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Study inclusion and withdrawal criteria 

• Female patients of childbearing age were required to be sexually inactive with a 

negative pregnancy test, or use adequate contraception. 

• Planned trial participation was ≥3 years until pediatric approval of BRV for the 

patient’s age group was obtained, a managed access program was established, 

patients transitioned to another BRV trial, or the trial was terminated by sponsor. 

• Patients were withdrawn from the trial if they developed an illness that, in the opinion 

of the Investigator, would have interfered with their continued participation or would 

potentially have been detrimental to their physical/mental health; took prohibited 

concomitant medications; became pregnant; or had an episode of convulsive status 

epilepticus, prolongation of seizure duration, worsening of seizure frequency, or 

emergence of a new seizure type, that was considered by the Investigator to require 

intervention. 
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