BACKGROUND RESULTS

< Glioblastoma [GBM) is the most common, and most aggressive, mafgnant primary broin tumour of sdults. <>
Raosistanto to lrontline tamozolomide [TMZ) I+ a commoen treatmant complication for patients with gliocblitoma &

(GamM|.!

¢ THC / CBD enhance autophagy and apoptosis vihen combined with TAMZ in prodinical modek of GBI and may

¢ MHere we present the safety resits after ending the indusion of a1 eapected patients in the GEINOC1G01 clinical >
trinl wath & medun follow-up of 10.3 weeks [(95% Cl: B-15). The eflicacy results will be presented with longer

OBJECTIVES

¢ To atzess the safety of Tilray FS Oral Solution T10:C10 [THCACRD) combination with temorolomide and
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overcome TMZ resistance in ghoblastoma (GDIA). **

rachotherapy in patients with newily-diagnoaed glioblastoma.
< The primary objective is to determinge the maaimum tolerated dose of THC/CBD actording 1o NO CTCAE V5.0,
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From Sep 2023 (o Apr 2024, 32 potients were intluded, ond 29 received THC/CAD, Tufiliing the expected sample size (figura 2).
The medisn age (N=32) wos 61 years (range: 28-71) and 502 were femable, Patients characteristics bre dedcribed in the tablel,

¢ The self-titroted dose escalation is undervway and the maumum dose was aveady reachad in 22 patients ofter 8 median time

[34 53) pationts (figure 3, 4 and 6).

fer reaching maximum doso of 7.4 wooks (958 C: 4.3.1). Tho maxdmum pro-specified doso of 80 mg/day was roachod by 10

One patient discontinued treatment by tasicity and 72.4 % of patients continue on treatment (Nigure 5).
¢ Senous pdverse events [ARs) reloted to study treatments were reported in 1 patients (3.4%), who eapenenced Gd neutropenis
and thrombocoytopenia related to ThiZ.

@ Grade 3-4 AEr wore hematologie ovants (13.8%) related 1o TIAZ (figure 7). No Grada 3.4 AEs rulated to THC/CBD were

reported, Grode 1-2 AT related to THG/CBD occurred in 25 pts, moat [requent asthenia (37.91), nowsea (37.9%), somnolenco

(34 5%]), vomiting (17.2%) and dirziness (13.8%), showing no cledr dose dependency (figure 8).
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Tablo 1. Bateline Charnctoristics
METHODS
Characteristic M=29
¢ GEINO-1601 ks an opon-Libel. dngle arm, phato Ib trial nan in Spain including pationts with nowly diagnosed
GOM according o WHOI021 dassification, aged <18 yeary and 570 yewrs to evaluate the association of Muoglan ape Ara0ge) B15 132 560 3)
cannabinoids with RT/TMZ. Patients with psychiatric, psychotic or cognitive ditorders, cordiovascular dizenses f:“;' iV 13 (448)
and those provicusly cxposed to cannabis were excluded. The study planned to enmll 30 patients. Fﬂﬂl‘ﬁ:'ﬂ 16 ($5.2)
.
< THC/CAD 10 mg/mi aach 25 aral solution B administered continuousty In combmnation with RT/TMZ and 6 Kamotsky index (KPS); n (M)
cyclas of TMZ (Stupp schamae) followed by maintananca with THC/CBD manotherapy. 60-100 16 (55.2)
< Patients recene 5 me/dey during week 1 and intra-pts doses are escalated weekly up 1o BO mp/dewy. 70.80 13 (44.8)
Self-tirrated dose escalfation is stopped in case of toxkity or bod tolerance in cise of grade 3-4 hematelogic £0.70 0
toaicities or accumulative low grade toxicities (Hgure 1). 00 a
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Flgure 3. Flow chort thowing the patlent dote cscalation
with THC / COD according to protocol planned dose escalation J
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Flgure 4. Mardmum THC/CBD dosls achloved independently of drug
delays and interruptions. Number of patients who reached each dose L._
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Figure 6, Dose Intansity THC/CDD over time
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Figure 5. Rensons for
discontinuation of treatment
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CONCLUSIONS

¢ Accrual hat been comploted and THC/CRBO oral tolution combined with Stupp schomo b beirg administered wafoly
in patients with GOM.

< Until dota cut off 38% patients have reached maximum pre-specilied dose of B0 me with optimasl toxicity profife.

& Patients not presonted Grada 3-4 AEv redated to THC/CBOD. The hrequenty ol AEs ralatad to THC/CBD was not chaanly
dopendont on the doso.
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