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Supplementary Table 1:
All adverse events meeting the positive signal threshold at the PT level(Numbers≥10)
	PT
	Numbers
	ROR(95%Cl)
	PRR
	EBGM(EBGM05)
	IC(IC025)

	Nausea
	2,042
	5.11 ( 4.88 - 5.34 )
	4.86 ( 6320.69 )
	4.85 ( 4.67 )
	2.28 ( 2.21 )

	Suicidal ideation
	843
	19.99 ( 18.66 - 21.42 )
	19.52 ( 14617.86 )
	19.25 ( 18.18 )
	4.27 ( 4.17 )

	Anxiety
	781
	5.3 ( 4.93 - 5.69 )
	5.2 ( 2649.95 )
	5.18 ( 4.88 )
	2.37 ( 2.27 )

	Vomiting
	773
	3.23 ( 3 - 3.46 )
	3.17 ( 1157.03 )
	3.17 ( 2.99 )
	1.66 ( 1.56 )

	Pruritus
	768
	3.64 ( 3.39 - 3.91 )
	3.58 ( 1434.39 )
	3.57 ( 3.37 )
	1.84 ( 1.73 )

	Headache
	670
	1.96 ( 1.81 - 2.11 )
	1.94 ( 307.85 )
	1.94 ( 1.82 )
	0.96 ( 0.84 )

	Fatigue
	632
	1.42 ( 1.31 - 1.54 )
	1.41 ( 77.17 )
	1.41 ( 1.32 )
	0.5 ( 0.38 )

	Feeling abnormal
	610
	4.65 ( 4.29 - 5.04 )
	4.59 ( 1711.38 )
	4.57 ( 4.28 )
	2.19 ( 2.08 )

	Insomnia
	580
	4.19 ( 3.85 - 4.54 )
	4.13 ( 1377.85 )
	4.12 ( 3.85 )
	2.04 ( 1.92 )

	Dizziness
	523
	2 ( 1.83 - 2.18 )
	1.98 ( 255.26 )
	1.98 ( 1.84 )
	0.98 ( 0.86 )

	No adverse event
	515
	4.87 ( 4.47 - 5.32 )
	4.82 ( 1555.93 )
	4.8 ( 4.46 )
	2.26 ( 2.14 )

	Asthenia
	488
	2.44 ( 2.23 - 2.67 )
	2.42 ( 407.95 )
	2.42 ( 2.24 )
	1.27 ( 1.14 )

	Weight increased
	469
	4.01 ( 3.66 - 4.4 )
	3.97 ( 1043.35 )
	3.96 ( 3.67 )
	1.99 ( 1.85 )

	Irritability
	437
	14.65 ( 13.32 - 16.1 )
	14.47 ( 5426.07 )
	14.33 ( 13.23 )
	3.84 ( 3.7 )

	Diarrhoea
	431
	1.17 ( 1.07 - 1.29 )
	1.17 ( 10.89 )
	1.17 ( 1.08 )
	0.23 ( 0.09 )

	Disturbance in attention
	408
	14.55 ( 13.19 - 16.05 )
	14.39 ( 5032.61 )
	14.24 ( 13.12 )
	3.83 ( 3.69 )

	Anger
	402
	24.94 ( 22.59 - 27.55 )
	24.66 ( 8963.88 )
	24.23 ( 22.3 )
	4.6 ( 4.45 )

	Rash
	372
	1.48 ( 1.34 - 1.64 )
	1.47 ( 57.1 )
	1.47 ( 1.35 )
	0.56 ( 0.41 )

	Depression
	371
	3.32 ( 3 - 3.68 )
	3.3 ( 594.68 )
	3.29 ( 3.02 )
	1.72 ( 1.57 )

	Constipation
	311
	2.62 ( 2.34 - 2.93 )
	2.6 ( 307.75 )
	2.6 ( 2.37 )
	1.38 ( 1.21 )

	Apathy
	293
	39.43 ( 35.09 - 44.31 )
	39.1 ( 10567.43 )
	38 ( 34.47 )
	5.25 ( 5.08 )

	Agitation
	263
	7.61 ( 6.74 - 8.6 )
	7.56 ( 1490.76 )
	7.53 ( 6.8 )
	2.91 ( 2.73 )

	Wrong technique in product usage process
	254
	1.7 ( 1.5 - 1.92 )
	1.69 ( 72.6 )
	1.69 ( 1.53 )
	0.76 ( 0.58 )

	Product use in unapproved indication
	238
	1.51 ( 1.33 - 1.72 )
	1.51 ( 40.85 )
	1.51 ( 1.35 )
	0.59 ( 0.4 )

	Hyperhidrosis
	236
	3.58 ( 3.15 - 4.07 )
	3.56 ( 434.3 )
	3.55 ( 3.19 )
	1.83 ( 1.64 )

	Hypersomnia
	223
	14.66 ( 12.84 - 16.73 )
	14.57 ( 2788.84 )
	14.42 ( 12.91 )
	3.85 ( 3.66 )

	Mood swings
	217
	13.98 ( 12.22 - 15.98 )
	13.89 ( 2570.85 )
	13.76 ( 12.3 )
	3.78 ( 3.59 )

	Somnolence
	212
	2 ( 1.74 - 2.28 )
	1.99 ( 104.4 )
	1.99 ( 1.77 )
	0.99 ( 0.79 )

	Libido decreased
	204
	33.77 ( 29.38 - 38.82 )
	33.57 ( 6288.89 )
	32.77 ( 29.16 )
	5.03 ( 4.83 )

	Suicide attempt
	202
	7.1 ( 6.18 - 8.16 )
	7.07 ( 1047.39 )
	7.03 ( 6.26 )
	2.81 ( 2.61 )

	Tremor
	196
	2.34 ( 2.03 - 2.69 )
	2.33 ( 148.52 )
	2.33 ( 2.07 )
	1.22 ( 1.01 )

	Completed suicide
	182
	4.66 ( 4.02 - 5.39 )
	4.64 ( 517.97 )
	4.62 ( 4.09 )
	2.21 ( 2 )

	Vision blurred
	174
	2.48 ( 2.14 - 2.88 )
	2.48 ( 153.09 )
	2.47 ( 2.18 )
	1.31 ( 1.09 )

	Overdose
	173
	1.35 ( 1.16 - 1.56 )
	1.35 ( 15.35 )
	1.34 ( 1.19 )
	0.43 ( 0.21 )

	Feeling guilty
	171
	270.5 ( 229.41 - 318.95 )
	269.15 ( 37964.92 )
	223.84 ( 195.01 )
	7.81 ( 7.57 )

	Hospitalisation
	167
	1.76 ( 1.51 - 2.04 )
	1.75 ( 53.94 )
	1.75 ( 1.54 )
	0.81 ( 0.58 )

	Hyperphagia
	164
	91.38 ( 77.98 - 107.08 )
	90.95 ( 13651.88 )
	85.16 ( 74.58 )
	6.41 ( 6.18 )

	Blood pressure increased
	140
	1.69 ( 1.43 - 2 )
	1.69 ( 39.38 )
	1.69 ( 1.47 )
	0.76 ( 0.51 )

	Serotonin syndrome
	140
	14.54 ( 12.3 - 17.18 )
	14.48 ( 1738.87 )
	14.34 ( 12.47 )
	3.84 ( 3.6 )

	Confusional state
	136
	1.63 ( 1.38 - 1.93 )
	1.63 ( 33.15 )
	1.63 ( 1.41 )
	0.7 ( 0.46 )

	Palpitations
	136
	2.25 ( 1.9 - 2.66 )
	2.25 ( 94.07 )
	2.24 ( 1.95 )
	1.17 ( 0.92 )

	Sexual dysfunction
	136
	22.87 ( 19.29 - 27.1 )
	22.78 ( 2784.55 )
	22.41 ( 19.44 )
	4.49 ( 4.24 )

	Abdominal discomfort
	136
	1.37 ( 1.16 - 1.62 )
	1.37 ( 13.44 )
	1.37 ( 1.19 )
	0.45 ( 0.2 )

	Seizure
	135
	1.59 ( 1.34 - 1.88 )
	1.59 ( 29.25 )
	1.59 ( 1.38 )
	0.66 ( 0.42 )

	Dry mouth
	134
	3.17 ( 2.67 - 3.76 )
	3.16 ( 197.76 )
	3.16 ( 2.74 )
	1.66 ( 1.41 )

	Urticaria
	133
	1.51 ( 1.27 - 1.79 )
	1.51 ( 22.57 )
	1.5 ( 1.3 )
	0.59 ( 0.34 )

	Crying
	133
	7.52 ( 6.34 - 8.93 )
	7.5 ( 745.27 )
	7.46 ( 6.47 )
	2.9 ( 2.65 )

	Contusion
	132
	2.49 ( 2.1 - 2.95 )
	2.48 ( 116.63 )
	2.48 ( 2.15 )
	1.31 ( 1.06 )

	Mania
	131
	17.57 ( 14.79 - 20.88 )
	17.51 ( 2012.95 )
	17.29 ( 14.97 )
	4.11 ( 3.86 )

	Drug interaction
	130
	1.6 ( 1.35 - 1.9 )
	1.6 ( 29.26 )
	1.6 ( 1.38 )
	0.68 ( 0.42 )

	Depressed mood
	120
	4.07 ( 3.4 - 4.87 )
	4.06 ( 276.41 )
	4.05 ( 3.49 )
	2.02 ( 1.76 )

	Nightmare
	119
	6.97 ( 5.82 - 8.34 )
	6.94 ( 602.67 )
	6.91 ( 5.94 )
	2.79 ( 2.52 )

	Abnormal dreams
	115
	10.12 ( 8.42 - 12.16 )
	10.09 ( 934.63 )
	10.02 ( 8.59 )
	3.32 ( 3.06 )

	Intentional overdose
	112
	3.27 ( 2.71 - 3.93 )
	3.26 ( 175.06 )
	3.25 ( 2.78 )
	1.7 ( 1.43 )

	Aggression
	109
	4.9 ( 4.06 - 5.92 )
	4.89 ( 336.42 )
	4.88 ( 4.17 )
	2.29 ( 2.01 )

	Therapy interrupted
	104
	2.55 ( 2.1 - 3.09 )
	2.54 ( 97.14 )
	2.54 ( 2.16 )
	1.34 ( 1.06 )

	Paraesthesia
	102
	1.23 ( 1.01 - 1.49 )
	1.23 ( 4.27 )
	1.23 ( 1.04 )
	0.29 ( 0.01 )

	Panic attack
	100
	5.54 ( 4.55 - 6.75 )
	5.53 ( 369.62 )
	5.51 ( 4.67 )
	2.46 ( 2.17 )

	Hallucination
	91
	2.35 ( 1.92 - 2.89 )
	2.35 ( 70.49 )
	2.35 ( 1.98 )
	1.23 ( 0.93 )

	Erectile dysfunction
	91
	7.37 ( 5.99 - 9.05 )
	7.35 ( 496.65 )
	7.31 ( 6.16 )
	2.87 ( 2.57 )

	Adverse event
	86
	1.65 ( 1.33 - 2.04 )
	1.65 ( 21.85 )
	1.65 ( 1.38 )
	0.72 ( 0.41 )

	Hyponatraemia
	85
	2.97 ( 2.4 - 3.67 )
	2.96 ( 110.2 )
	2.96 ( 2.47 )
	1.56 ( 1.25 )

	Eating disorder
	85
	7.2 ( 5.81 - 8.91 )
	7.18 ( 449.88 )
	7.15 ( 5.98 )
	2.84 ( 2.52 )

	Tinnitus
	79
	3.24 ( 2.6 - 4.05 )
	3.24 ( 121.97 )
	3.23 ( 2.69 )
	1.69 ( 1.37 )

	Underdose
	78
	1.65 ( 1.32 - 2.06 )
	1.65 ( 20 )
	1.65 ( 1.37 )
	0.72 ( 0.4 )

	Product prescribing error
	76
	2.86 ( 2.29 - 3.59 )
	2.86 ( 91.74 )
	2.85 ( 2.36 )
	1.51 ( 1.18 )

	Heart rate increased
	73
	1.45 ( 1.15 - 1.82 )
	1.45 ( 10.03 )
	1.45 ( 1.19 )
	0.53 ( 0.2 )

	Migraine
	73
	1.37 ( 1.09 - 1.73 )
	1.37 ( 7.42 )
	1.37 ( 1.13 )
	0.46 ( 0.12 )

	Adverse drug reaction
	73
	1.34 ( 1.06 - 1.68 )
	1.34 ( 6.24 )
	1.34 ( 1.1 )
	0.42 ( 0.08 )

	Withdrawal syndrome
	73
	3.02 ( 2.4 - 3.81 )
	3.02 ( 98.51 )
	3.02 ( 2.49 )
	1.59 ( 1.26 )

	Sleep disorder
	72
	1.84 ( 1.46 - 2.32 )
	1.84 ( 27.47 )
	1.84 ( 1.51 )
	0.88 ( 0.54 )

	Restlessness
	72
	3.88 ( 3.08 - 4.89 )
	3.88 ( 153.34 )
	3.87 ( 3.19 )
	1.95 ( 1.61 )

	Product administered to patient of inappropriate age
	71
	8.08 ( 6.4 - 10.2 )
	8.06 ( 436.79 )
	8.02 ( 6.6 )
	3 ( 2.66 )

	Akathisia
	70
	11.27 ( 8.9 - 14.26 )
	11.25 ( 648.19 )
	11.16 ( 9.17 )
	3.48 ( 3.14 )

	Prescribed overdose
	69
	6.1 ( 4.81 - 7.72 )
	6.09 ( 291.99 )
	6.06 ( 4.97 )
	2.6 ( 2.25 )

	Vertigo
	66
	1.98 ( 1.56 - 2.52 )
	1.98 ( 32.03 )
	1.98 ( 1.62 )
	0.98 ( 0.63 )

	Nervousness
	63
	2.42 ( 1.89 - 3.09 )
	2.41 ( 52.12 )
	2.41 ( 1.96 )
	1.27 ( 0.91 )

	Pregnancy
	63
	8.27 ( 6.46 - 10.6 )
	8.26 ( 399.56 )
	8.21 ( 6.68 )
	3.04 ( 2.68 )

	Tachycardia
	63
	1.41 ( 1.1 - 1.81 )
	1.41 ( 7.5 )
	1.41 ( 1.15 )
	0.49 ( 0.13 )

	Urinary retention
	62
	3.57 ( 2.78 - 4.59 )
	3.57 ( 114.36 )
	3.56 ( 2.89 )
	1.83 ( 1.47 )

	Electrocardiogram qt prolonged
	62
	3.14 ( 2.44 - 4.02 )
	3.13 ( 89.82 )
	3.13 ( 2.54 )
	1.64 ( 1.28 )

	Feeling jittery
	59
	6.36 ( 4.92 - 8.22 )
	6.35 ( 264.86 )
	6.33 ( 5.11 )
	2.66 ( 2.29 )

	Flatulence
	59
	2.02 ( 1.57 - 2.61 )
	2.02 ( 30.43 )
	2.02 ( 1.63 )
	1.01 ( 0.64 )

	Amnesia
	55
	1.73 ( 1.33 - 2.26 )
	1.73 ( 17.03 )
	1.73 ( 1.39 )
	0.79 ( 0.41 )

	Surgery
	55
	1.77 ( 1.36 - 2.3 )
	1.77 ( 18.3 )
	1.77 ( 1.42 )
	0.82 ( 0.43 )

	Intentional self-injury
	54
	4.31 ( 3.3 - 5.63 )
	4.3 ( 136.5 )
	4.29 ( 3.43 )
	2.1 ( 1.71 )

	Dysgeusia
	54
	1.41 ( 1.08 - 1.84 )
	1.41 ( 6.47 )
	1.41 ( 1.13 )
	0.5 ( 0.11 )

	Mental impairment
	52
	4.09 ( 3.12 - 5.37 )
	4.09 ( 120.93 )
	4.08 ( 3.25 )
	2.03 ( 1.63 )

	Dyskinesia
	51
	2.63 ( 2 - 3.46 )
	2.63 ( 51.24 )
	2.62 ( 2.08 )
	1.39 ( 0.99 )

	Eye pain
	51
	1.72 ( 1.3 - 2.26 )
	1.72 ( 15.2 )
	1.71 ( 1.36 )
	0.78 ( 0.38 )

	Inappropriate antidiuretic hormone secretion
	51
	10.46 ( 7.94 - 13.78 )
	10.45 ( 432.26 )
	10.37 ( 8.23 )
	3.37 ( 2.97 )

	Rash pruritic
	49
	1.73 ( 1.31 - 2.29 )
	1.73 ( 15.09 )
	1.73 ( 1.37 )
	0.79 ( 0.38 )

	Muscle twitching
	48
	4.12 ( 3.1 - 5.47 )
	4.11 ( 112.74 )
	4.1 ( 3.24 )
	2.04 ( 1.62 )

	Restless legs syndrome
	48
	5.08 ( 3.83 - 6.75 )
	5.08 ( 156.63 )
	5.06 ( 3.99 )
	2.34 ( 1.93 )

	Energy increased
	48
	14.84 ( 11.17 - 19.73 )
	14.82 ( 612.02 )
	14.67 ( 11.56 )
	3.87 ( 3.46 )

	Therapy cessation
	48
	1.4 ( 1.06 - 1.86 )
	1.4 ( 5.49 )
	1.4 ( 1.1 )
	0.49 ( 0.07 )

	Hallucination, auditory
	47
	6.01 ( 4.51 - 8.01 )
	6 ( 195.18 )
	5.98 ( 4.71 )
	2.58 ( 2.16 )

	Alcohol use
	45
	46.31 ( 34.39 - 62.35 )
	46.25 ( 1924.93 )
	44.72 ( 34.87 )
	5.48 ( 5.05 )

	Psychomotor hyperactivity
	44
	5.39 ( 4.01 - 7.25 )
	5.39 ( 156.66 )
	5.37 ( 4.19 )
	2.43 ( 1.99 )

	Psychotic disorder
	43
	3.14 ( 2.33 - 4.24 )
	3.14 ( 62.58 )
	3.13 ( 2.44 )
	1.65 ( 1.21 )

	Bruxism
	43
	15.53 ( 11.5 - 20.98 )
	15.51 ( 577.14 )
	15.35 ( 11.93 )
	3.94 ( 3.5 )

	Sedation
	42
	3.31 ( 2.45 - 4.49 )
	3.31 ( 67.59 )
	3.3 ( 2.56 )
	1.72 ( 1.28 )

	Retching
	41
	3.66 ( 2.69 - 4.98 )
	3.66 ( 79.02 )
	3.65 ( 2.82 )
	1.87 ( 1.42 )

	Cognitive disorder
	41
	1.59 ( 1.17 - 2.17 )
	1.59 ( 9.05 )
	1.59 ( 1.23 )
	0.67 ( 0.23 )

	Hallucination, visual
	40
	3.89 ( 2.85 - 5.31 )
	3.89 ( 85.59 )
	3.88 ( 2.99 )
	1.96 ( 1.5 )

	Anhedonia
	38
	2.72 ( 1.98 - 3.74 )
	2.72 ( 41.15 )
	2.71 ( 2.08 )
	1.44 ( 0.98 )

	Night sweats
	38
	2.16 ( 1.57 - 2.98 )
	2.16 ( 23.75 )
	2.16 ( 1.66 )
	1.11 ( 0.65 )

	Thinking abnormal
	36
	4.04 ( 2.91 - 5.6 )
	4.04 ( 82 )
	4.03 ( 3.06 )
	2.01 ( 1.53 )

	Anorgasmia
	36
	26.6 ( 19.12 - 37.01 )
	26.58 ( 868.74 )
	26.07 ( 19.78 )
	4.7 ( 4.23 )

	Epilepsy
	36
	2.22 ( 1.6 - 3.08 )
	2.22 ( 24.12 )
	2.22 ( 1.69 )
	1.15 ( 0.67 )

	Tardive dyskinesia
	35
	5.52 ( 3.96 - 7.7 )
	5.52 ( 129.03 )
	5.5 ( 4.17 )
	2.46 ( 1.98 )

	Increased appetite
	35
	3.84 ( 2.75 - 5.35 )
	3.83 ( 73.09 )
	3.82 ( 2.9 )
	1.94 ( 1.45 )

	Abnormal behaviour
	34
	1.99 ( 1.42 - 2.79 )
	1.99 ( 16.69 )
	1.99 ( 1.5 )
	0.99 ( 0.5 )

	Negative thoughts
	33
	20.28 ( 14.38 - 28.6 )
	20.26 ( 595.16 )
	19.97 ( 14.98 )
	4.32 ( 3.82 )

	Tachyphrenia
	32
	17.79 ( 12.55 - 25.22 )
	17.78 ( 499.93 )
	17.55 ( 13.11 )
	4.13 ( 3.63 )

	Hypomania
	31
	17.38 ( 12.19 - 24.78 )
	17.37 ( 471.96 )
	17.15 ( 12.75 )
	4.1 ( 3.59 )

	Muscle tightness
	30
	3.48 ( 2.43 - 4.99 )
	3.48 ( 52.95 )
	3.48 ( 2.57 )
	1.8 ( 1.28 )

	Homicidal ideation
	30
	22.39 ( 15.61 - 32.13 )
	22.37 ( 602.36 )
	22.02 ( 16.28 )
	4.46 ( 3.94 )

	Emotional disorder
	30
	1.85 ( 1.29 - 2.65 )
	1.85 ( 11.69 )
	1.85 ( 1.37 )
	0.89 ( 0.37 )

	Suicidal behaviour
	28
	13.65 ( 9.4 - 19.81 )
	13.64 ( 324.55 )
	13.51 ( 9.89 )
	3.76 ( 3.22 )

	Mood altered
	28
	2 ( 1.38 - 2.91 )
	2 ( 14.07 )
	2 ( 1.47 )
	1 ( 0.47 )

	Self-injurious ideation
	28
	14.77 ( 10.18 - 21.44 )
	14.76 ( 355.25 )
	14.61 ( 10.7 )
	3.87 ( 3.33 )

	Blood sodium decreased
	26
	2.94 ( 2 - 4.32 )
	2.94 ( 33.2 )
	2.94 ( 2.13 )
	1.55 ( 1 )

	Delusion
	26
	3.34 ( 2.27 - 4.91 )
	3.34 ( 42.46 )
	3.33 ( 2.41 )
	1.74 ( 1.18 )

	Loss of libido
	26
	5.22 ( 3.55 - 7.68 )
	5.22 ( 88.41 )
	5.21 ( 3.77 )
	2.38 ( 1.82 )

	Personality change
	25
	5.74 ( 3.87 - 8.5 )
	5.73 ( 97.26 )
	5.71 ( 4.11 )
	2.51 ( 1.95 )

	Bipolar disorder
	25
	5.07 ( 3.42 - 7.51 )
	5.06 ( 81.24 )
	5.05 ( 3.63 )
	2.34 ( 1.77 )

	Paranoia
	24
	3.09 ( 2.07 - 4.61 )
	3.09 ( 33.83 )
	3.08 ( 2.21 )
	1.62 ( 1.05 )

	Hunger
	23
	3.69 ( 2.45 - 5.56 )
	3.69 ( 44.98 )
	3.68 ( 2.61 )
	1.88 ( 1.29 )

	Poor quality sleep
	23
	1.9 ( 1.26 - 2.86 )
	1.9 ( 9.82 )
	1.9 ( 1.35 )
	0.93 ( 0.34 )

	Social avoidant behaviour
	23
	8.26 ( 5.48 - 12.45 )
	8.26 ( 145.86 )
	8.21 ( 5.83 )
	3.04 ( 2.45 )

	Reaction to excipient
	23
	8.86 ( 5.88 - 13.35 )
	8.86 ( 159.22 )
	8.8 ( 6.25 )
	3.14 ( 2.55 )

	Feeding disorder
	22
	1.79 ( 1.18 - 2.71 )
	1.79 ( 7.61 )
	1.79 ( 1.26 )
	0.84 ( 0.23 )

	Generalised tonic-clonic seizure
	22
	1.89 ( 1.25 - 2.88 )
	1.89 ( 9.26 )
	1.89 ( 1.33 )
	0.92 ( 0.32 )

	Feelings of worthlessness
	22
	31.33 ( 20.53 - 47.83 )
	31.31 ( 630.7 )
	30.61 ( 21.49 )
	4.94 ( 4.33 )

	Feeling of despair
	21
	8.58 ( 5.59 - 13.19 )
	8.58 ( 139.72 )
	8.53 ( 5.96 )
	3.09 ( 2.48 )

	Impaired work ability
	21
	1.94 ( 1.27 - 2.98 )
	1.94 ( 9.59 )
	1.94 ( 1.36 )
	0.96 ( 0.34 )

	Head discomfort
	20
	1.83 ( 1.18 - 2.84 )
	1.83 ( 7.52 )
	1.83 ( 1.27 )
	0.87 ( 0.24 )

	Decreased interest
	20
	5.9 ( 3.8 - 9.15 )
	5.89 ( 80.91 )
	5.87 ( 4.07 )
	2.55 ( 1.92 )

	Abulia
	20
	37.95 ( 24.33 - 59.2 )
	37.93 ( 699.08 )
	36.9 ( 25.44 )
	5.21 ( 4.57 )

	Extrapyramidal disorder
	19
	3.1 ( 1.98 - 4.86 )
	3.1 ( 26.95 )
	3.09 ( 2.12 )
	1.63 ( 0.98 )

	Dissociation
	18
	6.26 ( 3.94 - 9.94 )
	6.25 ( 79.08 )
	6.23 ( 4.23 )
	2.64 ( 1.98 )

	Depressive symptom
	18
	9.51 ( 5.98 - 15.13 )
	9.51 ( 136.07 )
	9.45 ( 6.41 )
	3.24 ( 2.58 )

	Frustration tolerance decreased
	18
	2.59 ( 1.63 - 4.12 )
	2.59 ( 17.55 )
	2.59 ( 1.76 )
	1.37 ( 0.71 )

	Drug screen false positive
	18
	14.96 ( 9.4 - 23.82 )
	14.96 ( 231.82 )
	14.8 ( 10.03 )
	3.89 ( 3.22 )

	Glaucoma
	18
	1.72 ( 1.08 - 2.73 )
	1.72 ( 5.38 )
	1.72 ( 1.17 )
	0.78 ( 0.12 )

	Affect lability
	17
	3.23 ( 2.01 - 5.2 )
	3.23 ( 26.1 )
	3.22 ( 2.16 )
	1.69 ( 1.01 )

	Product name confusion
	17
	20.65 ( 12.79 - 33.35 )
	20.65 ( 312.92 )
	20.34 ( 13.62 )
	4.35 ( 3.66 )

	Middle insomnia
	17
	1.85 ( 1.15 - 2.97 )
	1.84 ( 6.57 )
	1.84 ( 1.24 )
	0.88 ( 0.2 )

	Euphoric mood
	17
	3.21 ( 1.99 - 5.16 )
	3.21 ( 25.73 )
	3.2 ( 2.15 )
	1.68 ( 1 )

	Drug screen positive
	17
	5.51 ( 3.42 - 8.88 )
	5.51 ( 62.5 )
	5.49 ( 3.69 )
	2.46 ( 1.78 )

	Therapy change
	17
	2.8 ( 1.74 - 4.51 )
	2.8 ( 19.66 )
	2.8 ( 1.88 )
	1.48 ( 0.8 )

	Major depression
	17
	4.59 ( 2.85 - 7.39 )
	4.58 ( 47.49 )
	4.57 ( 3.07 )
	2.19 ( 1.51 )

	Tic
	16
	6.36 ( 3.89 - 10.4 )
	6.36 ( 71.91 )
	6.33 ( 4.2 )
	2.66 ( 1.96 )

	Vomiting projectile
	16
	11.1 ( 6.78 - 18.16 )
	11.09 ( 145.74 )
	11.01 ( 7.29 )
	3.46 ( 2.76 )

	Parosmia
	15
	3.94 ( 2.38 - 6.55 )
	3.94 ( 32.84 )
	3.93 ( 2.57 )
	1.98 ( 1.25 )

	Gastrointestinal pain
	15
	2.44 ( 1.47 - 4.05 )
	2.44 ( 12.73 )
	2.44 ( 1.6 )
	1.29 ( 0.56 )

	Mydriasis
	15
	2.47 ( 1.49 - 4.11 )
	2.47 ( 13.15 )
	2.47 ( 1.62 )
	1.31 ( 0.58 )

	Dystonia
	14
	2.23 ( 1.32 - 3.77 )
	2.23 ( 9.48 )
	2.23 ( 1.44 )
	1.16 ( 0.41 )

	Initial insomnia
	14
	2.84 ( 1.68 - 4.8 )
	2.84 ( 16.64 )
	2.83 ( 1.83 )
	1.5 ( 0.76 )

	Hyperprolactinaemia
	14
	3.38 ( 2 - 5.72 )
	3.38 ( 23.44 )
	3.38 ( 2.18 )
	1.76 ( 1.01 )

	Impulsive behaviour
	13
	7.31 ( 4.24 - 12.61 )
	7.31 ( 70.43 )
	7.28 ( 4.61 )
	2.86 ( 2.09 )

	Decreased activity
	13
	2.13 ( 1.23 - 3.66 )
	2.13 ( 7.74 )
	2.12 ( 1.35 )
	1.09 ( 0.31 )

	Obsessive-compulsive disorder
	12
	3.07 ( 1.74 - 5.41 )
	3.07 ( 16.71 )
	3.06 ( 1.91 )
	1.62 ( 0.81 )

	Salivary hypersecretion
	12
	2.31 ( 1.31 - 4.07 )
	2.31 ( 8.91 )
	2.31 ( 1.44 )
	1.21 ( 0.41 )

	Formication
	12
	3.45 ( 1.96 - 6.09 )
	3.45 ( 20.86 )
	3.45 ( 2.15 )
	1.79 ( 0.98 )

	Scratch
	12
	2.1 ( 1.19 - 3.7 )
	2.1 ( 6.93 )
	2.1 ( 1.31 )
	1.07 ( 0.27 )

	Blood prolactin increased
	12
	4.89 ( 2.78 - 8.63 )
	4.89 ( 37.02 )
	4.88 ( 3.04 )
	2.29 ( 1.48 )

	Angle closure glaucoma
	12
	10.24 ( 5.8 - 18.07 )
	10.23 ( 99.23 )
	10.16 ( 6.32 )
	3.35 ( 2.54 )

	Logorrhoea
	12
	7.3 ( 4.14 - 12.88 )
	7.3 ( 64.89 )
	7.27 ( 4.52 )
	2.86 ( 2.06 )

	Alcohol interaction
	12
	11.94 ( 6.76 - 21.08 )
	11.93 ( 119.15 )
	11.84 ( 7.36 )
	3.57 ( 2.76 )

	Impaired driving ability
	11
	2.12 ( 1.17 - 3.83 )
	2.12 ( 6.49 )
	2.12 ( 1.29 )
	1.08 ( 0.25 )

	Haemorrhagic diathesis
	11
	5.71 ( 3.16 - 10.32 )
	5.71 ( 42.53 )
	5.69 ( 3.46 )
	2.51 ( 1.67 )

	Bradyphrenia
	11
	2.93 ( 1.62 - 5.29 )
	2.93 ( 13.94 )
	2.92 ( 1.78 )
	1.55 ( 0.71 )

	Sleep terror
	11
	4.59 ( 2.54 - 8.3 )
	4.59 ( 30.76 )
	4.58 ( 2.79 )
	2.19 ( 1.36 )

	Sluggishness
	11
	1.97 ( 1.09 - 3.56 )
	1.97 ( 5.25 )
	1.97 ( 1.2 )
	0.98 ( 0.14 )

	Derealisation
	11
	10.38 ( 5.74 - 18.79 )
	10.38 ( 92.5 )
	10.31 ( 6.27 )
	3.37 ( 2.53 )

	Alcoholic
	11
	121.38 ( 65.46 - 225.08 )
	121.34 ( 1202.6 )
	111.24 ( 66.35 )
	6.8 ( 5.93 )

	Activation syndrome
	11
	78.73 ( 42.85 - 144.67 )
	78.71 ( 796.56 )
	74.35 ( 44.69 )
	6.22 ( 5.36 )

	Somnambulism
	10
	3.05 ( 1.64 - 5.68 )
	3.05 ( 13.78 )
	3.05 ( 1.81 )
	1.61 ( 0.74 )

	Diarrhoea haemorrhagic
	10
	2.01 ( 1.08 - 3.74 )
	2.01 ( 5.09 )
	2.01 ( 1.2 )
	1.01 ( 0.14 )

	Ventricular extrasystoles
	10
	2.3 ( 1.24 - 4.28 )
	2.3 ( 7.35 )
	2.3 ( 1.37 )
	1.2 ( 0.33 )

	Menstrual disorder
	10
	2.38 ( 1.28 - 4.42 )
	2.38 ( 7.97 )
	2.38 ( 1.41 )
	1.25 ( 0.38 )

	Blepharospasm
	10
	3.18 ( 1.71 - 5.92 )
	3.18 ( 14.91 )
	3.18 ( 1.89 )
	1.67 ( 0.8 )

	Coeliac disease
	10
	1.88 ( 1.01 - 3.5 )
	1.88 ( 4.11 )
	1.88 ( 1.12 )
	0.91 ( 0.04 )

	Violence-related symptom
	10
	15.49 ( 8.3 - 28.89 )
	15.48 ( 133.9 )
	15.31 ( 9.09 )
	3.94 ( 3.06 )

	Dizziness postural
	10
	1.91 ( 1.03 - 3.54 )
	1.91 ( 4.3 )
	1.9 ( 1.13 )
	0.93 ( 0.06 )

	Panic disorder
	10
	5.23 ( 2.81 - 9.74 )
	5.23 ( 34.08 )
	5.21 ( 3.1 )
	2.38 ( 1.51 )

	Impaired gastric emptying
	10
	1.9 ( 1.02 - 3.53 )
	1.9 ( 4.24 )
	1.9 ( 1.13 )
	0.92 ( 0.05 )

	Poisoning deliberate
	10
	1.86 ( 1 - 3.45 )
	1.86 ( 3.94 )
	1.85 ( 1.1 )
	0.89 ( 0.02 )


Abbreviation: ROR, reporting odds ratio; PRR, proportional reporting ratio; EBGM, empirical Bayesian geometric mean; EBGM05, the lower limit of the 95% CI of EBGM; IC, information component; IC025, the lower limit of the 95% CI of the IC; CI, confidence interval; PT,preferred term.










Supplementary Table 2: 
Top 100 positive adverse events in males at the preferred term level
	PT
	Numbers
	ROR(95%Cl)
	PRR
	EBGM(EBGM05)
	IC(IC025)

	Nausea
	396
	4.94 ( 4.47 - 5.46 )
	4.77 ( 1186.94 )
	4.76 ( 4.37 )
	2.25 ( 2.1 )

	Suicidal ideation
	260
	21.56 ( 19.04 - 24.41 )
	20.97 ( 4889.68 )
	20.72 ( 18.68 )
	4.37 ( 4.19 )

	Anxiety
	212
	6.15 ( 5.36 - 7.05 )
	6.03 ( 889.68 )
	6.01 ( 5.36 )
	2.59 ( 2.39 )

	Insomnia
	192
	5.5 ( 4.77 - 6.35 )
	5.41 ( 689.79 )
	5.39 ( 4.78 )
	2.43 ( 2.22 )

	Fatigue
	188
	1.69 ( 1.46 - 1.95 )
	1.67 ( 51.32 )
	1.67 ( 1.48 )
	0.74 ( 0.53 )

	Feeling abnormal
	174
	6.03 ( 5.19 - 7.01 )
	5.93 ( 713.5 )
	5.92 ( 5.22 )
	2.56 ( 2.34 )

	Vomiting
	157
	2.98 ( 2.54 - 3.49 )
	2.94 ( 202.35 )
	2.94 ( 2.58 )
	1.56 ( 1.32 )

	Asthenia
	154
	2.67 ( 2.27 - 3.13 )
	2.64 ( 157.64 )
	2.64 ( 2.31 )
	1.4 ( 1.17 )

	Dizziness
	149
	2.35 ( 1.99 - 2.76 )
	2.32 ( 113.01 )
	2.32 ( 2.03 )
	1.22 ( 0.98 )

	Headache
	145
	2.15 ( 1.82 - 2.53 )
	2.13 ( 87.67 )
	2.13 ( 1.86 )
	1.09 ( 0.85 )

	Disturbance in attention
	140
	17.48 ( 14.78 - 20.67 )
	17.23 ( 2119.28 )
	17.06 ( 14.82 )
	4.09 ( 3.85 )

	Irritability
	130
	15.12 ( 12.7 - 17.99 )
	14.91 ( 1674.03 )
	14.79 ( 12.79 )
	3.89 ( 3.63 )

	Anger
	121
	22.07 ( 18.42 - 26.43 )
	21.79 ( 2369.93 )
	21.52 ( 18.5 )
	4.43 ( 4.16 )

	Completed suicide
	115
	8.96 ( 7.45 - 10.77 )
	8.86 ( 798.57 )
	8.82 ( 7.56 )
	3.14 ( 2.87 )

	No adverse event
	101
	4.9 ( 4.02 - 5.96 )
	4.85 ( 308.94 )
	4.84 ( 4.11 )
	2.28 ( 1.99 )

	Depression
	99
	3.49 ( 2.86 - 4.25 )
	3.46 ( 173.52 )
	3.46 ( 2.93 )
	1.79 ( 1.5 )

	Product use in unapproved indication
	99
	2.39 ( 1.96 - 2.91 )
	2.37 ( 78.83 )
	2.37 ( 2.01 )
	1.25 ( 0.95 )

	Weight increased
	95
	3.5 ( 2.86 - 4.28 )
	3.47 ( 167.22 )
	3.47 ( 2.93 )
	1.79 ( 1.5 )

	Apathy
	95
	39.03 ( 31.81 - 47.89 )
	38.63 ( 3403.44 )
	37.77 ( 31.83 )
	5.24 ( 4.94 )

	Erectile dysfunction
	89
	9.81 ( 7.96 - 12.1 )
	9.73 ( 693.29 )
	9.67 ( 8.12 )
	3.27 ( 2.97 )

	Libido decreased
	81
	26.85 ( 21.54 - 33.48 )
	26.62 ( 1966.19 )
	26.21 ( 21.8 )
	4.71 ( 4.39 )

	Hyperhidrosis
	80
	4.2 ( 3.37 - 5.23 )
	4.17 ( 192.82 )
	4.16 ( 3.46 )
	2.06 ( 1.74 )

	Agitation
	78
	6.66 ( 5.32 - 8.32 )
	6.61 ( 370.16 )
	6.58 ( 5.46 )
	2.72 ( 2.39 )

	Sexual dysfunction
	73
	21.79 ( 17.28 - 27.47 )
	21.62 ( 1417.49 )
	21.35 ( 17.59 )
	4.42 ( 4.08 )

	Suicide attempt
	71
	8.95 ( 7.08 - 11.31 )
	8.89 ( 494.82 )
	8.85 ( 7.27 )
	3.15 ( 2.8 )

	Hypersomnia
	69
	15.66 ( 12.34 - 19.87 )
	15.55 ( 930.98 )
	15.41 ( 12.63 )
	3.95 ( 3.6 )

	Pruritus
	68
	1.37 ( 1.08 - 1.74 )
	1.37 ( 6.72 )
	1.37 ( 1.12 )
	0.45 ( 0.1 )

	Constipation
	66
	2.09 ( 1.64 - 2.66 )
	2.08 ( 37.19 )
	2.08 ( 1.7 )
	1.06 ( 0.7 )

	Mood swings
	65
	17.69 ( 13.84 - 22.6 )
	17.57 ( 1005.23 )
	17.39 ( 14.16 )
	4.12 ( 3.76 )

	Wrong technique in product usage process
	64
	1.63 ( 1.28 - 2.09 )
	1.63 ( 15.66 )
	1.63 ( 1.33 )
	0.7 ( 0.35 )

	Condition aggravated
	61
	1.4 ( 1.09 - 1.81 )
	1.4 ( 7.05 )
	1.4 ( 1.14 )
	0.49 ( 0.12 )

	Feeling guilty
	61
	385.42 ( 291.44 - 509.7 )
	382.85 ( 18831.47 )
	310.51 ( 245.76 )
	8.28 ( 7.88 )

	Overdose
	59
	1.36 ( 1.06 - 1.76 )
	1.36 ( 5.67 )
	1.36 ( 1.1 )
	0.44 ( 0.07 )

	Hyperphagia
	52
	100.9 ( 76.2 - 133.6 )
	100.33 ( 4818.93 )
	94.6 ( 74.79 )
	6.56 ( 6.15 )

	Tremor
	50
	2.33 ( 1.77 - 3.08 )
	2.32 ( 37.79 )
	2.32 ( 1.84 )
	1.22 ( 0.81 )

	Vision blurred
	44
	2.67 ( 1.99 - 3.6 )
	2.67 ( 45.85 )
	2.66 ( 2.08 )
	1.41 ( 0.98 )

	Seizure
	43
	1.69 ( 1.25 - 2.28 )
	1.68 ( 11.96 )
	1.68 ( 1.31 )
	0.75 ( 0.31 )

	Somnolence
	43
	1.51 ( 1.12 - 2.03 )
	1.5 ( 7.27 )
	1.5 ( 1.17 )
	0.59 ( 0.15 )

	Dry mouth
	42
	4.62 ( 3.41 - 6.26 )
	4.61 ( 118.35 )
	4.6 ( 3.56 )
	2.2 ( 1.76 )

	Aggression
	42
	4.28 ( 3.16 - 5.8 )
	4.27 ( 104.96 )
	4.26 ( 3.3 )
	2.09 ( 1.65 )

	Confusional state
	41
	1.6 ( 1.18 - 2.18 )
	1.6 ( 9.19 )
	1.6 ( 1.24 )
	0.68 ( 0.23 )

	Depressed mood
	41
	5.71 ( 4.2 - 7.76 )
	5.69 ( 157.99 )
	5.67 ( 4.39 )
	2.5 ( 2.06 )

	Blood pressure increased
	40
	1.82 ( 1.33 - 2.48 )
	1.81 ( 14.63 )
	1.81 ( 1.4 )
	0.86 ( 0.41 )

	Mania
	39
	17.23 ( 12.56 - 23.64 )
	17.16 ( 587.5 )
	16.99 ( 13.04 )
	4.09 ( 3.63 )

	Serotonin syndrome
	35
	12.44 ( 8.92 - 17.36 )
	12.4 ( 364.15 )
	12.31 ( 9.32 )
	3.62 ( 3.14 )

	Abdominal discomfort
	35
	1.56 ( 1.12 - 2.18 )
	1.56 ( 7.06 )
	1.56 ( 1.18 )
	0.64 ( 0.16 )

	Intentional overdose
	34
	3.84 ( 2.74 - 5.37 )
	3.82 ( 70.84 )
	3.82 ( 2.88 )
	1.93 ( 1.44 )

	Urinary retention
	34
	4.79 ( 3.42 - 6.72 )
	4.78 ( 101.4 )
	4.77 ( 3.6 )
	2.25 ( 1.76 )

	Tinnitus
	32
	5.22 ( 3.69 - 7.4 )
	5.21 ( 108.58 )
	5.2 ( 3.88 )
	2.38 ( 1.87 )

	Nightmare
	32
	6.5 ( 4.59 - 9.2 )
	6.48 ( 147.78 )
	6.46 ( 4.83 )
	2.69 ( 2.19 )

	Hallucination
	31
	2.18 ( 1.53 - 3.11 )
	2.18 ( 19.77 )
	2.18 ( 1.62 )
	1.12 ( 0.61 )

	Paraesthesia
	30
	1.71 ( 1.2 - 2.45 )
	1.71 ( 8.84 )
	1.71 ( 1.27 )
	0.77 ( 0.25 )

	Akathisia
	27
	13.71 ( 9.38 - 20.04 )
	13.68 ( 314.67 )
	13.57 ( 9.88 )
	3.76 ( 3.21 )

	Hyponatraemia
	27
	3.29 ( 2.26 - 4.81 )
	3.29 ( 42.88 )
	3.28 ( 2.39 )
	1.71 ( 1.17 )

	Therapy interrupted
	27
	2.49 ( 1.7 - 3.63 )
	2.48 ( 23.86 )
	2.48 ( 1.81 )
	1.31 ( 0.76 )

	Abnormal dreams
	25
	6.93 ( 4.68 - 10.27 )
	6.92 ( 126.05 )
	6.89 ( 4.96 )
	2.78 ( 2.22 )

	Palpitations
	24
	2.22 ( 1.49 - 3.31 )
	2.22 ( 16.02 )
	2.22 ( 1.58 )
	1.15 ( 0.57 )

	Panic attack
	24
	6.09 ( 4.08 - 9.1 )
	6.08 ( 101.54 )
	6.06 ( 4.33 )
	2.6 ( 2.02 )

	Underdose
	24
	1.94 ( 1.3 - 2.89 )
	1.94 ( 10.86 )
	1.93 ( 1.38 )
	0.95 ( 0.37 )

	Sleep disorder
	23
	2.23 ( 1.48 - 3.37 )
	2.23 ( 15.63 )
	2.23 ( 1.58 )
	1.16 ( 0.57 )

	Prescribed overdose
	23
	6.74 ( 4.47 - 10.16 )
	6.73 ( 111.69 )
	6.7 ( 4.76 )
	2.74 ( 2.15 )

	Withdrawal syndrome
	23
	3.56 ( 2.36 - 5.36 )
	3.55 ( 42.04 )
	3.54 ( 2.51 )
	1.83 ( 1.23 )

	Restlessness
	22
	3.61 ( 2.37 - 5.49 )
	3.6 ( 41.32 )
	3.6 ( 2.53 )
	1.85 ( 1.24 )

	Heart rate increased
	21
	1.82 ( 1.18 - 2.79 )
	1.81 ( 7.68 )
	1.81 ( 1.27 )
	0.86 ( 0.24 )

	Product administered to patient of inappropriate age
	21
	8.12 ( 5.29 - 12.48 )
	8.11 ( 130.24 )
	8.07 ( 5.64 )
	3.01 ( 2.4 )

	Eating disorder
	21
	7.12 ( 4.64 - 10.94 )
	7.11 ( 109.83 )
	7.08 ( 4.95 )
	2.82 ( 2.21 )

	Amnesia
	20
	2.32 ( 1.5 - 3.61 )
	2.32 ( 15.03 )
	2.32 ( 1.61 )
	1.21 ( 0.58 )

	Alcohol use
	20
	49.15 ( 31.49 - 76.72 )
	49.05 ( 913.99 )
	47.65 ( 32.83 )
	5.57 ( 4.93 )

	Dyskinesia
	19
	3.19 ( 2.03 - 5.01 )
	3.19 ( 28.49 )
	3.18 ( 2.18 )
	1.67 ( 1.02 )

	Anorgasmia
	18
	34.07 ( 21.36 - 54.37 )
	34.01 ( 565 )
	33.34 ( 22.55 )
	5.06 ( 4.39 )

	Therapy cessation
	18
	1.86 ( 1.17 - 2.96 )
	1.86 ( 7.15 )
	1.86 ( 1.26 )
	0.89 ( 0.23 )

	Anhedonia
	18
	3.52 ( 2.21 - 5.59 )
	3.51 ( 32.31 )
	3.51 ( 2.38 )
	1.81 ( 1.15 )

	Crying
	17
	6.36 ( 3.95 - 10.24 )
	6.35 ( 76.32 )
	6.33 ( 4.25 )
	2.66 ( 1.98 )

	Negative thoughts
	16
	36.62 ( 22.3 - 60.12 )
	36.55 ( 541.26 )
	35.78 ( 23.63 )
	5.16 ( 4.45 )

	Feeling jittery
	15
	7.91 ( 4.76 - 13.15 )
	7.9 ( 90.03 )
	7.87 ( 5.15 )
	2.98 ( 2.25 )

	Nervousness
	15
	2.95 ( 1.78 - 4.9 )
	2.95 ( 19.32 )
	2.95 ( 1.93 )
	1.56 ( 0.84 )

	Homicidal ideation
	15
	28.72 ( 17.23 - 47.87 )
	28.67 ( 393.73 )
	28.2 ( 18.39 )
	4.82 ( 4.09 )

	Retching
	15
	5.83 ( 3.51 - 9.68 )
	5.82 ( 59.68 )
	5.8 ( 3.8 )
	2.54 ( 1.81 )

	Psychotic disorder
	15
	3.02 ( 1.82 - 5.02 )
	3.02 ( 20.24 )
	3.02 ( 1.97 )
	1.59 ( 0.87 )

	Mental impairment
	15
	4.07 ( 2.45 - 6.76 )
	4.07 ( 34.62 )
	4.06 ( 2.66 )
	2.02 ( 1.3 )

	Night sweats
	15
	3.61 ( 2.18 - 6 )
	3.61 ( 28.26 )
	3.6 ( 2.36 )
	1.85 ( 1.13 )

	Arrhythmia
	14
	1.92 ( 1.14 - 3.25 )
	1.92 ( 6.18 )
	1.92 ( 1.24 )
	0.94 ( 0.19 )

	Psychomotor hyperactivity
	14
	5.11 ( 3.03 - 8.65 )
	5.11 ( 46.12 )
	5.09 ( 3.28 )
	2.35 ( 1.6 )

	Cognitive disorder
	14
	1.83 ( 1.08 - 3.09 )
	1.83 ( 5.22 )
	1.82 ( 1.18 )
	0.87 ( 0.12 )

	Flatulence
	14
	1.74 ( 1.03 - 2.94 )
	1.74 ( 4.4 )
	1.74 ( 1.12 )
	0.8 ( 0.05 )

	Product prescribing error
	14
	1.91 ( 1.13 - 3.23 )
	1.91 ( 6.08 )
	1.91 ( 1.23 )
	0.93 ( 0.19 )

	Bruxism
	14
	24.49 ( 14.44 - 41.52 )
	24.45 ( 310.25 )
	24.1 ( 15.49 )
	4.59 ( 3.84 )

	Intentional self-injury
	14
	4.39 ( 2.6 - 7.42 )
	4.38 ( 36.46 )
	4.37 ( 2.82 )
	2.13 ( 1.38 )

	Inappropriate antidiuretic hormone secretion
	13
	8.63 ( 5 - 14.89 )
	8.62 ( 87.1 )
	8.58 ( 5.44 )
	3.1 ( 2.33 )

	Energy increased
	13
	15.29 ( 8.85 - 26.4 )
	15.27 ( 171.72 )
	15.13 ( 9.58 )
	3.92 ( 3.14 )

	Epilepsy
	13
	2.49 ( 1.44 - 4.29 )
	2.48 ( 11.52 )
	2.48 ( 1.57 )
	1.31 ( 0.54 )

	Surgery
	13
	1.75 ( 1.01 - 3.01 )
	1.75 ( 4.15 )
	1.75 ( 1.11 )
	0.8 ( 0.03 )

	Hallucination, auditory
	12
	4.49 ( 2.55 - 7.92 )
	4.49 ( 32.43 )
	4.48 ( 2.79 )
	2.16 ( 1.36 )

	Tardive dyskinesia
	12
	6.98 ( 3.96 - 12.31 )
	6.97 ( 61.15 )
	6.95 ( 4.32 )
	2.8 ( 1.99 )

	Abnormal behaviour
	12
	1.77 ( 1 - 3.12 )
	1.77 ( 4.01 )
	1.77 ( 1.1 )
	0.82 ( 0.02 )

	Personality change
	12
	7.59 ( 4.3 - 13.38 )
	7.58 ( 68.22 )
	7.55 ( 4.69 )
	2.92 ( 2.11 )

	Tachyphrenia
	11
	22.3 ( 12.3 - 40.44 )
	22.27 ( 220.52 )
	21.99 ( 13.36 )
	4.46 ( 3.62 )

	Paranoia
	11
	3.98 ( 2.2 - 7.19 )
	3.97 ( 24.42 )
	3.97 ( 2.42 )
	1.99 ( 1.15 )

	Migraine
	11
	1.86 ( 1.03 - 3.37 )
	1.86 ( 4.39 )
	1.86 ( 1.13 )
	0.9 ( 0.06 )

	Eye pain
	11
	1.91 ( 1.06 - 3.45 )
	1.91 ( 4.75 )
	1.91 ( 1.16 )
	0.93 ( 0.1 )


Abbreviation: ROR, reporting odds ratio; PRR, proportional reporting ratio; EBGM, empirical Bayesian geometric mean; EBGM05, the lower limit of the 95% CI of EBGM; IC, information component; IC025, the lower limit of the 95% CI of the IC; CI, confidence interval; PT,preferred term.





























Supplementary Table 3: 
Top 100 positive adverse events in females at the preferred term level
	PT
	Numbers
	ROR(95%Cl)
	PRR
	EBGM(EBGM05)
	IC(IC025)

	Nausea
	1,380
	4.5 ( 4.26 - 4.75 )
	4.28 ( 3511.12 )
	4.27 ( 4.08 )
	2.09 ( 2.01 )

	Pruritus
	595
	3.92 ( 3.61 - 4.25 )
	3.84 ( 1253.97 )
	3.83 ( 3.58 )
	1.94 ( 1.82 )

	Vomiting
	548
	3.13 ( 2.87 - 3.4 )
	3.07 ( 770.58 )
	3.07 ( 2.86 )
	1.62 ( 1.49 )

	Suicidal ideation
	510
	19.28 ( 17.64 - 21.06 )
	18.86 ( 8493.63 )
	18.57 ( 17.24 )
	4.21 ( 4.08 )

	Anxiety
	492
	4.8 ( 4.39 - 5.25 )
	4.71 ( 1439.41 )
	4.7 ( 4.36 )
	2.23 ( 2.1 )

	Headache
	464
	1.74 ( 1.59 - 1.91 )
	1.72 ( 142.64 )
	1.72 ( 1.6 )
	0.78 ( 0.65 )

	Fatigue
	427
	1.39 ( 1.27 - 1.53 )
	1.39 ( 46.38 )
	1.38 ( 1.28 )
	0.47 ( 0.33 )

	Feeling abnormal
	402
	4.14 ( 3.75 - 4.57 )
	4.08 ( 936.2 )
	4.07 ( 3.75 )
	2.03 ( 1.88 )

	Insomnia
	356
	3.74 ( 3.36 - 4.15 )
	3.69 ( 699.52 )
	3.68 ( 3.37 )
	1.88 ( 1.73 )

	Weight increased
	343
	4.17 ( 3.74 - 4.64 )
	4.12 ( 809.58 )
	4.11 ( 3.75 )
	2.04 ( 1.88 )

	Dizziness
	342
	1.83 ( 1.65 - 2.04 )
	1.82 ( 127.66 )
	1.82 ( 1.66 )
	0.86 ( 0.71 )

	Asthenia
	326
	2.51 ( 2.25 - 2.8 )
	2.48 ( 289.95 )
	2.48 ( 2.26 )
	1.31 ( 1.15 )

	Diarrhoea
	288
	1.15 ( 1.03 - 1.3 )
	1.15 ( 5.86 )
	1.15 ( 1.05 )
	0.2 ( 0.03 )

	Irritability
	279
	15.1 ( 13.41 - 17 )
	14.92 ( 3579.91 )
	14.74 ( 13.35 )
	3.88 ( 3.71 )

	Rash
	274
	1.6 ( 1.42 - 1.8 )
	1.59 ( 61.05 )
	1.59 ( 1.44 )
	0.67 ( 0.5 )

	Disturbance in attention
	261
	14.56 ( 12.88 - 16.47 )
	14.4 ( 3217.28 )
	14.24 ( 12.85 )
	3.83 ( 3.65 )

	Anger
	257
	28.46 ( 25.13 - 32.23 )
	28.14 ( 6566.85 )
	27.48 ( 24.76 )
	4.78 ( 4.6 )

	No adverse event
	250
	4.53 ( 4 - 5.13 )
	4.49 ( 676.9 )
	4.47 ( 4.03 )
	2.16 ( 1.98 )

	Depression
	239
	3.04 ( 2.68 - 3.46 )
	3.02 ( 323.04 )
	3.01 ( 2.71 )
	1.59 ( 1.4 )

	Constipation
	220
	2.87 ( 2.51 - 3.28 )
	2.85 ( 265.12 )
	2.85 ( 2.55 )
	1.51 ( 1.32 )

	Apathy
	192
	44.36 ( 38.38 - 51.27 )
	43.98 ( 7766.49 )
	42.38 ( 37.55 )
	5.41 ( 5.19 )

	Wrong technique in product usage process
	172
	1.78 ( 1.53 - 2.07 )
	1.78 ( 58.5 )
	1.77 ( 1.57 )
	0.83 ( 0.61 )

	Agitation
	156
	8.23 ( 7.02 - 9.63 )
	8.17 ( 976.15 )
	8.12 ( 7.12 )
	3.02 ( 2.79 )

	Hypersomnia
	152
	15.68 ( 13.35 - 18.41 )
	15.58 ( 2046.95 )
	15.38 ( 13.45 )
	3.94 ( 3.71 )

	Mood swings
	150
	13.36 ( 11.37 - 15.7 )
	13.28 ( 1683.99 )
	13.13 ( 11.47 )
	3.72 ( 3.48 )

	Somnolence
	146
	2.16 ( 1.84 - 2.55 )
	2.16 ( 90.51 )
	2.15 ( 1.88 )
	1.11 ( 0.87 )

	Hyperhidrosis
	144
	3.38 ( 2.87 - 3.99 )
	3.37 ( 239.67 )
	3.36 ( 2.93 )
	1.75 ( 1.51 )

	Tremor
	136
	2.34 ( 1.98 - 2.77 )
	2.33 ( 103.57 )
	2.33 ( 2.02 )
	1.22 ( 0.97 )

	Product use in unapproved indication
	128
	1.49 ( 1.25 - 1.77 )
	1.48 ( 20.26 )
	1.48 ( 1.28 )
	0.57 ( 0.31 )

	Vision blurred
	123
	2.42 ( 2.02 - 2.89 )
	2.41 ( 101.35 )
	2.41 ( 2.07 )
	1.27 ( 1.01 )

	Libido decreased
	121
	57 ( 47.46 - 68.44 )
	56.69 ( 6306.26 )
	54.05 ( 46.37 )
	5.76 ( 5.49 )

	Suicide attempt
	115
	6.36 ( 5.29 - 7.64 )
	6.33 ( 513.81 )
	6.3 ( 5.4 )
	2.66 ( 2.39 )

	Hyperphagia
	111
	100.6 ( 82.82 - 122.19 )
	100.1 ( 10010.56 )
	92.09 ( 78.26 )
	6.52 ( 6.24 )

	Hospitalisation
	109
	2.07 ( 1.72 - 2.5 )
	2.07 ( 59.99 )
	2.06 ( 1.76 )
	1.05 ( 0.77 )

	Feeling guilty
	109
	238.08 ( 193.61 - 292.77 )
	236.91 ( 21197.42 )
	196.29 ( 165.11 )
	7.62 ( 7.32 )

	Contusion
	108
	2.66 ( 2.2 - 3.21 )
	2.65 ( 111.07 )
	2.65 ( 2.26 )
	1.4 ( 1.13 )

	Crying
	105
	7.03 ( 5.8 - 8.52 )
	7 ( 537.27 )
	6.97 ( 5.93 )
	2.8 ( 2.52 )

	Urticaria
	103
	1.54 ( 1.27 - 1.87 )
	1.54 ( 19.47 )
	1.54 ( 1.31 )
	0.62 ( 0.34 )

	Palpitations
	96
	1.99 ( 1.63 - 2.44 )
	1.99 ( 47.18 )
	1.99 ( 1.68 )
	0.99 ( 0.7 )

	Confusional state
	89
	1.72 ( 1.4 - 2.12 )
	1.72 ( 26.84 )
	1.72 ( 1.44 )
	0.78 ( 0.48 )

	Dry mouth
	89
	2.83 ( 2.3 - 3.49 )
	2.82 ( 104.69 )
	2.82 ( 2.37 )
	1.5 ( 1.19 )

	Serotonin syndrome
	86
	15.43 ( 12.47 - 19.1 )
	15.38 ( 1141.06 )
	15.19 ( 12.71 )
	3.92 ( 3.61 )

	Blood pressure increased
	84
	1.55 ( 1.25 - 1.92 )
	1.55 ( 16.38 )
	1.55 ( 1.29 )
	0.63 ( 0.32 )

	Overdose
	81
	1.27 ( 1.02 - 1.59 )
	1.27 ( 4.77 )
	1.27 ( 1.06 )
	0.35 ( 0.03 )

	Mania
	81
	18.43 ( 14.79 - 22.96 )
	18.36 ( 1308.94 )
	18.09 ( 15.05 )
	4.18 ( 3.86 )

	Seizure
	78
	1.63 ( 1.3 - 2.03 )
	1.62 ( 18.73 )
	1.62 ( 1.35 )
	0.7 ( 0.37 )

	Nightmare
	77
	7.19 ( 5.75 - 9 )
	7.17 ( 406.61 )
	7.13 ( 5.91 )
	2.83 ( 2.51 )

	Drug interaction
	77
	1.81 ( 1.45 - 2.26 )
	1.81 ( 27.7 )
	1.8 ( 1.5 )
	0.85 ( 0.52 )

	Intentional overdose
	76
	3.4 ( 2.72 - 4.27 )
	3.4 ( 128.25 )
	3.39 ( 2.81 )
	1.76 ( 1.43 )

	Abnormal dreams
	75
	11.26 ( 8.96 - 14.13 )
	11.22 ( 691.6 )
	11.12 ( 9.19 )
	3.48 ( 3.14 )

	Depressed mood
	73
	3.45 ( 2.74 - 4.34 )
	3.44 ( 126 )
	3.43 ( 2.83 )
	1.78 ( 1.44 )

	Panic attack
	72
	5.35 ( 4.24 - 6.74 )
	5.33 ( 252.32 )
	5.31 ( 4.37 )
	2.41 ( 2.07 )

	Aggression
	62
	6.72 ( 5.24 - 8.63 )
	6.71 ( 299.42 )
	6.67 ( 5.41 )
	2.74 ( 2.37 )

	Pregnancy
	62
	7.43 ( 5.78 - 9.54 )
	7.41 ( 341.72 )
	7.37 ( 5.98 )
	2.88 ( 2.52 )

	Eating disorder
	62
	7.37 ( 5.74 - 9.46 )
	7.35 ( 337.96 )
	7.31 ( 5.93 )
	2.87 ( 2.5 )

	Therapy interrupted
	59
	2.04 ( 1.58 - 2.64 )
	2.04 ( 31.17 )
	2.04 ( 1.64 )
	1.03 ( 0.65 )

	Hallucination
	58
	2.81 ( 2.17 - 3.64 )
	2.81 ( 67.4 )
	2.8 ( 2.26 )
	1.49 ( 1.11 )

	Completed suicide
	58
	2.39 ( 1.84 - 3.09 )
	2.38 ( 46.48 )
	2.38 ( 1.92 )
	1.25 ( 0.87 )

	Hyponatraemia
	56
	3.21 ( 2.47 - 4.18 )
	3.21 ( 85 )
	3.2 ( 2.57 )
	1.68 ( 1.3 )

	Vertigo
	53
	2.06 ( 1.57 - 2.7 )
	2.06 ( 28.85 )
	2.06 ( 1.64 )
	1.04 ( 0.65 )

	Sexual dysfunction
	53
	34.09 ( 25.93 - 44.81 )
	34.01 ( 1648.84 )
	33.05 ( 26.29 )
	5.05 ( 4.65 )

	Underdose
	49
	1.56 ( 1.18 - 2.06 )
	1.55 ( 9.69 )
	1.55 ( 1.23 )
	0.64 ( 0.23 )

	Restlessness
	48
	4.38 ( 3.3 - 5.81 )
	4.37 ( 124.28 )
	4.36 ( 3.44 )
	2.12 ( 1.71 )

	Product administered to patient of inappropriate age
	46
	9.56 ( 7.15 - 12.79 )
	9.54 ( 349.03 )
	9.47 ( 7.43 )
	3.24 ( 2.82 )

	Sleep disorder
	45
	1.71 ( 1.27 - 2.29 )
	1.71 ( 13.12 )
	1.7 ( 1.33 )
	0.77 ( 0.34 )

	Adverse drug reaction
	45
	1.5 ( 1.12 - 2 )
	1.49 ( 7.37 )
	1.49 ( 1.17 )
	0.58 ( 0.15 )

	Adverse event
	45
	1.51 ( 1.13 - 2.03 )
	1.51 ( 7.79 )
	1.51 ( 1.18 )
	0.6 ( 0.17 )

	Electrocardiogram qt prolonged
	44
	3.78 ( 2.81 - 5.08 )
	3.77 ( 89.51 )
	3.77 ( 2.94 )
	1.91 ( 1.48 )

	Hot flush
	43
	1.56 ( 1.16 - 2.11 )
	1.56 ( 8.64 )
	1.56 ( 1.21 )
	0.64 ( 0.2 )

	Tinnitus
	43
	2.63 ( 1.95 - 3.55 )
	2.63 ( 43.27 )
	2.62 ( 2.04 )
	1.39 ( 0.96 )

	Rash pruritic
	43
	2.12 ( 1.57 - 2.86 )
	2.11 ( 25.23 )
	2.11 ( 1.64 )
	1.08 ( 0.64 )

	Flatulence
	42
	2.17 ( 1.6 - 2.94 )
	2.17 ( 26.36 )
	2.16 ( 1.68 )
	1.11 ( 0.67 )

	Withdrawal syndrome
	41
	2.98 ( 2.19 - 4.05 )
	2.98 ( 53.68 )
	2.97 ( 2.3 )
	1.57 ( 1.12 )

	Nervousness
	39
	1.86 ( 1.36 - 2.55 )
	1.86 ( 15.53 )
	1.86 ( 1.43 )
	0.9 ( 0.44 )

	Dysgeusia
	38
	1.4 ( 1.02 - 1.93 )
	1.4 ( 4.42 )
	1.4 ( 1.08 )
	0.49 ( 0.03 )

	Surgery
	38
	1.71 ( 1.24 - 2.35 )
	1.71 ( 11.16 )
	1.71 ( 1.31 )
	0.77 ( 0.31 )

	Mental impairment
	36
	4.44 ( 3.2 - 6.16 )
	4.43 ( 95.31 )
	4.42 ( 3.36 )
	2.14 ( 1.67 )

	Product prescribing error
	36
	2.34 ( 1.69 - 3.25 )
	2.34 ( 27.62 )
	2.34 ( 1.78 )
	1.23 ( 0.75 )

	Feeling jittery
	35
	5.01 ( 3.59 - 6.99 )
	5 ( 111.7 )
	4.99 ( 3.78 )
	2.32 ( 1.84 )

	Intentional self-injury
	35
	3.92 ( 2.81 - 5.46 )
	3.91 ( 75.72 )
	3.9 ( 2.96 )
	1.97 ( 1.48 )

	Muscle twitching
	34
	4.39 ( 3.13 - 6.15 )
	4.38 ( 88.52 )
	4.37 ( 3.3 )
	2.13 ( 1.64 )

	Restless legs syndrome
	34
	5.08 ( 3.63 - 7.12 )
	5.08 ( 110.86 )
	5.06 ( 3.82 )
	2.34 ( 1.85 )

	Akathisia
	34
	10.43 ( 7.44 - 14.62 )
	10.42 ( 286.8 )
	10.33 ( 7.79 )
	3.37 ( 2.88 )

	Eye pain
	34
	1.49 ( 1.07 - 2.09 )
	1.49 ( 5.51 )
	1.49 ( 1.13 )
	0.58 ( 0.09 )

	Inappropriate antidiuretic hormone secretion
	34
	11.99 ( 8.55 - 16.81 )
	11.97 ( 338.32 )
	11.86 ( 8.93 )
	3.57 ( 3.08 )

	Prescribed overdose
	32
	4.9 ( 3.46 - 6.94 )
	4.9 ( 98.89 )
	4.88 ( 3.65 )
	2.29 ( 1.78 )

	Energy increased
	32
	15.4 ( 10.86 - 21.83 )
	15.38 ( 424.48 )
	15.19 ( 11.34 )
	3.92 ( 3.42 )

	Hallucination, auditory
	32
	7.32 ( 5.17 - 10.37 )
	7.32 ( 173.39 )
	7.28 ( 5.44 )
	2.86 ( 2.36 )

	Dyskinesia
	30
	2.54 ( 1.77 - 3.63 )
	2.54 ( 27.84 )
	2.53 ( 1.88 )
	1.34 ( 0.82 )

	Increased appetite
	29
	4.91 ( 3.41 - 7.08 )
	4.91 ( 89.87 )
	4.89 ( 3.6 )
	2.29 ( 1.76 )

	Hallucination, visual
	27
	4.75 ( 3.25 - 6.93 )
	4.74 ( 79.49 )
	4.73 ( 3.45 )
	2.24 ( 1.69 )

	Sedation
	26
	3.71 ( 2.52 - 5.45 )
	3.7 ( 51.17 )
	3.7 ( 2.68 )
	1.89 ( 1.33 )

	Psychomotor hyperactivity
	26
	5.79 ( 3.94 - 8.51 )
	5.78 ( 102.31 )
	5.76 ( 4.17 )
	2.53 ( 1.97 )

	Retching
	25
	3.08 ( 2.08 - 4.56 )
	3.08 ( 34.94 )
	3.07 ( 2.21 )
	1.62 ( 1.05 )

	Alcohol use
	25
	75.01 ( 50.04 - 112.46 )
	74.93 ( 1711.03 )
	70.37 ( 50.14 )
	6.14 ( 5.55 )

	Bruxism
	25
	12.11 ( 8.17 - 17.97 )
	12.1 ( 251.93 )
	11.98 ( 8.62 )
	3.58 ( 3.01 )

	Muscle tightness
	24
	3.83 ( 2.56 - 5.71 )
	3.82 ( 49.89 )
	3.81 ( 2.73 )
	1.93 ( 1.35 )

	Psychotic disorder
	24
	3.47 ( 2.32 - 5.18 )
	3.47 ( 42.06 )
	3.46 ( 2.47 )
	1.79 ( 1.21 )

	Thinking abnormal
	24
	3.93 ( 2.63 - 5.87 )
	3.93 ( 52.24 )
	3.92 ( 2.8 )
	1.97 ( 1.39 )

	Blood sodium decreased
	23
	3.94 ( 2.61 - 5.93 )
	3.93 ( 50.14 )
	3.92 ( 2.78 )
	1.97 ( 1.38 )


Abbreviation: ROR, reporting odds ratio; PRR, proportional reporting ratio; EBGM, empirical Bayesian geometric mean; EBGM05, the lower limit of the 95% CI of EBGM; IC, information component; IC025, the lower limit of the 95% CI of the IC; CI, confidence interval; PT,preferred term.

























Supplementary Table 4: 
Top 100 positive adverse events in individuals aged 18-64 at the preferred term level
	PT
	Numbers
	ROR(95%Cl)
	PRR
	EBGM(EBGM05)
	IC(IC025)

	Nausea
	775
	3.53 ( 3.28 - 3.8 )
	3.41 ( 1333.42 )
	3.4 ( 3.2 )
	1.77 ( 1.66 )

	Fatigue
	473
	2.2 ( 2.01 - 2.41 )
	2.17 ( 300.75 )
	2.16 ( 2 )
	1.11 ( 0.98 )

	Anxiety
	468
	5.83 ( 5.31 - 6.39 )
	5.68 ( 1806.21 )
	5.66 ( 5.24 )
	2.5 ( 2.37 )

	Asthenia
	411
	4.78 ( 4.33 - 5.27 )
	4.68 ( 1192.28 )
	4.67 ( 4.3 )
	2.22 ( 2.08 )

	Disturbance in attention
	353
	22.26 ( 20.01 - 24.76 )
	21.79 ( 6865.46 )
	21.36 ( 19.54 )
	4.42 ( 4.26 )

	Suicidal ideation
	352
	13.88 ( 12.48 - 15.44 )
	13.6 ( 4061.87 )
	13.44 ( 12.29 )
	3.75 ( 3.59 )

	Headache
	350
	1.76 ( 1.58 - 1.96 )
	1.75 ( 112.67 )
	1.74 ( 1.6 )
	0.8 ( 0.65 )

	Vomiting
	348
	2.74 ( 2.46 - 3.05 )
	2.7 ( 374.69 )
	2.7 ( 2.47 )
	1.43 ( 1.27 )

	Insomnia
	342
	4.88 ( 4.38 - 5.43 )
	4.79 ( 1026.67 )
	4.78 ( 4.37 )
	2.26 ( 2.1 )

	Feeling abnormal
	341
	5.52 ( 4.96 - 6.15 )
	5.42 ( 1228.55 )
	5.4 ( 4.94 )
	2.43 ( 2.27 )

	Irritability
	283
	18.49 ( 16.42 - 20.81 )
	18.18 ( 4519.58 )
	17.88 ( 16.19 )
	4.16 ( 3.99 )

	Anger
	281
	34.71 ( 30.79 - 39.13 )
	34.12 ( 8751.35 )
	33.07 ( 29.91 )
	5.05 ( 4.87 )

	Pruritus
	277
	2.52 ( 2.24 - 2.84 )
	2.5 ( 249.99 )
	2.49 ( 2.26 )
	1.32 ( 1.14 )

	Dizziness
	275
	2.18 ( 1.93 - 2.46 )
	2.16 ( 172.1 )
	2.16 ( 1.95 )
	1.11 ( 0.93 )

	Apathy
	266
	64.43 ( 56.87 - 72.99 )
	63.37 ( 15396.77 )
	59.79 ( 53.87 )
	5.9 ( 5.72 )

	Weight increased
	260
	4.43 ( 3.92 - 5.01 )
	4.38 ( 677.07 )
	4.36 ( 3.94 )
	2.13 ( 1.94 )

	Diarrhoea
	229
	1.41 ( 1.24 - 1.61 )
	1.41 ( 27.2 )
	1.41 ( 1.26 )
	0.49 ( 0.3 )

	Hypersomnia
	205
	31.93 ( 27.76 - 36.72 )
	31.53 ( 5885.06 )
	30.64 ( 27.25 )
	4.94 ( 4.73 )

	Mood swings
	195
	21.83 ( 18.93 - 25.18 )
	21.57 ( 3750.6 )
	21.16 ( 18.78 )
	4.4 ( 4.19 )

	Depression
	182
	2.91 ( 2.52 - 3.37 )
	2.89 ( 225.65 )
	2.89 ( 2.55 )
	1.53 ( 1.31 )

	Libido decreased
	179
	45.65 ( 39.27 - 53.06 )
	45.15 ( 7407.97 )
	43.31 ( 38.19 )
	5.44 ( 5.22 )

	Feeling guilty
	169
	496.61 ( 413.31 - 596.68 )
	491.38 ( 56184.64 )
	334.12 ( 286.54 )
	8.38 ( 8.13 )

	Hyperphagia
	164
	210.07 ( 177.52 - 248.59 )
	207.93 ( 28151.41 )
	173.47 ( 150.68 )
	7.44 ( 7.19 )

	Constipation
	153
	3.49 ( 2.98 - 4.09 )
	3.47 ( 268.29 )
	3.46 ( 3.03 )
	1.79 ( 1.56 )

	Hyperhidrosis
	143
	3.65 ( 3.1 - 4.31 )
	3.63 ( 272.07 )
	3.62 ( 3.15 )
	1.86 ( 1.61 )

	Product use in unapproved indication
	134
	2.01 ( 1.7 - 2.38 )
	2 ( 67.41 )
	2 ( 1.74 )
	1 ( 0.75 )

	Vision blurred
	108
	3.07 ( 2.54 - 3.71 )
	3.06 ( 149.58 )
	3.05 ( 2.61 )
	1.61 ( 1.33 )

	Suicide attempt
	101
	5.26 ( 4.33 - 6.41 )
	5.24 ( 344.95 )
	5.22 ( 4.43 )
	2.38 ( 2.1 )

	Completed suicide
	99
	2.91 ( 2.39 - 3.55 )
	2.9 ( 123.39 )
	2.9 ( 2.46 )
	1.53 ( 1.24 )

	Dry mouth
	99
	5 ( 4.1 - 6.1 )
	4.98 ( 313.42 )
	4.96 ( 4.2 )
	2.31 ( 2.02 )

	Agitation
	98
	5.47 ( 4.48 - 6.67 )
	5.44 ( 353.49 )
	5.41 ( 4.58 )
	2.44 ( 2.15 )

	Weight decreased
	85
	1.32 ( 1.07 - 1.64 )
	1.32 ( 6.71 )
	1.32 ( 1.11 )
	0.4 ( 0.09 )

	Tremor
	77
	1.92 ( 1.53 - 2.4 )
	1.91 ( 33.49 )
	1.91 ( 1.58 )
	0.93 ( 0.61 )

	Somnolence
	76
	1.55 ( 1.24 - 1.94 )
	1.55 ( 14.84 )
	1.55 ( 1.28 )
	0.63 ( 0.3 )

	Eating disorder
	75
	15.38 ( 12.24 - 19.33 )
	15.31 ( 989.16 )
	15.11 ( 12.48 )
	3.92 ( 3.58 )

	Sexual dysfunction
	66
	19.03 ( 14.91 - 24.28 )
	18.95 ( 1102.47 )
	18.63 ( 15.19 )
	4.22 ( 3.86 )

	Overdose
	64
	1.51 ( 1.18 - 1.92 )
	1.5 ( 10.8 )
	1.5 ( 1.22 )
	0.59 ( 0.23 )

	Intentional overdose
	64
	2.7 ( 2.11 - 3.45 )
	2.69 ( 67.87 )
	2.69 ( 2.19 )
	1.43 ( 1.07 )

	Serotonin syndrome
	61
	9.35 ( 7.26 - 12.03 )
	9.32 ( 448.97 )
	9.24 ( 7.48 )
	3.21 ( 2.84 )

	Confusional state
	60
	1.73 ( 1.35 - 2.24 )
	1.73 ( 18.56 )
	1.73 ( 1.4 )
	0.79 ( 0.42 )

	Depressed mood
	59
	3.47 ( 2.68 - 4.48 )
	3.46 ( 102.87 )
	3.45 ( 2.78 )
	1.79 ( 1.41 )

	Panic attack
	58
	4.96 ( 3.83 - 6.42 )
	4.94 ( 181.72 )
	4.92 ( 3.97 )
	2.3 ( 1.92 )

	Blood pressure increased
	57
	1.52 ( 1.17 - 1.97 )
	1.52 ( 10.14 )
	1.52 ( 1.22 )
	0.6 ( 0.22 )

	Contusion
	54
	2.31 ( 1.77 - 3.02 )
	2.31 ( 40 )
	2.31 ( 1.84 )
	1.2 ( 0.81 )

	Drug interaction
	54
	1.35 ( 1.04 - 1.77 )
	1.35 ( 4.94 )
	1.35 ( 1.08 )
	0.43 ( 0.04 )

	Crying
	53
	5.65 ( 4.31 - 7.4 )
	5.63 ( 201.07 )
	5.61 ( 4.47 )
	2.49 ( 2.09 )

	Mania
	52
	11.01 ( 8.38 - 14.48 )
	10.98 ( 466.98 )
	10.88 ( 8.65 )
	3.44 ( 3.04 )

	Erectile dysfunction
	48
	6.61 ( 4.98 - 8.79 )
	6.6 ( 226.59 )
	6.56 ( 5.17 )
	2.71 ( 2.3 )

	Nightmare
	47
	5.97 ( 4.48 - 7.95 )
	5.95 ( 192.72 )
	5.93 ( 4.66 )
	2.57 ( 2.15 )

	Alcohol use
	45
	68.27 ( 50.48 - 92.34 )
	68.08 ( 2791.89 )
	63.96 ( 49.68 )
	6 ( 5.56 )

	Aggression
	41
	3.95 ( 2.91 - 5.37 )
	3.94 ( 89.79 )
	3.93 ( 3.04 )
	1.98 ( 1.53 )

	Abnormal dreams
	41
	7.13 ( 5.24 - 9.7 )
	7.11 ( 214.05 )
	7.07 ( 5.47 )
	2.82 ( 2.37 )

	No adverse event
	41
	1.63 ( 1.2 - 2.22 )
	1.63 ( 9.94 )
	1.63 ( 1.26 )
	0.7 ( 0.26 )

	Restlessness
	40
	3.89 ( 2.85 - 5.31 )
	3.88 ( 85.3 )
	3.87 ( 2.98 )
	1.95 ( 1.5 )

	Hallucination
	39
	3.26 ( 2.38 - 4.47 )
	3.26 ( 60.84 )
	3.25 ( 2.5 )
	1.7 ( 1.24 )

	Tinnitus
	37
	2.6 ( 1.88 - 3.59 )
	2.6 ( 36.26 )
	2.59 ( 1.98 )
	1.37 ( 0.91 )

	Underdose
	37
	2.04 ( 1.47 - 2.81 )
	2.03 ( 19.45 )
	2.03 ( 1.55 )
	1.02 ( 0.55 )

	Vertigo
	34
	1.88 ( 1.34 - 2.63 )
	1.88 ( 13.95 )
	1.88 ( 1.42 )
	0.91 ( 0.42 )

	Akathisia
	34
	9.3 ( 6.64 - 13.05 )
	9.29 ( 249.24 )
	9.21 ( 6.94 )
	3.2 ( 2.71 )

	Anhedonia
	32
	4 ( 2.83 - 5.66 )
	3.99 ( 71.61 )
	3.98 ( 2.98 )
	1.99 ( 1.49 )

	Energy increased
	32
	20.41 ( 14.38 - 28.97 )
	20.37 ( 578.23 )
	20 ( 14.92 )
	4.32 ( 3.81 )

	Withdrawal syndrome
	32
	2.73 ( 1.93 - 3.87 )
	2.73 ( 34.97 )
	2.72 ( 2.04 )
	1.45 ( 0.94 )

	Sleep disorder
	31
	1.56 ( 1.09 - 2.21 )
	1.56 ( 6.14 )
	1.55 ( 1.16 )
	0.64 ( 0.13 )

	Mental impairment
	30
	4.78 ( 3.34 - 6.85 )
	4.77 ( 89.13 )
	4.76 ( 3.52 )
	2.25 ( 1.73 )

	Urinary retention
	29
	4.43 ( 3.07 - 6.38 )
	4.42 ( 76.53 )
	4.41 ( 3.25 )
	2.14 ( 1.61 )

	Amnesia
	27
	1.74 ( 1.19 - 2.53 )
	1.74 ( 8.4 )
	1.73 ( 1.26 )
	0.79 ( 0.25 )

	Therapy cessation
	27
	1.56 ( 1.07 - 2.28 )
	1.56 ( 5.48 )
	1.56 ( 1.14 )
	0.64 ( 0.1 )

	Intentional self-injury
	27
	3.09 ( 2.12 - 4.51 )
	3.08 ( 37.95 )
	3.08 ( 2.24 )
	1.62 ( 1.08 )

	Anorgasmia
	26
	22.44 ( 15.21 - 33.1 )
	22.4 ( 520.49 )
	21.95 ( 15.86 )
	4.46 ( 3.89 )

	Negative thoughts
	25
	25.75 ( 17.31 - 38.31 )
	25.71 ( 579.54 )
	25.12 ( 18.02 )
	4.65 ( 4.08 )

	Muscle twitching
	24
	3.37 ( 2.25 - 5.03 )
	3.36 ( 39.71 )
	3.35 ( 2.4 )
	1.75 ( 1.17 )

	Psychomotor hyperactivity
	22
	6.11 ( 4.02 - 9.3 )
	6.11 ( 93.42 )
	6.08 ( 4.28 )
	2.6 ( 2 )

	Pregnancy
	22
	4.51 ( 2.96 - 6.85 )
	4.5 ( 59.68 )
	4.49 ( 3.16 )
	2.17 ( 1.56 )

	Electrocardiogram qt prolonged
	22
	2.03 ( 1.33 - 3.08 )
	2.02 ( 11.39 )
	2.02 ( 1.42 )
	1.02 ( 0.41 )

	Dyskinesia
	21
	2.46 ( 1.6 - 3.77 )
	2.46 ( 18.1 )
	2.45 ( 1.71 )
	1.29 ( 0.68 )

	Cognitive disorder
	20
	1.83 ( 1.18 - 2.83 )
	1.82 ( 7.44 )
	1.82 ( 1.26 )
	0.87 ( 0.24 )

	Psychotic disorder
	20
	2.4 ( 1.55 - 3.73 )
	2.4 ( 16.32 )
	2.4 ( 1.66 )
	1.26 ( 0.63 )

	Eye pain
	20
	1.66 ( 1.07 - 2.58 )
	1.66 ( 5.28 )
	1.66 ( 1.15 )
	0.73 ( 0.1 )

	Personality change
	20
	8.76 ( 5.64 - 13.61 )
	8.75 ( 136.25 )
	8.69 ( 6.01 )
	3.12 ( 2.49 )

	Retching
	19
	3.85 ( 2.46 - 6.05 )
	3.85 ( 39.98 )
	3.84 ( 2.63 )
	1.94 ( 1.29 )

	Hallucination, auditory
	19
	4.15 ( 2.65 - 6.52 )
	4.15 ( 45.27 )
	4.14 ( 2.84 )
	2.05 ( 1.4 )

	Sedation
	19
	2.65 ( 1.69 - 4.16 )
	2.65 ( 19.5 )
	2.65 ( 1.82 )
	1.4 ( 0.76 )

	Nervousness
	19
	1.59 ( 1.01 - 2.49 )
	1.59 ( 4.13 )
	1.59 ( 1.09 )
	0.67 ( 0.02 )

	Emotional disorder
	19
	2.77 ( 1.77 - 4.35 )
	2.77 ( 21.47 )
	2.77 ( 1.9 )
	1.47 ( 0.82 )

	Prescribed overdose
	19
	3.34 ( 2.13 - 5.25 )
	3.34 ( 31.07 )
	3.33 ( 2.29 )
	1.74 ( 1.09 )

	Restless legs syndrome
	19
	3.92 ( 2.5 - 6.15 )
	3.92 ( 41.1 )
	3.9 ( 2.68 )
	1.97 ( 1.32 )

	Social avoidant behaviour
	19
	11.38 ( 7.24 - 17.89 )
	11.37 ( 177.71 )
	11.25 ( 7.71 )
	3.49 ( 2.84 )

	Night sweats
	18
	1.77 ( 1.11 - 2.81 )
	1.77 ( 6.01 )
	1.77 ( 1.2 )
	0.82 ( 0.16 )

	Tachyphrenia
	18
	13.83 ( 8.69 - 22.03 )
	13.82 ( 211.23 )
	13.65 ( 9.25 )
	3.77 ( 3.1 )

	Hyponatraemia
	18
	1.95 ( 1.23 - 3.09 )
	1.95 ( 8.26 )
	1.94 ( 1.32 )
	0.96 ( 0.3 )

	Feelings of worthlessness
	18
	52.54 ( 32.72 - 84.38 )
	52.48 ( 865.41 )
	50.01 ( 33.64 )
	5.64 ( 4.97 )

	Feeling jittery
	17
	3.75 ( 2.33 - 6.04 )
	3.75 ( 34.18 )
	3.74 ( 2.51 )
	1.9 ( 1.22 )

	Increased appetite
	17
	3.95 ( 2.45 - 6.36 )
	3.95 ( 37.31 )
	3.94 ( 2.64 )
	1.98 ( 1.3 )

	Generalised tonic-clonic seizure
	17
	2.35 ( 1.46 - 3.79 )
	2.35 ( 13.19 )
	2.35 ( 1.58 )
	1.23 ( 0.55 )

	Self-injurious ideation
	17
	13.59 ( 8.42 - 21.94 )
	13.58 ( 195.58 )
	13.42 ( 8.99 )
	3.75 ( 3.06 )

	Abulia
	17
	59.44 ( 36.45 - 96.93 )
	59.38 ( 923.11 )
	56.23 ( 37.35 )
	5.81 ( 5.11 )

	Loss of libido
	16
	3.98 ( 2.43 - 6.5 )
	3.97 ( 35.5 )
	3.96 ( 2.63 )
	1.99 ( 1.29 )

	Hallucination, visual
	15
	3.99 ( 2.4 - 6.63 )
	3.99 ( 33.45 )
	3.98 ( 2.6 )
	1.99 ( 1.27 )

	Tardive dyskinesia
	14
	5.53 ( 3.27 - 9.36 )
	5.53 ( 51.66 )
	5.5 ( 3.55 )
	2.46 ( 1.71 )

	Muscle tightness
	14
	2.64 ( 1.56 - 4.47 )
	2.64 ( 14.27 )
	2.64 ( 1.7 )
	1.4 ( 0.65 )


Abbreviation: ROR, reporting odds ratio; PRR, proportional reporting ratio; EBGM, empirical Bayesian geometric mean; EBGM05, the lower limit of the 95% CI of EBGM; IC, information component; IC025, the lower limit of the 95% CI of the IC; CI, confidence interval; PT,preferred term.




























Supplementary Table 5: 
Top 100 positive adverse events in individuals aged over 65 at the preferred term level
	PT
	Numbers
	ROR(95%Cl)
	PRR
	EBGM(EBGM05)
	IC(IC025)

	Nausea
	152
	4.37 ( 3.71 - 5.14 )
	4.2 ( 374.75 )
	4.2 ( 3.66 )
	2.07 ( 1.83 )

	Vomiting
	58
	2.76 ( 2.13 - 3.58 )
	2.72 ( 63.7 )
	2.72 ( 2.19 )
	1.45 ( 1.07 )

	Dizziness
	57
	2.03 ( 1.56 - 2.64 )
	2.01 ( 29.33 )
	2.01 ( 1.62 )
	1.01 ( 0.63 )

	Feeling abnormal
	56
	5.21 ( 4 - 6.79 )
	5.14 ( 187.05 )
	5.13 ( 4.11 )
	2.36 ( 1.97 )

	Anxiety
	52
	6.99 ( 5.31 - 9.2 )
	6.89 ( 261.88 )
	6.88 ( 5.47 )
	2.78 ( 2.38 )

	Hyponatraemia
	49
	8.05 ( 6.07 - 10.68 )
	7.94 ( 297.28 )
	7.93 ( 6.26 )
	2.99 ( 2.57 )

	Insomnia
	43
	3.82 ( 2.83 - 5.17 )
	3.79 ( 88.34 )
	3.78 ( 2.94 )
	1.92 ( 1.48 )

	Headache
	42
	1.79 ( 1.32 - 2.43 )
	1.78 ( 14.44 )
	1.78 ( 1.38 )
	0.83 ( 0.39 )

	Pruritus
	41
	2.19 ( 1.61 - 2.99 )
	2.18 ( 26.25 )
	2.18 ( 1.68 )
	1.12 ( 0.67 )

	Suicidal ideation
	40
	30.19 ( 22.07 - 41.29 )
	29.81 ( 1104.08 )
	29.55 ( 22.73 )
	4.88 ( 4.43 )

	Wrong technique in product usage process
	40
	2.66 ( 1.95 - 3.63 )
	2.64 ( 40.85 )
	2.64 ( 2.03 )
	1.4 ( 0.95 )

	Confusional state
	32
	2.68 ( 1.89 - 3.79 )
	2.66 ( 33.23 )
	2.66 ( 1.99 )
	1.41 ( 0.91 )

	Agitation
	31
	11.59 ( 8.13 - 16.51 )
	11.48 ( 295.79 )
	11.44 ( 8.51 )
	3.52 ( 3 )

	Inappropriate antidiuretic hormone secretion
	31
	28.61 ( 20.06 - 40.82 )
	28.34 ( 810.72 )
	28.1 ( 20.87 )
	4.81 ( 4.3 )

	Product use in unapproved indication
	27
	2.42 ( 1.66 - 3.54 )
	2.41 ( 22.31 )
	2.41 ( 1.75 )
	1.27 ( 0.72 )

	Irritability
	26
	21.17 ( 14.37 - 31.18 )
	21 ( 492.24 )
	20.87 ( 15.09 )
	4.38 ( 3.82 )

	Constipation
	26
	1.81 ( 1.23 - 2.67 )
	1.81 ( 9.43 )
	1.81 ( 1.31 )
	0.85 ( 0.3 )

	Depression
	26
	4.6 ( 3.13 - 6.77 )
	4.57 ( 72.63 )
	4.57 ( 3.31 )
	2.19 ( 1.63 )

	Tremor
	25
	2.89 ( 1.95 - 4.28 )
	2.87 ( 30.63 )
	2.87 ( 2.07 )
	1.52 ( 0.95 )

	Hyperhidrosis
	21
	3.92 ( 2.55 - 6.02 )
	3.9 ( 45.26 )
	3.89 ( 2.72 )
	1.96 ( 1.34 )

	Blood pressure increased
	19
	1.93 ( 1.23 - 3.02 )
	1.92 ( 8.4 )
	1.92 ( 1.32 )
	0.94 ( 0.29 )

	Completed suicide
	19
	6.66 ( 4.24 - 10.47 )
	6.63 ( 90.71 )
	6.62 ( 4.54 )
	2.73 ( 2.08 )

	Abdominal pain upper
	18
	1.79 ( 1.13 - 2.84 )
	1.79 ( 6.23 )
	1.78 ( 1.21 )
	0.84 ( 0.17 )

	Weight increased
	17
	2.36 ( 1.47 - 3.81 )
	2.35 ( 13.27 )
	2.35 ( 1.58 )
	1.23 ( 0.55 )

	Depressed mood
	16
	8.11 ( 4.96 - 13.26 )
	8.07 ( 98.99 )
	8.06 ( 5.34 )
	3.01 ( 2.31 )

	Aggression
	16
	12.41 ( 7.59 - 20.31 )
	12.36 ( 166.4 )
	12.31 ( 8.16 )
	3.62 ( 2.92 )

	Somnolence
	16
	1.7 ( 1.04 - 2.78 )
	1.69 ( 4.56 )
	1.69 ( 1.12 )
	0.76 ( 0.06 )

	Hallucination
	16
	2.98 ( 1.82 - 4.87 )
	2.97 ( 20.93 )
	2.97 ( 1.97 )
	1.57 ( 0.87 )

	Disturbance in attention
	15
	9.23 ( 5.55 - 15.34 )
	9.19 ( 109.23 )
	9.17 ( 5.99 )
	3.2 ( 2.47 )

	Balance disorder
	15
	2.58 ( 1.56 - 4.29 )
	2.58 ( 14.48 )
	2.57 ( 1.68 )
	1.36 ( 0.64 )

	Suicide attempt
	14
	17.13 ( 10.12 - 28.99 )
	17.05 ( 210.52 )
	16.97 ( 10.92 )
	4.08 ( 3.34 )

	Serotonin syndrome
	14
	20.87 ( 12.33 - 35.34 )
	20.78 ( 261.98 )
	20.65 ( 13.29 )
	4.37 ( 3.62 )

	Palpitations
	14
	2.85 ( 1.69 - 4.82 )
	2.84 ( 16.75 )
	2.84 ( 1.83 )
	1.51 ( 0.76 )

	Crying
	14
	17.86 ( 10.55 - 30.23 )
	17.78 ( 220.58 )
	17.69 ( 11.39 )
	4.14 ( 3.4 )

	Vision blurred
	14
	2.26 ( 1.34 - 3.82 )
	2.26 ( 9.8 )
	2.25 ( 1.45 )
	1.17 ( 0.43 )

	No adverse event
	14
	3.93 ( 2.32 - 6.65 )
	3.92 ( 30.42 )
	3.91 ( 2.52 )
	1.97 ( 1.22 )

	Tinnitus
	13
	7.42 ( 4.3 - 12.81 )
	7.4 ( 71.8 )
	7.38 ( 4.68 )
	2.88 ( 2.11 )

	Restlessness
	13
	8.47 ( 4.91 - 14.61 )
	8.44 ( 85.03 )
	8.42 ( 5.33 )
	3.07 ( 2.3 )

	Underdose
	13
	3.31 ( 1.92 - 5.71 )
	3.3 ( 20.84 )
	3.3 ( 2.09 )
	1.72 ( 0.95 )

	Nightmare
	11
	8.6 ( 4.75 - 15.56 )
	8.57 ( 73.44 )
	8.55 ( 5.21 )
	3.1 ( 2.26 )

	Abnormal dreams
	11
	12.7 ( 7.02 - 22.99 )
	12.66 ( 117.7 )
	12.61 ( 7.68 )
	3.66 ( 2.82 )

	Dyskinesia
	11
	5.43 ( 3 - 9.83 )
	5.42 ( 39.59 )
	5.41 ( 3.3 )
	2.44 ( 1.6 )

	Overdose
	11
	2.42 ( 1.34 - 4.37 )
	2.41 ( 9.1 )
	2.41 ( 1.47 )
	1.27 ( 0.43 )

	Vertigo
	11
	3.36 ( 1.86 - 6.07 )
	3.35 ( 18.11 )
	3.34 ( 2.04 )
	1.74 ( 0.91 )

	Seizure
	11
	2.52 ( 1.39 - 4.55 )
	2.51 ( 10.02 )
	2.51 ( 1.53 )
	1.33 ( 0.49 )

	Electrocardiogram qt prolonged
	11
	5.35 ( 2.96 - 9.67 )
	5.33 ( 38.69 )
	5.33 ( 3.24 )
	2.41 ( 1.58 )

	Intentional overdose
	10
	10.06 ( 5.4 - 18.74 )
	10.04 ( 81.12 )
	10.01 ( 5.95 )
	3.32 ( 2.45 )

	Delirium
	10
	3.31 ( 1.78 - 6.16 )
	3.3 ( 16.06 )
	3.3 ( 1.96 )
	1.72 ( 0.85 )

	Nervousness
	9
	3.42 ( 1.78 - 6.58 )
	3.41 ( 15.33 )
	3.41 ( 1.97 )
	1.77 ( 0.85 )

	Urinary retention
	9
	3.53 ( 1.83 - 6.78 )
	3.52 ( 16.22 )
	3.52 ( 2.03 )
	1.81 ( 0.9 )

	Hallucination, visual
	9
	5.81 ( 3.02 - 11.19 )
	5.8 ( 35.69 )
	5.79 ( 3.35 )
	2.53 ( 1.62 )

	Anger
	8
	13.14 ( 6.55 - 26.33 )
	13.1 ( 89.1 )
	13.06 ( 7.3 )
	3.71 ( 2.74 )

	Musculoskeletal stiffness
	8
	1.98 ( 0.99 - 3.97 )
	1.98 ( 3.89 )
	1.98 ( 1.11 )
	0.99 ( 0.02 )

	Hot flush
	8
	2.18 ( 1.09 - 4.36 )
	2.17 ( 5.08 )
	2.17 ( 1.22 )
	1.12 ( 0.16 )

	Arrhythmia
	8
	2.72 ( 1.36 - 5.45 )
	2.72 ( 8.69 )
	2.72 ( 1.52 )
	1.44 ( 0.48 )

	Product prescribing error
	8
	2.75 ( 1.37 - 5.5 )
	2.74 ( 8.87 )
	2.74 ( 1.53 )
	1.46 ( 0.49 )

	Hypokalaemia
	8
	2.11 ( 1.05 - 4.23 )
	2.11 ( 4.66 )
	2.11 ( 1.18 )
	1.08 ( 0.11 )

	Hallucination, auditory
	8
	18.79 ( 9.37 - 37.68 )
	18.74 ( 133.62 )
	18.64 ( 10.41 )
	4.22 ( 3.25 )

	Feeling jittery
	7
	10.25 ( 4.87 - 21.54 )
	10.23 ( 58.09 )
	10.2 ( 5.48 )
	3.35 ( 2.33 )

	Dementia
	7
	2.42 ( 1.15 - 5.09 )
	2.42 ( 5.84 )
	2.42 ( 1.3 )
	1.28 ( 0.25 )

	Flatulence
	7
	2.07 ( 0.98 - 4.34 )
	2.07 ( 3.85 )
	2.07 ( 1.11 )
	1.05 ( 0.02 )

	Tardive dyskinesia
	7
	21.9 ( 10.41 - 46.09 )
	21.85 ( 138.36 )
	21.71 ( 11.65 )
	4.44 ( 3.42 )

	Therapeutic product effect decreased
	7
	2.49 ( 1.19 - 5.24 )
	2.49 ( 6.25 )
	2.49 ( 1.34 )
	1.32 ( 0.29 )

	Orthostatic hypotension
	7
	3.67 ( 1.75 - 7.71 )
	3.66 ( 13.55 )
	3.66 ( 1.97 )
	1.87 ( 0.85 )

	Prescribed overdose
	6
	7.08 ( 3.18 - 15.78 )
	7.07 ( 31.2 )
	7.05 ( 3.61 )
	2.82 ( 1.73 )

	Sedation
	6
	6.6 ( 2.96 - 14.72 )
	6.59 ( 28.41 )
	6.58 ( 3.36 )
	2.72 ( 1.63 )

	Mania
	6
	17.91 ( 8.02 - 39.99 )
	17.88 ( 95.09 )
	17.79 ( 9.08 )
	4.15 ( 3.06 )

	Delusion
	6
	6.89 ( 3.09 - 15.37 )
	6.88 ( 30.12 )
	6.87 ( 3.51 )
	2.78 ( 1.69 )

	Prescribed underdose
	6
	4.06 ( 1.82 - 9.05 )
	4.05 ( 13.78 )
	4.05 ( 2.07 )
	2.02 ( 0.92 )

	Blood sodium decreased
	6
	4.33 ( 1.94 - 9.66 )
	4.33 ( 15.34 )
	4.32 ( 2.21 )
	2.11 ( 1.02 )

	Head discomfort
	6
	6.06 ( 2.72 - 13.51 )
	6.05 ( 25.25 )
	6.04 ( 3.09 )
	2.59 ( 1.5 )

	Disorientation
	6
	2.32 ( 1.04 - 5.17 )
	2.32 ( 4.5 )
	2.32 ( 1.19 )
	1.21 ( 0.12 )

	Psychotic disorder
	5
	8.37 ( 3.48 - 20.14 )
	8.36 ( 32.3 )
	8.34 ( 4 )
	3.06 ( 1.88 )

	Rash maculo-papular
	5
	3.16 ( 1.31 - 7.59 )
	3.15 ( 7.34 )
	3.15 ( 1.51 )
	1.66 ( 0.48 )

	Akathisia
	5
	29.96 ( 12.41 - 72.32 )
	29.91 ( 138.43 )
	29.64 ( 14.18 )
	4.89 ( 3.7 )

	Apathy
	5
	9.95 ( 4.13 - 23.96 )
	9.94 ( 40.08 )
	9.91 ( 4.75 )
	3.31 ( 2.13 )

	Psychomotor hyperactivity
	5
	9.87 ( 4.1 - 23.76 )
	9.85 ( 39.66 )
	9.83 ( 4.71 )
	3.3 ( 2.12 )

	Epilepsy
	5
	4.34 ( 1.8 - 10.44 )
	4.34 ( 12.82 )
	4.33 ( 2.08 )
	2.11 ( 0.93 )

	Altered state of consciousness
	5
	3.06 ( 1.27 - 7.37 )
	3.06 ( 6.93 )
	3.06 ( 1.47 )
	1.61 ( 0.43 )

	Thinking abnormal
	4
	6.24 ( 2.34 - 16.66 )
	6.23 ( 17.55 )
	6.22 ( 2.74 )
	2.64 ( 1.34 )

	Feeling cold
	4
	2.58 ( 0.97 - 6.87 )
	2.57 ( 3.85 )
	2.57 ( 1.13 )
	1.36 ( 0.07 )

	Mood swings
	4
	10.21 ( 3.82 - 27.26 )
	10.2 ( 33.08 )
	10.17 ( 4.47 )
	3.35 ( 2.05 )

	Hypersomnia
	4
	2.72 ( 1.02 - 7.25 )
	2.72 ( 4.34 )
	2.72 ( 1.2 )
	1.44 ( 0.15 )

	Libido decreased
	4
	27.67 ( 10.33 - 74.07 )
	27.63 ( 101.8 )
	27.41 ( 12.02 )
	4.78 ( 3.48 )

	Night sweats
	4
	2.97 ( 1.11 - 7.92 )
	2.97 ( 5.22 )
	2.97 ( 1.3 )
	1.57 ( 0.28 )

	Haemorrhagic stroke
	4
	4.32 ( 1.62 - 11.53 )
	4.32 ( 10.19 )
	4.31 ( 1.9 )
	2.11 ( 0.82 )

	Feeling of despair
	4
	27.31 ( 10.2 - 73.13 )
	27.28 ( 100.42 )
	27.06 ( 11.87 )
	4.76 ( 3.46 )

	Hypertensive crisis
	4
	4.33 ( 1.62 - 11.55 )
	4.32 ( 10.21 )
	4.32 ( 1.9 )
	2.11 ( 0.82 )

	Wrist fracture
	4
	4.51 ( 1.69 - 12.03 )
	4.5 ( 10.89 )
	4.5 ( 1.98 )
	2.17 ( 0.88 )

	Muscle tightness
	3
	5.39 ( 1.74 - 16.74 )
	5.39 ( 10.7 )
	5.38 ( 2.08 )
	2.43 ( 0.98 )

	Hypoaesthesia oral
	3
	5.12 ( 1.65 - 15.9 )
	5.12 ( 9.93 )
	5.11 ( 1.98 )
	2.35 ( 0.91 )

	Gynaecomastia
	3
	10.04 ( 3.23 - 31.19 )
	10.03 ( 24.31 )
	10 ( 3.87 )
	3.32 ( 1.88 )

	Stevens-johnson syndrome
	3
	3.39 ( 1.09 - 10.51 )
	3.38 ( 5.03 )
	3.38 ( 1.31 )
	1.76 ( 0.31 )

	Bruxism
	3
	25.79 ( 8.28 - 80.37 )
	25.77 ( 70.85 )
	25.57 ( 9.88 )
	4.68 ( 3.23 )

	Restless legs syndrome
	3
	4.14 ( 1.33 - 12.87 )
	4.14 ( 7.14 )
	4.14 ( 1.6 )
	2.05 ( 0.6 )

	Tension headache
	3
	17.22 ( 5.54 - 53.6 )
	17.21 ( 45.56 )
	17.12 ( 6.62 )
	4.1 ( 2.65 )

	Drug eruption
	3
	2.74 ( 0.88 - 8.5 )
	2.74 ( 3.31 )
	2.74 ( 1.06 )
	1.45 ( 0.01 )

	Eructation
	3
	2.98 ( 0.96 - 9.24 )
	2.98 ( 3.93 )
	2.97 ( 1.15 )
	1.57 ( 0.13 )

	Vitreous floaters
	3
	5.09 ( 1.64 - 15.79 )
	5.08 ( 9.82 )
	5.08 ( 1.97 )
	2.34 ( 0.9 )

	Logorrhoea
	3
	25.79 ( 8.28 - 80.37 )
	25.77 ( 70.85 )
	25.57 ( 9.88 )
	4.68 ( 3.23 )


Abbreviation: ROR, reporting odds ratio; PRR, proportional reporting ratio; EBGM, empirical Bayesian geometric mean; EBGM05, the lower limit of the 95% CI of EBGM; IC, information component; IC025, the lower limit of the 95% CI of the IC; CI, confidence interval; PT,preferred term.


































Supplementary Table 6: 
All positive adverse events in individuals aged below 18 at the preferred term level
	PT
	Numbers
	ROR(95%Cl)
	PRR
	EBGM(EBGM05)
	IC(IC025)

	Nausea
	126
	10.65 ( 8.88 - 12.78 )
	10 ( 1016.85 )
	9.91 ( 8.51 )
	3.31 ( 3.04 )

	Pruritus
	70
	5.88 ( 4.62 - 7.47 )
	5.69 ( 270.92 )
	5.66 ( 4.64 )
	2.5 ( 2.15 )

	Suicidal ideation
	65
	18.18 ( 14.16 - 23.33 )
	17.57 ( 1000.42 )
	17.29 ( 14.03 )
	4.11 ( 3.75 )

	Product administered to patient of inappropriate age
	58
	9.69 ( 7.45 - 12.6 )
	9.42 ( 433.84 )
	9.34 ( 7.5 )
	3.22 ( 2.84 )

	No adverse event
	48
	6.23 ( 4.68 - 8.31 )
	6.1 ( 204.21 )
	6.07 ( 4.77 )
	2.6 ( 2.18 )

	Vomiting
	39
	1.93 ( 1.41 - 2.65 )
	1.91 ( 17.12 )
	1.91 ( 1.46 )
	0.93 ( 0.47 )

	Rash
	32
	1.87 ( 1.32 - 2.65 )
	1.85 ( 12.7 )
	1.85 ( 1.38 )
	0.89 ( 0.38 )

	Weight increased
	30
	4.98 ( 3.47 - 7.15 )
	4.92 ( 93.42 )
	4.9 ( 3.62 )
	2.29 ( 1.77 )

	Anxiety
	29
	4.75 ( 3.29 - 6.86 )
	4.69 ( 84.09 )
	4.67 ( 3.44 )
	2.22 ( 1.69 )

	Headache
	24
	1.76 ( 1.17 - 2.63 )
	1.75 ( 7.72 )
	1.75 ( 1.25 )
	0.8 ( 0.22 )

	Suicide attempt
	24
	5.28 ( 3.53 - 7.91 )
	5.23 ( 81.78 )
	5.2 ( 3.71 )
	2.38 ( 1.8 )

	Mania
	21
	39.79 ( 25.66 - 61.69 )
	39.35 ( 755.18 )
	37.89 ( 26.25 )
	5.24 ( 4.61 )

	Agitation
	19
	4.61 ( 2.93 - 7.26 )
	4.58 ( 52.96 )
	4.56 ( 3.12 )
	2.19 ( 1.54 )

	Feeling abnormal
	19
	7.52 ( 4.78 - 11.84 )
	7.45 ( 105.5 )
	7.4 ( 5.07 )
	2.89 ( 2.24 )

	Dizziness
	19
	2.99 ( 1.9 - 4.7 )
	2.97 ( 24.82 )
	2.96 ( 2.03 )
	1.57 ( 0.92 )

	Irritability
	18
	4.9 ( 3.08 - 7.8 )
	4.86 ( 55.05 )
	4.84 ( 3.28 )
	2.28 ( 1.61 )

	Insomnia
	17
	3.84 ( 2.38 - 6.2 )
	3.82 ( 35.29 )
	3.81 ( 2.55 )
	1.93 ( 1.24 )

	Completed suicide
	17
	8.72 ( 5.4 - 14.09 )
	8.65 ( 114.2 )
	8.59 ( 5.75 )
	3.1 ( 2.42 )

	Anger
	16
	6.72 ( 4.1 - 11.01 )
	6.67 ( 76.67 )
	6.63 ( 4.39 )
	2.73 ( 2.02 )

	Depression
	15
	3.48 ( 2.09 - 5.79 )
	3.46 ( 26.21 )
	3.45 ( 2.25 )
	1.79 ( 1.06 )

	Urticaria
	14
	1.99 ( 1.17 - 3.36 )
	1.98 ( 6.79 )
	1.98 ( 1.27 )
	0.98 ( 0.23 )

	Intentional overdose
	14
	2.04 ( 1.21 - 3.46 )
	2.04 ( 7.4 )
	2.03 ( 1.31 )
	1.02 ( 0.28 )

	Sexual dysfunction
	13
	126.23 ( 70.76 - 225.15 )
	125.34 ( 1423.93 )
	111.41 ( 68.65 )
	6.8 ( 5.98 )

	Tremor
	13
	3.45 ( 2 - 5.96 )
	3.44 ( 22.41 )
	3.43 ( 2.17 )
	1.78 ( 1 )

	Palpitations
	13
	9.56 ( 5.53 - 16.54 )
	9.5 ( 98 )
	9.42 ( 5.95 )
	3.24 ( 2.46 )

	Nightmare
	12
	9.51 ( 5.37 - 16.81 )
	9.45 ( 89.88 )
	9.37 ( 5.81 )
	3.23 ( 2.42 )

	Erectile dysfunction
	12
	51.7 ( 28.89 - 92.52 )
	51.37 ( 563.57 )
	48.89 ( 30.04 )
	5.61 ( 4.79 )

	Wrong technique in product usage process
	12
	2.18 ( 1.24 - 3.85 )
	2.17 ( 7.62 )
	2.17 ( 1.35 )
	1.12 ( 0.32 )

	Akathisia
	11
	17.47 ( 9.61 - 31.76 )
	17.37 ( 166.82 )
	17.09 ( 10.36 )
	4.09 ( 3.25 )

	Underdose
	11
	3.54 ( 1.96 - 6.42 )
	3.53 ( 19.91 )
	3.52 ( 2.14 )
	1.82 ( 0.98 )

	Contusion
	10
	5.72 ( 3.07 - 10.67 )
	5.69 ( 38.52 )
	5.67 ( 3.36 )
	2.5 ( 1.63 )

	Constipation
	10
	3.14 ( 1.68 - 5.85 )
	3.13 ( 14.46 )
	3.12 ( 1.85 )
	1.64 ( 0.77 )

	Hospitalisation
	10
	2.87 ( 1.54 - 5.35 )
	2.86 ( 12.11 )
	2.86 ( 1.7 )
	1.51 ( 0.64 )

	Hallucination
	9
	3.73 ( 1.93 - 7.19 )
	3.71 ( 17.81 )
	3.7 ( 2.14 )
	1.89 ( 0.97 )

	Product prescribing error
	9
	3.27 ( 1.7 - 6.31 )
	3.26 ( 14.09 )
	3.25 ( 1.88 )
	1.7 ( 0.79 )

	Alopecia
	9
	3.88 ( 2.01 - 7.48 )
	3.87 ( 19.1 )
	3.86 ( 2.23 )
	1.95 ( 1.03 )

	Hot flush
	8
	18.13 ( 9 - 36.54 )
	18.06 ( 126.62 )
	17.75 ( 9.88 )
	4.15 ( 3.18 )

	Blood pressure increased
	8
	6.27 ( 3.12 - 12.58 )
	6.25 ( 35.05 )
	6.21 ( 3.47 )
	2.64 ( 1.67 )

	Bruxism
	8
	35.94 ( 17.73 - 72.87 )
	35.79 ( 261.14 )
	34.58 ( 19.14 )
	5.11 ( 4.13 )

	Epilepsy
	8
	3.24 ( 1.61 - 6.49 )
	3.23 ( 12.27 )
	3.22 ( 1.8 )
	1.69 ( 0.72 )

	Hyperhidrosis
	8
	4.44 ( 2.21 - 8.9 )
	4.42 ( 21.12 )
	4.41 ( 2.46 )
	2.14 ( 1.17 )

	Feeling jittery
	7
	20.83 ( 9.84 - 44.09 )
	20.75 ( 128.93 )
	20.35 ( 10.86 )
	4.35 ( 3.31 )

	Oedema peripheral
	7
	5.92 ( 2.81 - 12.47 )
	5.91 ( 28.38 )
	5.88 ( 3.15 )
	2.56 ( 1.53 )

	Serotonin syndrome
	7
	8.08 ( 3.84 - 17.03 )
	8.06 ( 42.93 )
	8 ( 4.29 )
	3 ( 1.97 )

	Electrocardiogram qt prolonged
	7
	3.32 ( 1.58 - 6.98 )
	3.31 ( 11.26 )
	3.3 ( 1.77 )
	1.72 ( 0.7 )

	Urinary retention
	6
	6.42 ( 2.87 - 14.34 )
	6.4 ( 27.18 )
	6.37 ( 3.25 )
	2.67 ( 1.57 )

	Flushing
	6
	3.4 ( 1.52 - 7.58 )
	3.39 ( 10.07 )
	3.38 ( 1.73 )
	1.76 ( 0.66 )

	Rash pruritic
	6
	4.57 ( 2.05 - 10.2 )
	4.56 ( 16.59 )
	4.54 ( 2.32 )
	2.18 ( 1.09 )

	Vision blurred
	6
	3.48 ( 1.56 - 7.77 )
	3.47 ( 10.54 )
	3.46 ( 1.77 )
	1.79 ( 0.7 )

	Hypoaesthesia
	6
	4.04 ( 1.81 - 9.03 )
	4.03 ( 13.65 )
	4.02 ( 2.05 )
	2.01 ( 0.91 )

	Intentional self-injury
	6
	2.25 ( 1.01 - 5.02 )
	2.25 ( 4.15 )
	2.24 ( 1.15 )
	1.17 ( 0.07 )

	Confusional state
	6
	2.55 ( 1.14 - 5.69 )
	2.55 ( 5.63 )
	2.54 ( 1.3 )
	1.35 ( 0.25 )

	Inappropriate antidiuretic hormone secretion
	6
	17.95 ( 8 - 40.29 )
	17.89 ( 94.02 )
	17.59 ( 8.94 )
	4.14 ( 3.03 )

	Mental impairment
	6
	16.29 ( 7.26 - 36.53 )
	16.24 ( 84.42 )
	15.99 ( 8.13 )
	4 ( 2.9 )

	Dyskinesia
	5
	2.93 ( 1.22 - 7.06 )
	2.92 ( 6.32 )
	2.92 ( 1.4 )
	1.55 ( 0.36 )

	Adverse event
	5
	4.6 ( 1.91 - 11.08 )
	4.59 ( 13.98 )
	4.57 ( 2.19 )
	2.19 ( 1.01 )

	Hallucination, visual
	5
	6 ( 2.49 - 14.48 )
	5.99 ( 20.67 )
	5.96 ( 2.85 )
	2.58 ( 1.39 )

	Hypomania
	5
	49.29 ( 20.06 - 121.14 )
	49.16 ( 224.8 )
	46.89 ( 22.1 )
	5.55 ( 4.34 )

	Depressive symptom
	5
	26.48 ( 10.88 - 64.44 )
	26.41 ( 119.1 )
	25.75 ( 12.24 )
	4.69 ( 3.49 )

	Abnormal dreams
	4
	16.38 ( 6.09 - 44.04 )
	16.35 ( 56.71 )
	16.1 ( 7.04 )
	4.01 ( 2.7 )

	Vaginal haemorrhage
	4
	2.98 ( 1.11 - 7.95 )
	2.97 ( 5.22 )
	2.97 ( 1.3 )
	1.57 ( 0.27 )

	Homicidal ideation
	4
	19.05 ( 7.07 - 51.28 )
	19.01 ( 66.96 )
	18.67 ( 8.15 )
	4.22 ( 2.92 )

	Amnesia
	4
	6.87 ( 2.57 - 18.4 )
	6.86 ( 19.9 )
	6.82 ( 2.99 )
	2.77 ( 1.47 )

	Dysgeusia
	4
	7.08 ( 2.65 - 18.95 )
	7.07 ( 20.7 )
	7.03 ( 3.08 )
	2.81 ( 1.51 )

	Muscle tightness
	4
	17.61 ( 6.55 - 47.39 )
	17.58 ( 61.46 )
	17.29 ( 7.55 )
	4.11 ( 2.81 )

	Sedation
	4
	4.04 ( 1.51 - 10.78 )
	4.03 ( 9.08 )
	4.02 ( 1.76 )
	2.01 ( 0.71 )

	Muscle twitching
	4
	5.22 ( 1.95 - 13.95 )
	5.21 ( 13.53 )
	5.18 ( 2.28 )
	2.37 ( 1.08 )

	Memory impairment
	4
	4.31 ( 1.61 - 11.52 )
	4.3 ( 10.11 )
	4.29 ( 1.88 )
	2.1 ( 0.81 )

	Altered state of consciousness
	4
	3 ( 1.12 - 8.02 )
	3 ( 5.31 )
	2.99 ( 1.31 )
	1.58 ( 0.29 )

	Hallucination, auditory
	4
	4.52 ( 1.69 - 12.07 )
	4.51 ( 10.88 )
	4.49 ( 1.97 )
	2.17 ( 0.87 )

	Delusion
	4
	11 ( 4.1 - 29.49 )
	10.97 ( 35.87 )
	10.86 ( 4.76 )
	3.44 ( 2.14 )

	Bipolar disorder
	4
	17.38 ( 6.46 - 46.76 )
	17.35 ( 60.57 )
	17.07 ( 7.46 )
	4.09 ( 2.79 )

	Influenza like illness
	4
	4.88 ( 1.82 - 13.04 )
	4.87 ( 12.24 )
	4.85 ( 2.13 )
	2.28 ( 0.98 )

	Nervous system disorder
	4
	6.02 ( 2.25 - 16.11 )
	6.01 ( 16.61 )
	5.98 ( 2.62 )
	2.58 ( 1.28 )

	Suicidal behaviour
	3
	11.43 ( 3.66 - 35.71 )
	11.41 ( 28.19 )
	11.3 ( 4.36 )
	3.5 ( 2.04 )

	Panic attack
	3
	3.81 ( 1.23 - 11.86 )
	3.81 ( 6.2 )
	3.8 ( 1.47 )
	1.93 ( 0.48 )

	Prescribed overdose
	3
	4.14 ( 1.33 - 12.87 )
	4.13 ( 7.1 )
	4.12 ( 1.59 )
	2.04 ( 0.59 )

	Glaucoma
	3
	10.93 ( 3.5 - 34.13 )
	10.91 ( 26.72 )
	10.81 ( 4.17 )
	3.43 ( 1.98 )

	Libido decreased
	3
	29.54 ( 9.36 - 93.23 )
	29.5 ( 80.22 )
	28.68 ( 10.96 )
	4.84 ( 3.37 )

	Blood sodium decreased
	3
	14.14 ( 4.52 - 44.24 )
	14.12 ( 36.06 )
	13.94 ( 5.37 )
	3.8 ( 2.34 )

	Parkinsonism
	3
	13.88 ( 4.44 - 43.41 )
	13.86 ( 35.3 )
	13.68 ( 5.27 )
	3.77 ( 2.32 )

	Energy increased
	3
	20.16 ( 6.42 - 63.29 )
	20.13 ( 53.46 )
	19.75 ( 7.58 )
	4.3 ( 2.84 )

	Increased tendency to bruise
	3
	41.44 ( 13.05 - 131.66 )
	41.38 ( 113.49 )
	39.76 ( 15.12 )
	5.31 ( 3.83 )

	Dysarthria
	3
	2.92 ( 0.94 - 9.06 )
	2.91 ( 3.76 )
	2.91 ( 1.13 )
	1.54 ( 0.09 )

	Loss of libido
	3
	39.79 ( 12.54 - 126.27 )
	39.72 ( 108.9 )
	38.23 ( 14.55 )
	5.26 ( 3.78 )

	Exposure via breast milk
	3
	2.75 ( 0.89 - 8.56 )
	2.75 ( 3.34 )
	2.75 ( 1.06 )
	1.46 ( 0.01 )

	Breast discharge
	3
	41.44 ( 13.05 - 131.66 )
	41.38 ( 113.49 )
	39.76 ( 15.12 )
	5.31 ( 3.83 )

	Genital haemorrhage
	3
	10.08 ( 3.23 - 31.46 )
	10.07 ( 24.25 )
	9.97 ( 3.85 )
	3.32 ( 1.86 )

	Neuroleptic malignant syndrome
	3
	5.14 ( 1.65 - 16.01 )
	5.14 ( 9.95 )
	5.12 ( 1.98 )
	2.35 ( 0.91 )

	Schizophrenia
	3
	11.01 ( 3.53 - 34.38 )
	10.99 ( 26.96 )
	10.88 ( 4.2 )
	3.44 ( 1.99 )

	Activation syndrome
	3
	82.89 ( 25.5 - 269.41 )
	82.76 ( 223.68 )
	76.47 ( 28.52 )
	6.26 ( 4.74 )

	Terminal insomnia
	2
	60.25 ( 14.45 - 251.28 )
	60.19 ( 109.76 )
	56.81 ( 17.2 )
	5.83 ( 4.09 )

	Menstrual disorder
	2
	8.02 ( 1.99 - 32.26 )
	8.01 ( 12.17 )
	7.95 ( 2.48 )
	2.99 ( 1.31 )

	Euphoric mood
	2
	8.5 ( 2.11 - 34.2 )
	8.49 ( 13.1 )
	8.42 ( 2.63 )
	3.07 ( 1.4 )

	Anorgasmia
	2
	56.81 ( 13.65 - 236.37 )
	56.75 ( 103.61 )
	53.73 ( 16.3 )
	5.75 ( 4.02 )

	Aversion
	2
	198.83 ( 43.54 - 908.11 )
	198.62 ( 327.71 )
	165.68 ( 46.49 )
	7.37 ( 5.52 )

	Alopecia areata
	2
	25.49 ( 6.26 - 103.82 )
	25.46 ( 45.83 )
	24.85 ( 7.67 )
	4.64 ( 2.94 )

	Respiration abnormal
	2
	7.39 ( 1.84 - 29.73 )
	7.38 ( 10.96 )
	7.34 ( 2.29 )
	2.88 ( 1.2 )

	Irritable bowel syndrome
	2
	9.12 ( 2.26 - 36.73 )
	9.11 ( 14.31 )
	9.04 ( 2.82 )
	3.18 ( 1.5 )

	Negative thoughts
	2
	14.51 ( 3.59 - 58.66 )
	14.5 ( 24.77 )
	14.3 ( 4.45 )
	3.84 ( 2.15 )

	Impaired gastric emptying
	2
	12.58 ( 3.12 - 50.8 )
	12.57 ( 21.04 )
	12.43 ( 3.87 )
	3.64 ( 1.95 )

	Hyperventilation
	2
	6.67 ( 1.66 - 26.82 )
	6.67 ( 9.57 )
	6.63 ( 2.07 )
	2.73 ( 1.05 )

	Somnambulism
	2
	8.05 ( 2 - 32.39 )
	8.04 ( 12.23 )
	7.98 ( 2.49 )
	3 ( 1.32 )

	Pregnancy
	2
	20.71 ( 5.1 - 84.07 )
	20.69 ( 36.71 )
	20.29 ( 6.28 )
	4.34 ( 2.65 )

	Neonatal asphyxia
	2
	12.35 ( 3.06 - 49.84 )
	12.34 ( 20.58 )
	12.2 ( 3.8 )
	3.61 ( 1.93 )

	Dementia
	2
	9.79 ( 2.43 - 39.46 )
	9.78 ( 15.62 )
	9.7 ( 3.02 )
	3.28 ( 1.6 )


Abbreviation: ROR, reporting odds ratio; PRR, proportional reporting ratio; EBGM, empirical Bayesian geometric mean; EBGM05, the lower limit of the 95% CI of EBGM; IC, information component; IC025, the lower limit of the 95% CI of the IC; CI, confidence interval; PT,preferred term.
Supplementary Table 9: 
Top 100 positive adverse events for vortioxetine excluding common medication co-usage at the preferred term level
	PT
	Numbers
	ROR(95%Cl)
	PRR
	EBGM(EBGM05)
	IC(IC025)

	Nausea
	2,016
	5.16 ( 4.93 - 5.4 )
	4.91 ( 6328.44 )
	4.89 ( 4.71 )
	2.29 ( 2.22 )

	Suicidal ideation
	819
	19.84 ( 18.51 - 21.28 )
	19.38 ( 14094.67 )
	19.12 ( 18.04 )
	4.26 ( 4.15 )

	Anxiety
	769
	5.33 ( 4.96 - 5.73 )
	5.23 ( 2634.73 )
	5.22 ( 4.91 )
	2.38 ( 2.28 )

	Pruritus
	767
	3.72 ( 3.46 - 4 )
	3.66 ( 1486.03 )
	3.65 ( 3.44 )
	1.87 ( 1.76 )

	Vomiting
	761
	3.25 ( 3.02 - 3.49 )
	3.2 ( 1153.2 )
	3.19 ( 3 )
	1.67 ( 1.57 )

	Headache
	656
	1.96 ( 1.81 - 2.12 )
	1.94 ( 302.32 )
	1.94 ( 1.82 )
	0.96 ( 0.84 )

	Fatigue
	621
	1.43 ( 1.32 - 1.55 )
	1.42 ( 77.84 )
	1.42 ( 1.33 )
	0.5 ( 0.39 )

	Feeling abnormal
	600
	4.68 ( 4.31 - 5.07 )
	4.61 ( 1697.93 )
	4.6 ( 4.3 )
	2.2 ( 2.08 )

	Insomnia
	570
	4.21 ( 3.87 - 4.57 )
	4.15 ( 1364.52 )
	4.14 ( 3.86 )
	2.05 ( 1.93 )

	No adverse event
	511
	4.94 ( 4.53 - 5.4 )
	4.88 ( 1577.74 )
	4.87 ( 4.53 )
	2.28 ( 2.16 )

	Dizziness
	507
	1.98 ( 1.81 - 2.16 )
	1.96 ( 240.73 )
	1.96 ( 1.82 )
	0.97 ( 0.84 )

	Asthenia
	483
	2.47 ( 2.26 - 2.7 )
	2.45 ( 415.33 )
	2.45 ( 2.27 )
	1.29 ( 1.16 )

	Weight increased
	462
	4.04 ( 3.69 - 4.43 )
	4 ( 1039.93 )
	3.99 ( 3.7 )
	2 ( 1.86 )

	Irritability
	432
	14.8 ( 13.46 - 16.28 )
	14.62 ( 5429.48 )
	14.48 ( 13.37 )
	3.86 ( 3.72 )

	Diarrhoea
	421
	1.17 ( 1.06 - 1.29 )
	1.17 ( 10.45 )
	1.17 ( 1.08 )
	0.23 ( 0.08 )

	Disturbance in attention
	403
	14.69 ( 13.31 - 16.22 )
	14.53 ( 5026.93 )
	14.38 ( 13.24 )
	3.85 ( 3.7 )

	Anger
	398
	25.25 ( 22.85 - 27.89 )
	24.96 ( 8991.71 )
	24.52 ( 22.56 )
	4.62 ( 4.47 )

	Rash
	367
	1.49 ( 1.35 - 1.65 )
	1.49 ( 58.88 )
	1.49 ( 1.36 )
	0.57 ( 0.42 )

	Depression
	355
	3.25 ( 2.93 - 3.61 )
	3.23 ( 545.9 )
	3.22 ( 2.95 )
	1.69 ( 1.53 )

	Constipation
	307
	2.64 ( 2.36 - 2.96 )
	2.63 ( 310.07 )
	2.62 ( 2.39 )
	1.39 ( 1.23 )

	Apathy
	291
	40.03 ( 35.61 - 45 )
	39.69 ( 10664.93 )
	38.59 ( 34.99 )
	5.27 ( 5.1 )

	Agitation
	258
	7.64 ( 6.75 - 8.63 )
	7.58 ( 1467.92 )
	7.55 ( 6.81 )
	2.92 ( 2.74 )

	Wrong technique in product usage process
	253
	1.73 ( 1.53 - 1.96 )
	1.73 ( 77.5 )
	1.73 ( 1.56 )
	0.79 ( 0.6 )

	Product use in unapproved indication
	232
	1.51 ( 1.32 - 1.71 )
	1.5 ( 39.14 )
	1.5 ( 1.35 )
	0.59 ( 0.4 )

	Hyperhidrosis
	231
	3.58 ( 3.15 - 4.08 )
	3.56 ( 425.6 )
	3.56 ( 3.19 )
	1.83 ( 1.64 )

	Hypersomnia
	223
	14.99 ( 13.13 - 17.11 )
	14.89 ( 2860.35 )
	14.74 ( 13.2 )
	3.88 ( 3.69 )

	Mood swings
	215
	14.16 ( 12.37 - 16.2 )
	14.07 ( 2585.14 )
	13.94 ( 12.45 )
	3.8 ( 3.6 )

	Somnolence
	209
	2.01 ( 1.75 - 2.3 )
	2 ( 105.37 )
	2 ( 1.79 )
	1 ( 0.8 )

	Libido decreased
	204
	34.53 ( 30.04 - 39.69 )
	34.32 ( 6438.05 )
	33.5 ( 29.81 )
	5.07 ( 4.86 )

	Suicide attempt
	197
	7.08 ( 6.15 - 8.15 )
	7.05 ( 1017.4 )
	7.01 ( 6.24 )
	2.81 ( 2.6 )

	Tremor
	189
	2.3 ( 1.99 - 2.66 )
	2.29 ( 138.13 )
	2.29 ( 2.03 )
	1.2 ( 0.99 )

	Completed suicide
	178
	4.66 ( 4.02 - 5.4 )
	4.64 ( 506.47 )
	4.62 ( 4.09 )
	2.21 ( 1.99 )

	Overdose
	171
	1.36 ( 1.17 - 1.58 )
	1.36 ( 16.27 )
	1.36 ( 1.2 )
	0.44 ( 0.22 )

	Feeling guilty
	171
	276.57 ( 234.56 - 326.12 )
	275.16 ( 38819.59 )
	228.84 ( 199.37 )
	7.84 ( 7.6 )

	Vision blurred
	167
	2.44 ( 2.09 - 2.84 )
	2.43 ( 140.44 )
	2.43 ( 2.14 )
	1.28 ( 1.06 )

	Hospitalisation
	167
	1.79 ( 1.54 - 2.09 )
	1.79 ( 58.4 )
	1.79 ( 1.58 )
	0.84 ( 0.62 )

	Hyperphagia
	164
	93.43 ( 79.73 - 109.49 )
	92.98 ( 13963.72 )
	87.07 ( 76.25 )
	6.44 ( 6.21 )

	Blood pressure increased
	139
	1.72 ( 1.45 - 2.03 )
	1.71 ( 41.41 )
	1.71 ( 1.49 )
	0.78 ( 0.53 )

	Serotonin syndrome
	137
	14.54 ( 12.28 - 17.21 )
	14.49 ( 1702.41 )
	14.34 ( 12.46 )
	3.84 ( 3.59 )

	Sexual dysfunction
	137
	23.56 ( 19.89 - 27.9 )
	23.46 ( 2896.52 )
	23.08 ( 20.03 )
	4.53 ( 4.28 )

	Urticaria
	133
	1.54 ( 1.3 - 1.83 )
	1.54 ( 25.12 )
	1.54 ( 1.33 )
	0.62 ( 0.37 )

	Confusional state
	132
	1.62 ( 1.37 - 1.92 )
	1.62 ( 31.13 )
	1.62 ( 1.4 )
	0.69 ( 0.44 )

	Seizure
	132
	1.59 ( 1.34 - 1.88 )
	1.59 ( 28.55 )
	1.58 ( 1.37 )
	0.66 ( 0.41 )

	Palpitations
	132
	2.23 ( 1.88 - 2.65 )
	2.23 ( 89.47 )
	2.23 ( 1.93 )
	1.16 ( 0.9 )

	Dry mouth
	131
	3.17 ( 2.67 - 3.76 )
	3.16 ( 193.12 )
	3.15 ( 2.73 )
	1.66 ( 1.41 )

	Abdominal discomfort
	131
	1.35 ( 1.14 - 1.6 )
	1.35 ( 11.69 )
	1.35 ( 1.17 )
	0.43 ( 0.18 )

	Crying
	128
	7.4 ( 6.22 - 8.81 )
	7.38 ( 702.12 )
	7.34 ( 6.35 )
	2.88 ( 2.62 )

	Contusion
	127
	2.45 ( 2.05 - 2.91 )
	2.44 ( 107.9 )
	2.44 ( 2.11 )
	1.29 ( 1.03 )

	Drug interaction
	126
	1.59 ( 1.33 - 1.89 )
	1.59 ( 27.24 )
	1.58 ( 1.37 )
	0.66 ( 0.41 )

	Mania
	126
	17.27 ( 14.48 - 20.59 )
	17.21 ( 1899.81 )
	17 ( 14.68 )
	4.09 ( 3.83 )

	Depressed mood
	117
	4.06 ( 3.38 - 4.87 )
	4.05 ( 268.06 )
	4.04 ( 3.47 )
	2.01 ( 1.75 )

	Nightmare
	115
	6.88 ( 5.73 - 8.27 )
	6.86 ( 573.03 )
	6.83 ( 5.86 )
	2.77 ( 2.5 )

	Abnormal dreams
	110
	9.89 ( 8.2 - 11.93 )
	9.86 ( 869.83 )
	9.8 ( 8.37 )
	3.29 ( 3.02 )

	Aggression
	108
	4.97 ( 4.11 - 6 )
	4.95 ( 339.87 )
	4.94 ( 4.22 )
	2.3 ( 2.03 )

	Intentional overdose
	108
	3.22 ( 2.66 - 3.89 )
	3.21 ( 164.29 )
	3.21 ( 2.74 )
	1.68 ( 1.4 )

	Therapy interrupted
	103
	2.58 ( 2.12 - 3.13 )
	2.57 ( 98.98 )
	2.57 ( 2.19 )
	1.36 ( 1.08 )

	Panic attack
	96
	5.44 ( 4.45 - 6.65 )
	5.43 ( 345.33 )
	5.41 ( 4.57 )
	2.44 ( 2.14 )

	Erectile dysfunction
	91
	7.53 ( 6.13 - 9.26 )
	7.51 ( 511.25 )
	7.48 ( 6.29 )
	2.9 ( 2.6 )

	Hallucination
	88
	2.33 ( 1.89 - 2.87 )
	2.32 ( 66.24 )
	2.32 ( 1.95 )
	1.21 ( 0.91 )

	Adverse event
	85
	1.67 ( 1.35 - 2.06 )
	1.66 ( 22.52 )
	1.66 ( 1.39 )
	0.73 ( 0.42 )

	Eating disorder
	84
	7.27 ( 5.87 - 9.01 )
	7.25 ( 450.65 )
	7.22 ( 6.03 )
	2.85 ( 2.54 )

	Hyponatraemia
	82
	2.92 ( 2.35 - 3.63 )
	2.92 ( 103.36 )
	2.92 ( 2.43 )
	1.54 ( 1.23 )

	Underdose
	77
	1.67 ( 1.33 - 2.09 )
	1.67 ( 20.49 )
	1.66 ( 1.38 )
	0.74 ( 0.41 )

	Tinnitus
	76
	3.19 ( 2.55 - 4 )
	3.18 ( 113.68 )
	3.18 ( 2.63 )
	1.67 ( 1.34 )

	Product prescribing error
	75
	2.89 ( 2.3 - 3.62 )
	2.88 ( 92.2 )
	2.88 ( 2.38 )
	1.53 ( 1.19 )

	Adverse drug reaction
	72
	1.35 ( 1.07 - 1.7 )
	1.35 ( 6.52 )
	1.35 ( 1.11 )
	0.43 ( 0.09 )

	Migraine
	71
	1.37 ( 1.08 - 1.72 )
	1.37 ( 6.96 )
	1.37 ( 1.12 )
	0.45 ( 0.11 )

	Sleep disorder
	71
	1.85 ( 1.47 - 2.34 )
	1.85 ( 27.84 )
	1.85 ( 1.52 )
	0.89 ( 0.55 )

	Heart rate increased
	70
	1.42 ( 1.12 - 1.79 )
	1.42 ( 8.6 )
	1.42 ( 1.16 )
	0.5 ( 0.16 )

	Product administered to patient of inappropriate age
	70
	8.14 ( 6.44 - 10.3 )
	8.13 ( 435.02 )
	8.08 ( 6.64 )
	3.02 ( 2.67 )

	Withdrawal syndrome
	69
	2.92 ( 2.31 - 3.7 )
	2.92 ( 86.89 )
	2.91 ( 2.39 )
	1.54 ( 1.2 )

	Restlessness
	68
	3.75 ( 2.95 - 4.76 )
	3.74 ( 136.37 )
	3.74 ( 3.06 )
	1.9 ( 1.55 )

	Akathisia
	67
	11.02 ( 8.66 - 14.02 )
	11 ( 604.45 )
	10.92 ( 8.93 )
	3.45 ( 3.1 )

	Prescribed overdose
	66
	5.96 ( 4.68 - 7.59 )
	5.95 ( 270.68 )
	5.93 ( 4.84 )
	2.57 ( 2.21 )

	Vertigo
	64
	1.97 ( 1.54 - 2.51 )
	1.96 ( 30.25 )
	1.96 ( 1.6 )
	0.97 ( 0.61 )

	Pregnancy
	62
	8.32 ( 6.48 - 10.69 )
	8.31 ( 396.28 )
	8.26 ( 6.7 )
	3.05 ( 2.68 )

	Tachycardia
	62
	1.42 ( 1.11 - 1.82 )
	1.42 ( 7.65 )
	1.42 ( 1.15 )
	0.5 ( 0.14 )

	Electrocardiogram qt prolonged
	62
	3.21 ( 2.5 - 4.11 )
	3.2 ( 93.72 )
	3.2 ( 2.59 )
	1.68 ( 1.31 )

	Nervousness
	61
	2.39 ( 1.86 - 3.08 )
	2.39 ( 49.23 )
	2.39 ( 1.93 )
	1.26 ( 0.89 )

	Urinary retention
	61
	3.59 ( 2.79 - 4.62 )
	3.59 ( 113.68 )
	3.58 ( 2.9 )
	1.84 ( 1.47 )

	Feeling jittery
	59
	6.5 ( 5.03 - 8.4 )
	6.49 ( 273 )
	6.47 ( 5.22 )
	2.69 ( 2.32 )

	Flatulence
	57
	2 ( 1.54 - 2.59 )
	2 ( 28.33 )
	2 ( 1.6 )
	1 ( 0.62 )

	Amnesia
	55
	1.77 ( 1.36 - 2.31 )
	1.77 ( 18.47 )
	1.77 ( 1.42 )
	0.82 ( 0.44 )

	Surgery
	55
	1.81 ( 1.39 - 2.36 )
	1.81 ( 19.79 )
	1.81 ( 1.45 )
	0.85 ( 0.47 )

	Intentional self-injury
	53
	4.32 ( 3.3 - 5.66 )
	4.32 ( 134.7 )
	4.31 ( 3.44 )
	2.11 ( 1.71 )

	Dysgeusia
	53
	1.42 ( 1.08 - 1.86 )
	1.42 ( 6.48 )
	1.42 ( 1.13 )
	0.5 ( 0.11 )

	Dyskinesia
	51
	2.69 ( 2.04 - 3.54 )
	2.68 ( 53.8 )
	2.68 ( 2.13 )
	1.42 ( 1.02 )

	Mental impairment
	50
	4.02 ( 3.05 - 5.31 )
	4.02 ( 113.02 )
	4.01 ( 3.18 )
	2 ( 1.6 )

	Eye pain
	50
	1.72 ( 1.3 - 2.27 )
	1.72 ( 15.03 )
	1.72 ( 1.36 )
	0.78 ( 0.38 )

	Inappropriate antidiuretic hormone secretion
	50
	10.48 ( 7.93 - 13.85 )
	10.47 ( 424.95 )
	10.4 ( 8.23 )
	3.38 ( 2.97 )

	Restless legs syndrome
	48
	5.2 ( 3.91 - 6.9 )
	5.19 ( 161.85 )
	5.18 ( 4.08 )
	2.37 ( 1.96 )

	Rash pruritic
	48
	1.73 ( 1.31 - 2.3 )
	1.73 ( 14.86 )
	1.73 ( 1.37 )
	0.79 ( 0.38 )

	Energy increased
	47
	14.86 ( 11.14 - 19.81 )
	14.84 ( 599.97 )
	14.69 ( 11.54 )
	3.88 ( 3.46 )

	Therapy cessation
	47
	1.4 ( 1.05 - 1.87 )
	1.4 ( 5.41 )
	1.4 ( 1.1 )
	0.49 ( 0.07 )

	Muscle twitching
	46
	4.03 ( 3.02 - 5.39 )
	4.03 ( 104.44 )
	4.02 ( 3.15 )
	2.01 ( 1.59 )

	Hallucination, auditory
	46
	6.01 ( 4.5 - 8.04 )
	6.01 ( 191.18 )
	5.98 ( 4.7 )
	2.58 ( 2.16 )

	Alcohol use
	45
	47.34 ( 35.16 - 63.74 )
	47.28 ( 1969.84 )
	45.72 ( 35.65 )
	5.51 ( 5.08 )

	Bruxism
	43
	15.88 ( 11.75 - 21.45 )
	15.86 ( 591.82 )
	15.69 ( 12.2 )
	3.97 ( 3.53 )

	Psychomotor hyperactivity
	42
	5.26 ( 3.89 - 7.13 )
	5.26 ( 144.28 )
	5.24 ( 4.07 )
	2.39 ( 1.95 )

	Psychotic disorder
	42
	3.14 ( 2.32 - 4.25 )
	3.14 ( 60.95 )
	3.13 ( 2.43 )
	1.65 ( 1.21 )


Abbreviation: ROR, reporting odds ratio; PRR, proportional reporting ratio; EBGM, empirical Bayesian geometric mean; EBGM05, the lower limit of the 95% CI of EBGM; IC, information component; IC025, the lower limit of the 95% CI of the IC; CI, confidence interval; PT,preferred term.









Supplementary Table 7:
Two-by-two contingency table for disproportionality analyses. 
	
	Target AEs
	Other AEs
	Total

	Vortioxetine
	a
	b
	a+b

	Other drugs 
	c
	d
	c+d

	Total
	a+c
	b+d
	a+b+c+d


Abbreviation: AEs, adverse events; a, number of reports containing both the target drug and target adverse drug reaction; b, number of reports containing other adverse drug reaction of the target drug; c, number of reports containing the target adverse drug reaction of other drugs; d, number of reports containing other drugs and other adverse drug reactions. 

[bookmark: _GoBack]Supplementary Table 8:
Four major algorithms used for signal detection. 
	Algorithms
	Equation
	Criteria

	ROR
	ROR=ad/b/c
	lower limit of 95% CI>1, N≥3

	
	95%CI=eln(ROR)±1.96(1/a+1/b+1/c+1/d)^0.5
	

	PRR
	PRR=a(c+d)/c/(a+b)
	PRR≥2, χ2≥4, N≥3

	
	χ2=[(ad-bc)^2](a+b+c+d)/[(a+b)(c+d)(a+c)(b+d)]
	

	BCPNN
	IC=log2a(a+b+c+d)(a+c)(a+b)
	IC025>0

	
	95%CI= E(IC) ± 2V(IC)^0.5
	

	MGPS
	EBGM=a(a+b+c+d)/(a+c)/(a+b)
	EBGM05>2

	
	95%CI=eln(EBGM)±1.96(1/a+1/b+1/c+1/d)^0.5
	


Abbreviation: a, number of reports containing both the target drug and target adverse drug reaction; b, number of reports containing other adverse drug reaction of the target drug; c, number of reports containing the target adverse drug reaction of other drugs; d, number of reports containing other drugs and other adverse drug reactions. 95%CI, 95% confidence interval; N, the number of reports; χ2, chi-squared; IC, information component; IC025, the lower limit of 95% CI of the IC; E(IC), the IC expectations; V(IC), the variance of IC; EBGM, empirical Bayesian geometric mean; EBGM05, the lower limit of 95% CI of EBGM. 

