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e Patients entering OLE started a 2-week blinded transition period, 0 — — . — . . — Spontaneously in 5 patients (3 of 5 taking concomitant valproate)
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durlng which the blinded medication (CBD 25 mg/ kg/ d, CBD tWithdrawals are reported according to the primary reason reported by each patient. tOther reasons included a lack of efficacy (n=11); withdrawal by the worse worse worse change improved improved improved — Following treatment discontinuation in 2 patients (both taking concomitant valproate)
physician/medical monitor (n=2) or parent/investigator (n=1); lack of compliance (n=1); and study completion (n=1). ASM, antiseizure medication; CBD25,
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could then be decreased or increased up to maximum 50 mg/kg/d
based on response and tolerability. c On CI usi OnS
e Primary endpoint: long-term safety and tolerability of add-on CBD.
. o e |n this final analysis of the OLE phase of trial GWPCAREG that evaluated add-on CBD in patients with TSC:
e Secondary endpoint: percentage change from the RCT baseline in | o | |
TSC-associated seizures (average per 28 days) across 12-week — CBD was well tolerated, and the safety profile was similar to that observed during the randomized phase
treatment windows; >50%, >75%, and 100% responder rates — Seizure frequency remained lower than the RCT baseline throughout the treatment period in the OLE
across 12-week windows; and subject/caregiver-reported outcomes. — A >50% reduction in TSC-associated seizures was reported in 52%—78% of patients, and a >75% reduction was reported in 29%—69% of patients across 12-week windows through 156 weeks
e This trial was conducted with Epidiolex®, and results do not apply — Seizure freedom was reported in 6%—31% of patients across the 12-week windows through 156 weeks of treatment
to other CBD-containing products. — Improvements on the S/CGIC scale were reported by 89% of patients/caregivers at the 52-week visit and by 93% of patients/caregivers at the 104-week visit
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