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Oxtellar XR® (oxcarbazepine) — Expanded indication

e On December 14, 2018, Supernus Pharmaceuticals announced the FDA approval of Oxtellar XR
(oxcarbazepine), for the treatment of partial-onset seizures in patients 6 years of age and older.

— Previously, Oxtellar XR was approved as adjunctive therapy of partial seizures in adults and
in children 6 years to 17 years of age.

e The use of Oxtellar XR for the treatment of partial onset seizures in pediatric patients 6 years of age
and older is based on adequate and well-controlled studies of Oxtellar XR in adults, along with
clinical trials of immediate-release oxcarbazepine in pediatric patients, and on pharmacokinetic
evaluations of the use of Oxtellar XR in pediatric patients.

e In addition to the expanded indication, information regarding the risk of seizure aggravation was
added to the Warnings and Precautions section of the Oxtellar XR drug label.

e The recommended initial adult dose for Oxtellar XR as monotherapy or adjunctive therapy is 600
mg/day given orally once daily for one week. Subsequent dosage increases can be made at weekly
intervals in 600 mg/day increments to achieve the recommended daily dosage. The recommended
daily dosage of Oxtellar XR is 1200 mg to 2400 mg/day, given once daily.

— In pediatric patients 6 to less than 17 years of age, the recommended initial dosage is 8
mg/kg to 10 mg/kg orally once daily, not to exceed 600 mg per day in the first week.
Subsequent dosage increases can be made at weekly intervals in 8 mg/kg to 10 mg/kg
increments once daily, not to exceed 600 mg, to achieve the target daily dosage.
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