
Table 2. Baseline age, sex, and comorbidities of patients reporting TEAEs of dizziness, somnolence, and/or headache during the 

Titration Period 

 
Age 

Mean (SD) 

Sex 

Male/Female Comorbidity (MedDRA Preferred Term) 

Dizziness 

(n=48) 

41.4 (13.6) 16/32 Allergic transfusion reaction, anemia, anxiety disorder/generalized anxiety disorder 

(x2), arrhythmia, bicytopenia, brain lobectomy (x2), calculus urinary, cerebral 

arteriosclerosis, cerebrovascular accident, cerebrovascular arteriovenous malformation, 

constipation, contusion, depression (x2), dermal cyst, diabetes mellitus (x2), dizziness, 

dyspepsia, dysuria, ear infection, facial bones fracture, gestational diabetes, headache 

(x3), herpes zoster, myelopathy, hyperlipidemia, hypertension (x3), hypothyroidism, 

intervertebral disc displacement, intervertebral disc protrusion, iron deficiency anemia, 

laceration, gastritis (x2), leukopenia, memory impairment, meningioma, nocturia, 

orthostatic hypotension, palpitations, pleural effusion, polycystic ovaries, scar excision, 

seborrheic dermatitis, sleep disorder (x3), tachycardia, tongue disorder, vaginal 

discharge 

Somnolence 

(n=9) 

39.7 (13.9) 2/7 Anemia, anxiety/generalised anxiety disorder, arrhythmia, brain lobectomy, dyspepsia, 

gastritis, germ cell cancer, gestational diabetes, headache, hypopituitarism, myopia, 

tachycardia 

Headache 

(n=6) 

33.0 (11) 0/6 Basedow's disease, hypothyroidism, intervertebral disc protrusion, myelopathy 

MeDRA, Medical Dictionary for Regulatory Activities; TEAE, treatment-emergent adverse event 

 


