Treatment of resistant MS spasticity with THC:CBD spray

and effects on driving ability
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able to drive [2,3]. NRS: 0 = no spasticity; 10 = worst spasticity imaginable.
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The purpose of this study was to explore whether THC:CBD Baseline Final Visit ig
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patients starting treatment under approved and everyday Effects on driving ability | | k Baceline Final Visit /
conditions. A secondary objective was to provide data on the At baseline, 19/33 enrolled patients scored <16% in one or
safety and tolerability of THC:CBD oromucosal spray. more driving tests (mean: 2 tests), including 3 patients who had
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e Reactive stress tolerance (Stress Tolerance Determination Visual Pursuit Test 39 (42) 39 (52) .
Test) Tolerability
e Attention and reaction speed (Reaction Speed: Motor Speed Concentration Cognitrone Test 61 (42) 64 (41) A total of 5 non-serious adverse events were reported in 4
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» Observational ability and skill in gaining an overview Test 41 (36) 40 (42) (1) and vertigo (1). Only dizziness and vertigo were considered
(Adaptive Tachistoscopic Traffic Perception Test). Eeaction et Weior Soeed 33 (54) 26 (43) treatment.rellated. .AII adverse events were considered mild or
Test results were recorded as percentile ranks: 0 = poorest eaction moderate in intensity.
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At final visit, the overall mean score for 5 driving tests improved
by +2.1% (NS). There were no statistically significant changes
versus baseline in mean scores for 4 of the 5 driving tests
(Figure 2): Visual Pursuit Test -1.5%; Concentration Cognitrone
Test +1.2%; Reaction Speed: Motor Speed Reaction +1.6%;

performance in other tests would render a subject ‘unfit for
driving’ (German Federal norms, FeV).

Treatment with THC:CBD oromucosal spray for 4 to 6 weeks
caused no significant overall deterioration from baseline in
driving ability tests performed by still-driving MS patients
receiving the medication for the first time.

Effectiveness of THC:CBD oromucosal spray was recorded by use
of the spasticity 0-10 numerical rating scale (NRS) and spasms
count. Tolerability was assessed by reporting of adverse events.

Adaptive Tachistoscopic Traffic Perception Test +3.0%. A Significant improvement was noted in a motor reaction task to
Evaluations were performed at baseline (study enrollment) and statistically significant improvement versus baseline in favor of multimodal  stimulus  processing  (Stress  Tolerance
after 4-6 weeks’ treatment with THC:CBD oromucosal spray THC:CBD oromucosal spray was recorded for the Stress Determination Test) which may have been related to a positive
(final visit). Tolerance Determination Test (+6.1%; p=0.02) (Figure 2). evolution in spasticity symptoms.

. o . , Between baseline and final visit, 2 patients switched from fit
Figure 2. Mean scores on driving ability tests at baseline and after 4-6 weeks’ treatment

Resu Its with THC:CBD oromucosal spray: a) Visual Pursuit Test; b) Concentration Cognitrone Test; to unfit for driving, and 2 patients switched from unfit to fit for
. c) Stress Tolerance Determination Test; d) Reaction Speed: Motor Speed Reaction; driving, but the overall number of MS patients considered fit
Study population ¢) Adaptive Tachistoscopic Traffic Perception Test. or unfit for driving did not change (24 patients fit; 7 patients
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remaining 31 patients was 5 sprays/day.
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