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Abstract

Background:This study investigates the impact of IGC-AD1, a combination comprising

of low concentration of delta-9 tetrahydrocannabinol (“THC”) and melatonin on

blood serum potassium levels in patients with Alzheimer’s disease (“AD”). Loss of

intracellular compartmentalization of potassium is a characteristic of AD pathology,

with supporting studies indicating significantly lower potassium levels in intracellular

compartments of AD brains and an associated increase in serum potassium levels in

AD subjects. Here, we present preliminary safety lab data from a Phase I trial of AD

patients administered with IGC-AD1.

Methods: Thirteen Puerto Rican AD patients (mean age: 80.18 ± 6.22 years, 70%

women) participated in a three-cohort Phase I trial. Cohorts 1, 2 and 3 received 1 mL

of IGC-AD1 once a day, twice a day, or thrice a day for 14 days (“EOT”) with a washout

period between each cohort. Only Cohort 1 datawere analyzed. Blood draws occurred

at baseline, day 5, day 10, and day 14.

Results: The analysis showed a statistically significant decrease in potassium serum

levels from baseline (4.38 mmol/L) to EOT (4.16 mmol/L) in Cohort 1 on active

medication (p = 0.013), while no differences were observed in patients on placebo

(baseline: 4.65mmol/L and EOT: 4.7 mmol/L; p= 0.874).

Conclusions: Future imaging studies could explore the use of radioactive potassium

tracers for diagnosis. The study provides insights into a) potassium as a potential

blood-based diagnostic biomarker for ADand b) the potential of IGC-AD1 as a disease-

modifying medication, given the preliminary data showing a reduction in serum

potassium levels in AD subjects post-treatment.
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