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Electronic supplementary Table 1: 
Results of the consensus clustering
	Cluster
	AE term
	Frequency

	Cluster  1 ( 819  reports); on average  2.7 adverse events per report.
	 Nausea 
	95%

	
	 Vomiting 
	55%

	
	 Diarrhoea 
	15%

	
	 Headache 
	11%

	
	 Dizziness 
	10%

	
	 Pruritus 
	5%

	
	
	

	Cluster  2 ( 378  reports); on average  2.4 adverse events per report.
	 Pruritus 
	63%

	
	 Rash 
	34%

	
	 Urticaria 
	14%

	
	 Contusion 
	10%

	
	 Pruritus generalised 
	9%

	
	 Erythema 
	6%

	
	 Rash pruritic 
	5%

	
	
	

	Cluster  3 ( 251  reports); on average  2.1 adverse events per report.
	 No adverse event 
	75%

	
	 Off label use 
	33%

	
	 Overdose 
	14%

	
	 Product prescribing error 
	14%

	
	 Pregnancy 
	8%

	
	 Wrong technique in product usage process 
	8%

	
	 Prescribed overdose 
	7%

	
	 Product administered to patient of inappropriate age 
	7%

	
	 Product use issue 
	5%

	
	
	

	Cluster  4 ( 235  reports); on average  12.1 adverse events per report.
	 Asthenia 
	87%

	
	 Fatigue 
	83%

	
	 Apathy 
	81%

	
	 Anxiety 
	77%

	
	 Disturbance in attention 
	72%

	
	 Feeling abnormal 
	70%

	
	 Anger 
	61%

	
	 Irritability 
	57%

	
	 Mood swings 
	54%

	
	 Weight increased 
	51%

	
	 Feeling guilty 
	50%

	
	 Hyperphagia 
	50%

	
	 Libido decreased 
	50%

	
	 Headache 
	43%

	
	 Insomnia 
	41%

	
	 Hypersomnia 
	40%

	
	 Nausea 
	37%

	
	 Hyperhidrosis 
	26%

	
	 Diarrhoea 
	23%

	
	 Eating disorder 
	22%

	
	 Constipation 
	21%

	
	 Dry mouth 
	21%

	
	 Dizziness 
	21%

	
	 Vision blurred 
	14%

	
	 Alcohol use 
	14%

	
	 Weight decreased 
	9%

	
	 Energy increased 
	6%

	
	 Vomiting 
	6%

	
	 Personality change 
	6%

	
	
	

	Cluster  5 ( 155  reports); on average  3.4 adverse events per report.
	 Fatigue 
	85%

	
	 Asthenia 
	68%

	
	 Disturbance in attention 
	52%

	
	 Insomnia 
	43%

	
	 Hypersomnia 
	30%

	
	 Somnolence 
	9%

	
	 Apathy 
	8%

	
	
	

	Cluster  6 ( 144  reports); on average  2.9 adverse events per report.
	 Irritability 
	44%

	
	 Anger 
	40%

	
	 Agitation 
	35%

	
	 Aggression 
	31%

	
	 Suicidal ideation 
	12%

	
	 Anxiety 
	8%

	
	 Abnormal behaviour 
	6%

	
	 Insomnia 
	6%

	
	 Mood swings 
	6%

	
	 Nightmare 
	6%

	
	 Psychotic disorder 
	6%

	
	 Energy increased 
	6%

	
	
	

	Cluster  7 ( 103  reports); on average  2.6 adverse events per report.
	 Suicidal ideation 
	85%

	
	 Depression 
	39%

	
	 Condition aggravated 
	18%

	
	 Crying 
	9%

	
	 Feeling abnormal 
	9%

	
	 Homicidal ideation 
	6%

	
	
	

	Cluster  8 ( 51  reports); on average  2.5 adverse events per report.
	 Arthralgia 
	59%

	
	 Pain in extremity 
	33%

	
	 Myalgia 
	31%

	
	 Back pain 
	16%

	
	 Joint swelling 
	8%

	
	 Tendonitis 
	8%

	
	 Pain 
	8%

	
	 Muscle spasms 
	8%

	
	 Chest pain 
	8%

	
	 Joint stiffness 
	6%

	
	 Musculoskeletal stiffness 
	6%

	
	
	

	Cluster  9 ( 45  reports); on average  2.6 adverse events per report.
	 Weight increased 
	82%

	
	 Increased appetite 
	51%

	
	 Erectile dysfunction 
	11%

	
	 Binge eating 
	9%

	
	 Fatigue 
	9%

	
	 Eating disorder 
	7%

	
	
	

	Cluster  10 ( 43  reports); on average  2.7 adverse events per report.
	 Suicide attempt 
	84%

	
	 Intentional overdose 
	58%

	
	 Overdose 
	19%

	
	 Intentional self-injury 
	12%

	
	 Coma 
	7%

	
	
	

	Cluster  11 ( 39  reports); on average  3.3 adverse events per report.
	 Flatulence 
	49%

	
	 Constipation 
	38%

	
	 Abdominal discomfort 
	33%

	
	 Abdominal distension 
	31%

	
	 Abdominal pain upper 
	15%

	
	 Nausea 
	15%

	
	 Eructation 
	15%

	
	 Dyspepsia 
	13%

	
	 Gastrointestinal sounds abnormal 
	10%

	
	 Insomnia 
	8%

	
	 Diarrhoea 
	8%

	
	 Fatigue 
	5%

	
	 Headache 
	5%

	
	 Affective disorder 
	5%

	
	 Intestinal obstruction 
	5%

	
	
	

	Cluster  12 ( 27  reports); on average  2.2 adverse events per report.
	 Completed suicide 
	89%

	
	 Toxicity to various agents 
	44%

	
	 Gun shot wound 
	22%

	
	 Homicide 
	7%

	
	 Cardio-respiratory arrest 
	7%

	
	 Death 
	7%

	
	
	

	Cluster  13 ( 20  reports); on average  2.2 adverse events per report.
	 Seizure 
	95%

	
	 Loss of consciousness 
	20%

	
	 Serotonin syndrome 
	15%

	
	 Labelled drug-drug interaction medication error 
	10%

	
	 Skin laceration 
	10%

	
	
	

	Cluster  14 ( 20  reports); on average  2.6 adverse events per report.
	 Hypoaesthesia 
	95%

	
	 Paraesthesia 
	70%

	
	 Pain 
	15%

	
	 Extrapyramidal disorder 
	10%

	
	 Wrong technique in product usage process 
	10%

	
	 Burning sensation 
	10%

	
	
	

	Cluster  15 ( 16  reports); on average  3.1 adverse events per report.
	 Dry mouth 
	100%

	
	 Dysgeusia 
	38%

	
	 Thirst 
	25%

	
	 Nausea 
	19%

	
	 Gastric disorder 
	12%

	
	 Glossodynia 
	12%

	
	 Dizziness 
	6%

	
	 Nasal dryness 
	6%

	
	 Depression 
	6%

	
	 Mental impairment 
	6%

	
	 Hyperglycaemia 
	6%

	
	 Hyperhidrosis 
	6%

	
	 Mental disorder 
	6%

	
	 Upper respiratory tract congestion 
	6%

	
	 Decreased appetite 
	6%

	
	 Muscle tightness 
	6%

	
	 Abdominal distension 
	6%

	
	 Muscle spasms 
	6%

	
	 Impaired quality of life 
	6%

	
	 Constipation 
	6%

	
	 Gingival recession 
	6%

	
	 Therapeutic product effect decreased 
	6%

	
	 Somnolence 
	6%

	
	
	

	Cluster  16 ( 15  reports); on average  2.5 adverse events per report.
	 Vision blurred 
	80%

	
	 Visual impairment 
	80%

	
	 Accommodation disorder 
	13%

	
	 Blood pressure measurement 
	7%

	
	 Swelling 
	7%

	
	 Astigmatism 
	7%

	
	 Corneal deposits 
	7%

	
	 Headache 
	7%

	
	 Balance disorder 
	7%

	
	 Affective disorder 
	7%

	
	 Eye swelling 
	7%

	
	 Product quality issue 
	7%

	
	 Product measured potency issue 
	7%

	
	 Hypermetropia 
	7%

	
	
	

	Cluster  17 ( 14  reports); on average  2.1 adverse events per report.
	 Drug interaction 
	100%

	
	 Serotonin syndrome 
	36%

	
	 Inappropriate antidiuretic hormone secretion 
	14%

	
	 Stevens-Johnson syndrome 
	14%

	
	 Headache 
	7%

	
	 Shock 
	7%

	
	 Oedema 
	7%

	
	 Gastrectomy 
	7%

	
	 Diplegia 
	7%

	
	 Cerebral haemorrhage 
	7%

	
	 Trismus 
	7%

	
	
	

	Cluster  18 ( 12  reports); on average  3.3 adverse events per report.
	 Peripheral swelling 
	100%

	
	 Joint swelling 
	58%

	
	 Swelling face 
	42%

	
	 Weight increased 
	33%

	
	 Pruritus generalised 
	8%

	
	 Suicidal ideation 
	8%

	
	 Headache 
	8%

	
	 Off label use 
	8%

	
	 Mouth swelling 
	8%

	
	 Inappropriate schedule of product administration 
	8%

	
	 Drug ineffective 
	8%

	
	 Swelling of eyelid 
	8%

	
	 Abdominal distension 
	8%

	
	 Erythema 
	8%

	
	 Heart rate irregular 
	8%

	
	 Eye swelling 
	8%

	
	
	

	Cluster  19 ( 12  reports); on average  2.2 adverse events per report.
	 Fall 
	75%

	
	 Orthostatic hypotension 
	42%

	
	 Lower limb fracture 
	25%

	
	 Upper limb fracture 
	17%

	
	 Dizziness 
	8%

	
	 Cerebral infarction 
	8%

	
	 Vertigo 
	8%

	
	 Pyelitis 
	8%

	
	 Hip fracture 
	8%

	
	 Femur fracture 
	8%

	
	 Extrapyramidal disorder 
	8%

	
	 Somnolence 
	8%

	
	
	

	Cluster  20 ( 11  reports); on average  2.0 adverse events per report.
	 Hospitalisation 
	100%

	
	 Product dose omission 
	18%

	
	 Libido decreased 
	9%

	
	 Death 
	9%

	
	 Gastroenteritis viral 
	9%

	
	 Influenza 
	9%

	
	 Dysarthria 
	9%

	
	 Product residue present 
	9%

	
	 Endotracheal intubation 
	9%

	
	 Refusal of treatment by patient 
	9%

	
	 Cardiac failure 
	9%

	
	
	

	Cluster  21 ( 11  reports); on average  2.0 adverse events per report.
	 Pneumonia 
	82%

	
	 Chronic obstructive pulmonary disease 
	27%

	
	 Bronchitis 
	18%

	
	 Hepatic enzyme increased 
	9%

	
	 Proctitis ulcerative 
	9%

	
	 Lung disorder 
	9%

	
	 Gallbladder disorder 
	9%

	
	 Dyspepsia 
	9%

	
	 Pyelonephritis 
	9%

	
	 Myocardial infarction 
	9%

	
	 Pancreatic carcinoma 
	9%

	
	
	

	Cluster  22 ( 11  reports); on average  3.5 adverse events per report.
	 Hunger 
	100%

	
	 Weight increased 
	64%

	
	 Food craving 
	36%

	
	 Hyperphagia 
	27%

	
	 Product label issue 
	9%

	
	 Suicidal ideation 
	9%

	
	 Impulse-control disorder 
	9%

	
	 Asthenia 
	9%

	
	 Feeling abnormal 
	9%

	
	 Drug ineffective 
	9%

	
	 Product administration error 
	9%

	
	 Nausea 
	9%

	
	 Seasonal affective disorder 
	9%

	
	 Hyperhidrosis 
	9%

	
	 Loss of libido 
	9%

	
	 Abnormal weight gain 
	9%

	
	 Vertigo 
	9%

	
	
	

	Cluster  23 ( 8  reports); on average  2.4 adverse events per report.
	 Drug abuse 
	100%

	
	 Sopor 
	25%

	
	 Prescription form tampering 
	25%

	
	 Intentional self-injury 
	25%

	
	 Gastrointestinal haemorrhage 
	25%

	
	 Drug dependence 
	12%

	
	 Stereotypy 
	12%

	
	 Speech disorder 
	12%

	
	
	

	Cluster  24 ( 8  reports); on average  3.6 adverse events per report.
	 Eye pruritus 
	75%

	
	 Lacrimation increased 
	62%

	
	 Eye pain 
	50%

	
	 Eye swelling 
	25%

	
	 Ocular discomfort 
	25%

	
	 Eye irritation 
	25%

	
	 Fatigue 
	12%

	
	 Vision blurred 
	12%

	
	 Depression 
	12%

	
	 Weight increased 
	12%

	
	 Hypersomnia 
	12%

	
	 Headache 
	12%

	
	 Ocular hyperaemia 
	12%

	
	 Somnolence 
	12%

	
	
	

	Cluster  25 ( 8  reports); on average  2.0 adverse events per report.
	 Abnormal dreams 
	100%

	
	 Nightmare 
	100%

	
	
	

	Cluster  26 ( 7  reports); on average  2.9 adverse events per report.
	 Depression 
	100%

	
	 Drug ineffective 
	100%

	
	 Suicidal ideation 
	29%

	
	 Overdose 
	14%

	
	 Therapeutic product effect incomplete 
	14%

	
	 Mania 
	14%

	
	 Prescribed overdose 
	14%

	
	
	

	Cluster  27 ( 6  reports); on average  2.7 adverse events per report.
	 Swollen tongue 
	67%

	
	 Lip swelling 
	67%

	
	 Eye swelling 
	33%

	
	 Urticaria 
	17%

	
	 Swelling face 
	17%

	
	 Peripheral swelling 
	17%

	
	 Skin burning sensation 
	17%

	
	 Nausea 
	17%

	
	 Tongue haemorrhage 
	17%

	
	
	

	Cluster  28 ( 6  reports); on average  2.0 adverse events per report.
	 Suicidal ideation 
	100%

	
	 Drug ineffective 
	100%

	
	
	

	Cluster  29 ( 6  reports); on average  2.0 adverse events per report.
	 Hallucination, visual 
	100%

	
	 Hallucination, auditory 
	67%

	
	 Persecutory delusion 
	17%

	
	 Soliloquy 
	17%

	
	
	

	Cluster  30 ( 6  reports); on average  3.5 adverse events per report.
	 Hyperhidrosis 
	83%

	
	 Feeling hot 
	67%

	
	 Flushing 
	67%

	
	 Palpitations 
	33%

	
	 Agitation 
	33%

	
	 Nausea 
	17%

	
	 Hot flush 
	17%

	
	 Pyrexia 
	17%

	
	 Tremor 
	17%

	
	
	

	Cluster  31 ( 6  reports); on average  3.5 adverse events per report.
	 Screaming 
	83%

	
	 Anger 
	67%

	
	 Feeling abnormal 
	50%

	
	 Homicidal ideation 
	33%

	
	 Suicidal ideation 
	33%

	
	 Drug ineffective 
	17%

	
	 Depression 
	17%

	
	 Personality change 
	17%

	
	 Crying 
	17%

	
	 Sleep terror 
	17%

	
	
	

	Cluster  32 ( 6  reports); on average  2.3 adverse events per report.
	 Drug ineffective 
	100%

	
	 Prescribed overdose 
	100%

	
	 Product use in unapproved indication 
	17%

	
	 Myocardial infarction 
	17%

	
	
	

	Cluster  33 ( 5  reports); on average  13.8 adverse events per report.
	 Anxiety 
	80%

	
	 Decreased interest 
	80%

	
	 Memory impairment 
	80%

	
	 Feelings of worthlessness 
	80%

	
	 Bradyphrenia 
	80%

	
	 Depressed mood 
	80%

	
	 Restlessness 
	60%

	
	 Irritability 
	60%

	
	 Feeling abnormal 
	60%

	
	 Sexual dysfunction 
	60%

	
	 Agitation 
	60%

	
	 Asthenia 
	60%

	
	 Disturbance in attention 
	60%

	
	 Abulia 
	60%

	
	 Suicidal ideation 
	60%

	
	 Fatigue 
	40%

	
	 Weight decreased 
	40%

	
	 Nausea 
	40%

	
	 Weight increased 
	40%

	
	 Insomnia 
	40%

	
	 Hypersomnia 
	40%

	
	 Drug ineffective 
	20%

	
	 Therapeutic response decreased 
	20%

	
	 Pruritus generalised 
	20%

	
	 Negative thoughts 
	20%

	
	 Suicidal behaviour 
	20%

	
	 Sleep disorder 
	20%

	
	
	

	Cluster  34 ( 5  reports); on average  2.0 adverse events per report.
	 Blood pressure increased 
	100%

	
	 Stress fracture 
	20%

	
	 Orbital decompression 
	20%

	
	 Nasal disorder 
	20%

	
	 Glycosylated haemoglobin increased 
	20%

	
	 Hepatic cirrhosis 
	20%

	
	
	

	Cluster  35 ( 5  reports); on average  3.2 adverse events per report.
	 Hypokalaemia 
	100%

	
	 Hyponatraemia 
	80%

	
	 Dyspepsia 
	20%

	
	 Vomiting 
	20%

	
	 Gait disturbance 
	20%

	
	 Atrial fibrillation 
	20%

	
	 Altered state of consciousness 
	20%

	
	 Hypomagnesaemia 
	20%

	
	 Disorientation 
	20%

	
	
	

	Cluster  36 ( 5  reports); on average  2.2 adverse events per report.
	 Hospitalisation 
	100%

	
	 Malaise 
	100%

	
	 Hyponatraemia 
	20%
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