as nasogastric or gastrostomy tubes. The recommended volume for flushing
(with room temperature drinking water) after each dose is approximately 5 times the priming volume of the
tube. The flushing volume may need to be modified in patients with fluid restrictions. Do not use with
tubes made of polyvinyl chloride (PVC) or polyurethane and avoid use of silicone nasogastric tubes with
short lengths and narrow diameters (e.g., less than 50 cm and less than 5 FR).

Discard any unused EPIDIOLEX remaining 12 weeks after first opening the bottle [see How Supplied/
Storage and Handling (14.2)].

11.2 Pharmacodynamics
Cardiac Electrophysiology

Concentration-dependent QTc prolongation was observed for EPIDIOLEX. At exposures obtained when
administered as monotherapy at recommended doses with a high fat meal, EPIDIOLEX did not prolong the
QTec interval greater than 10 msec.

Other factors such as food intake, certain concomitant medications (e.g., clobazam), and alcohol
consumption may increase the exposure of EPIDIOLEX and the potential effect on QTc prolongation in
this scenario is not known.
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