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—Behavioural outcomes evaluated as change from baseline in Safety outcomes

. . * At the time of this prespecified intermediate analysis, 24 participants
the mqgt problemghc behavior (MPB) on TAND Self—Repqrt, had enrolled, 19 had started CBD, and 4 discontinued the study
Quantified Checklist (TAND-SQ), and the Aberrant Behavior
Checklist (ABC) at Week 13 * In participants with =1 postbaseline assessment (n=17), the median
(range) age was 21 (5-42) years (Table 2)

* The most common concomitant antiseizure medications used were
topiramate (n=6 [35%)]), everolimus (n=5[29%)]), and lamotrigine
(n=5 [29%)])

Table 4. Summary of treatment-emergent adverse events

TEAE summary CBD (n=19)

Number of participants with at least one TEAE, n (%) 12 (63%)
Diarrhoea
Vomiting
Lethargy
Decreased appetite
Haematochezia
Gastroenteritis
COVID-19
Gastroenteritis viral
Pharyngitis streptococcal
Hypersomnia
Aspartate aminotransferase increased
Transaminases increased
Hypokalaemia
Oropharyngeal pain
Productive cough
Urinary incontinence
Skin and subcutaneous tissue disorders

—Symptom severity as evaluated by change from baseline in
CareGlI-S and Clinician Global Impression of Severity (CGI-S)
scales at Weeks 4 and 13

— Safety of CBD as evaluated by the severity of adverse events
(AESs) and discontinuations due to AEs

* This study was conducted with Epidyolex®/Epidiolex®, and
results do not apply to other CBD-containing products

Symptom severity outcomes

Figure 2. Caregiver- and clinician-reported global impression
of severity for behavioural problems using CareGI-S and CGI-S
scales, respectively, at Weeks 4 and 13
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Table 1. Key inclusion and exclusion criteria
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« Confirmed diagnosis of TSC with history of seizures
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* Moderate/severe behavioural challenges : Week 4 (n=15)
(eg, aggression, impulsivity, temper tantrums, self-injury, Weel 13 (n=3)
and hyperactivity), with a most problematic behavior score
of 26 on the TAND-SQ at baseline?
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Caregivers/clinicians (%) CBD, cannabidiol; TEAE, treatment-emergent adverse event.

CareGI-S, Caregiver Global Impression of Severity; CGI-S, Clinician Global Impression of Severity.

* A smaller proportion of both caregivers and clinicians rated behavioural
* Naive to CBD or has been off CBD for 23 months problems as severe or very severe on CareGl-S and CGI-S at Weeks 4
before screening and 13 compared with baseline (Figure 2)

* Any AEs occurred in 12/19 participants (63%) (Table 4)

* Four participants (21%) discontinued due to AEs (diarrhoea,
hypersomnia, increased transaminase, and rash)

Any medical condition that could affect study outcomes Conclusions
/ S Y | » Although the analysis is limited by small patient numbers, the prespecified 3-month intermediate analysis of the open-label EpiCom study showed
* Felbamate initiation within the year before screening improvements in TAND-SQ and ABC subscales after initiating CBD

* Recreational or medical cannabis use within the 3 months » The safety profile was consistent with previous studies; however, full safety data will be reported at study conclusion
before screening

First presented at the American Epilepsy Society Annual Meeting, 2024.
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