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	Open-label phase (Patients: n=47)*

	AEs (n=65)

	Mild
Fatigue (n=15): definitely related (n=4), probably related (n=6), possibly related (n=5)
Dizziness (n=8): definitely related (n=5), probably related, possibly related, not related (each n=1)
Dry mouth (n=4): probably related (n=3), possibly related (n=1)
Daytime Sleepiness (n=4): probably related (n=3), possibly related (n=1)
Upper respiratory tract infection (n=4): not related
Gastro-esophageal reflux (n=2): not related
Drowsiness (n=1): definitely related
Disorientation (n=1): probably related
Delusion (n=1): possibly related
Headache (n=1): possibly related
Restlessness (n=1): possibly related
Chest pain (n=1): not related
Skin reaction due to spider bites (n=1): not related
Iron deficiency (n=1): not related
Gastroenteritis (n=1): not related
Nausea and vomiting (n=1): not related
Meralgia paresthetica (n=1): not related
Fall (n=2): not related
Olecranon bursitis (n=1): not related

Moderate 
Fatigue (n=2): definitely related (n=1), possibly related (n=1)
Dizziness (n=1): probably related
Daytime sleepiness (n=1): probably related
Confusion (n=1): possibly related, resulted in discontinuation
Disorientation (n=1): possibly related
One episode of symptomatic orthostatic hypotension (n=1): possibly related
Migraine (n=1): not related, resulted in discontinuation
Tooth ache, resulting in teeth extraction (n=1): not related
Erythema migrans (n=1): not related
Upper respiratory tract infection (bacterial, n=1): not related
Conjunctivitis (n=1): not related
Fracture of lumbar vertebrae (n=1): not related 

Gonarthrosis, resulting in knee replacement surgery (n=1): not related, resulted in discontinuation


	Double-blind phase: Nabilone group (Patients: n=19)*

	AEs (n=8)

	Mild
Sleeping disturbances (insomnia, n=2): not related
Fall (n=1): not related
Muscle cramps (n=1): not related
Essential hypertension (n=1): not related

Moderate 
Panic attack (n=1): possibly related
Pain (right hip joint and lumbar spine, n=1): not related
Inflammation of the jawbone (below tooth, n=1): not related


	Double-blind phase: Placebo group (Patients: n=19)*

	AEs (n=15)

	Mild
Upper respiratory tract infection (n=3): not related
Livedo reticularis (n=1): not related
Recurrent falls (n=1): not related
Depressive episode (due to worsening of pain, n=1): not related
Nausea and vomiting (n=1): not related
Worsening of respiratory function (n=1): not related
Pain (n=1): not related

Moderate 
Syncope (n=2): not related
Sleeping disturbances (insomnia, n=1): not related
Sleeping disturbances (falling asleep and insomnia, n=1): not related
Worsening of pain (implant, n=1): not related
Helicobacter pylori associated gastritis (n=1): not related


	Safety Follow-Up (Patients: n=38)*

	new AEs (n=7)

	Mild
Gastroenteritis (n=1): not related (nabilone group)
Pain (torn muscle, n=1): not related (nabilone group)
Constipation (n=1): not related (nabilone group)
Fall (n=2): not related (placebo group)
Dry skin (head, n=1): not related (placebo group)

Moderate
Panic attack (n=1): possibly related (nabilone group)



*No severe AE or SAEs were reported in any group of patients.
Abbreviations: n, number; AE, adverse event; SAE, serious adverse event. 
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