
Supplementary Table 1 Summary of adverse events by System Organ Class and Preferred Term (n = 894)

AEs Mild Moderate Severe

Number of

patients

n (%)

Number

of cases

Number

of

patients

n (%)

Number

of cases

Number of

patients

n (%)

Number

of cases

Total AEs 87 (9.7) 133 16 (1.8) 23 0 (0.0) 0

Investigations 36 (4.0) 40 1 (0.1) 1 0 (0.0) 0

Blood prolactin increased 21 (2.3) 23 0 (0.0) 0 0 (0.0) 0

Weight increased 7 (0.8) 8 0 (0.0) 0 0 (0.0) 0

Transaminases increased 2 (0.2) 2 0 (0.0) 0 0 (0.0) 0

White blood cell count decreased 2 (0.2) 2 0 (0.0) 0 0 (0.0) 0

Electrocardiogram QT prolonged 1 (0.1) 1 1 (0.1) 1 0 (0.0) 0

Heart rate increased 1 (0.1) 1 0 (0.0) 0 0 (0.0) 0

Low density lipoprotein increased 1 (0.1) 1 0 (0.0) 0 0 (0.0) 0

Thyroid function test abnormal 1 (0.1) 1 0 (0.0) 0 0 (0.0) 0

Weight decreased 1 (0.1) 1 0 (0.0) 0 0 (0.0) 0

Nervous system disorders 28 (3.1) 37 7 (0.8) 12 0 (0.0) 0



Akathisia 17 (1.9) 21 5 (0.6) 6 0 (0.0) 0

Dystonia 4 (0.4) 4 3 (0.3) 3 0 (0.0) 0

Parkinsonism 5 (0.6) 5 0 (0.0) 0 0 (0.0) 0

Lethargy 4 (0.4) 4 0 (0.0) 0 0 (0.0) 0

Dizziness 1 (0.1) 1 2 (0.2) 2 0 (0.0) 0

Headache 0 (0.0) 0 1 (0.1) 1 0 (0.0) 0

Epilepsy 1 (0.1) 1 0 (0.0) 0 0 (0.0) 0

Hypersomnia 1 (0.1) 1 0 (0.0) 0 0 (0.0) 0

Gastrointestinal disorders 14 (1.6) 16 2 (0.2) 2 0 (0.0) 0

Nausea 7 (0.8) 7 2 (0.2) 2 0 (0.0) 0

Vomiting 3 (0.3) 3 0 (0.0) 0 0 (0.0) 0

Constipation 2 (0.2) 2 0 (0.0) 0 0 (0.0) 0

Abdominal discomfort 1 (0.1) 1 0 (0.0) 0 0 (0.0) 0

Diarrhoea 1 (0.1) 1 0 (0.0) 0 0 (0.0) 0

Intestinal obstruction 1 (0.1) 1 0 (0.0) 0 0 (0.0) 0

Toothache 1 (0.1) 1 0 (0.0) 0 0 (0.0) 0

Hepatobiliary disorders 9 (1.0) 9 0 (0.0) 0 0 (0.0) 0

Metabolism and nutrition disorders 7 (0.8) 8 0 (0.0) 0 0 (0.0) 0



Cardiac disorders 6 (0.7) 6 1 (0.1) 1 0 (0.0) 0

Infections and infestations 5 (0.6) 6 0 (0.0) 0 0 (0.0) 0

Skin and subcutaneous tissue disorders 2 (0.2) 2 3 (0.3) 3 0 (0.0) 0

Psychiatric disorders 2 (0.2) 2 2 (0.2) 2 0 (0.0) 0

Respiratory, thoracic and mediastinal

disorders
1 (0.1) 1 2 (0.2) 2 0 (0.0) 0

Musculoskeletal and connective tissue

disorders
2 (0.2) 3 0 (0.0) 0 0 (0.0) 0

Reproductive system and breast

disorders
2 (0.2) 2 0 (0.0) 0 0 (0.0) 0

Renal and urinary disorders 1 (0.1) 1 0 (0.0) 0 0 (0.0) 0

AEs: Adverse events.


