	
	Placebo/
Duloxetine (N=75)
n (%)
	Duloxetine/
Duloxetine (N=74)
n (%)

	TEAEs≥1, total
	54 (72.00)
	52 (70.27)

	Most frequently reported TEAEs (≥10%)

	Nausea
	22 (29.33)
	10 (13.51)

	Decreased appetite
	8 (10.67)
	6 (8.11)

	Vomiting
	8 (10.67)
	4 (5.41)

	Columbia Suicidal-Severity Rating Scale

	Suicidal ideation or behavior
	2 (2.70)
	5 (6.80)

	Non-suicidal self-injurious behavior
	5 (6.70)
	0

	Serious adverse events
	3 (4.00)
	3 (4.05)

	Suicide attempt
	0
	2 (2.70)

	Appendicitis
	0
	1 (1.35)

	Discontinuation due to adverse events
	5 (6.67)
	5 (6.76)

	Vomiting
	0
	1 (1.35)

	Myositis
	0
	1 (1.35)

	Headache
	0
	1 (1.35)

	Major depression
	0
	1 (1.35)

	Irritability
	0
	1 (1.35)

	Nausea
	1 (1.33)
	0

	Generalised tonic-clonic seizure
	1 (1.33)
	0

	Pregnancy*
	1 (1.89)
	0

	Affective disorder
	1 (1.33)
	0

	Rash
	1 (1.33)
	0

	Death
	0
	0
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