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This study focuses on the efficacy and safety of cannabidiol (CBD) on all patients with Lennox-
Gastaut syndrome (LGS) and Dravet syndrome (DS). The study was through an expanded access program 
(EAP) in an ongoing, open-label study being conducted at 25 independent epilepsy centers located in the 
United States. It included 607 patients in the safety analysis set (SAS), 58 had DS and 94 had LGS (N = 
152); 455 patients had other treatment resistant epilepsy (TREs). The average age was 13 years old.  
There was an Institutional Review Board (IRB) at each site which approved the protocols. Patients kept a 
4-week diary of their seizures to establish a baseline before CBD treatment was started. After that 
period, clients received gradually increasing doses of CBD (100 mg/mL) from 2 to 10 mg/kg/day until a 
maximum dose of 25–50 mg/kg/day. Clients were then seen every 2–4 weeks up to 144 weeks. After 12 
weeks of treatment, there were median reductions of 50% in monthly seizure frequency and 44% in 
monthly total seizure frequency as seen in both the efficacy analysis set (EAS) and last observation 
carried forward (LOCF). This reduction persisted for a 2-year period, without increases in CBD dosage. 
The median dose for LGS/DS clients was 21 mg/kg/day (15–25) at 12 weeks and 25 mg/kg/day (21–25) 
at 96 weeks. The most common adverse effects reported in this group were somnolence (30%), 
convulsion (24%), and diarrhea (24%). The average dose of CBD remained constant at (25 mg/kg/day) at 
all visit windows. Deficiencies of this study was that the EAP is not controlled and their differences in 
reporting methods at each site.   A conflict of interest is that GW Pharma Ltd provided funds for this 
study. 
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