Adverse Events Table

	Table 15.3: 1 AE by SOC/PT

	Primary System Organ Class
	Dictionary-Derived Term
	Placebo (1)
(N=86)
	Xanomeline High Dose (1)
(N=84)
	Xanomeline Low Dose (1)
(N=84)

	Any adverse events
	69 (80.2%)
	79 (94.0%)
	77 (91.7%)

	Cardiac disorders
	13 (15.1%)
	18 (21.4%)
	13 (15.5%)

		Atrial fibrillation
	1 (1.2%)
	3 (3.6%)
	1 (1.2%)

		Atrial flutter
	0 (0%)
	1 (1.2%)
	1 (1.2%)

		Atrial hypertrophy
	1 (1.2%)
	0 (0%)
	0 (0%)

		Atrioventricular block first degree
	1 (1.2%)
	0 (0%)
	1 (1.2%)

		Atrioventricular block second degree
	2 (2.3%)
	3 (3.6%)
	0 (0%)

		Bradycardia
	1 (1.2%)
	0 (0%)
	0 (0%)

		Bundle branch block left
	1 (1.2%)
	0 (0%)
	0 (0%)

		Bundle branch block right
	1 (1.2%)
	0 (0%)
	1 (1.2%)

		Cardiac disorder
	0 (0%)
	1 (1.2%)
	0 (0%)

		Cardiac failure congestive
	1 (1.2%)
	0 (0%)
	0 (0%)

		Myocardial infarction
	4 (4.7%)
	4 (4.8%)
	2 (2.4%)

		Palpitations
	0 (0%)
	0 (0%)
	2 (2.4%)

		Sinus arrhythmia
	1 (1.2%)
	0 (0%)
	0 (0%)

		Sinus bradycardia
	2 (2.3%)
	8 (9.5%)
	7 (8.3%)

		Supraventricular extrasystoles
	1 (1.2%)
	1 (1.2%)
	1 (1.2%)

		Supraventricular tachycardia
	0 (0%)
	0 (0%)
	1 (1.2%)

		Tachycardia
	1 (1.2%)
	0 (0%)
	0 (0%)

		Ventricular extrasystoles
	0 (0%)
	1 (1.2%)
	2 (2.4%)

		Ventricular hypertrophy
	1 (1.2%)
	0 (0%)
	0 (0%)

		Wolff-parkinson-white syndrome
	0 (0%)
	0 (0%)
	1 (1.2%)

	Congenital, familial and genetic disorders
	0 (0%)
	2 (2.4%)
	1 (1.2%)

		Ventricular septal defect
	0 (0%)
	2 (2.4%)
	1 (1.2%)

	Ear and labyrinth disorders
	1 (1.2%)
	1 (1.2%)
	2 (2.4%)

		Cerumen impaction
	0 (0%)
	0 (0%)
	1 (1.2%)

		Ear pain
	1 (1.2%)
	0 (0%)
	0 (0%)

		Tinnitus
	0 (0%)
	0 (0%)
	1 (1.2%)

		Vertigo
	0 (0%)
	1 (1.2%)
	1 (1.2%)

	Eye disorders
	4 (4.7%)
	1 (1.2%)
	2 (2.4%)

		Conjunctival haemorrhage
	0 (0%)
	0 (0%)
	1 (1.2%)

		Conjunctivitis
	2 (2.3%)
	0 (0%)
	0 (0%)

		Eye allergy
	1 (1.2%)
	0 (0%)
	0 (0%)

		Eye pruritus
	1 (1.2%)
	0 (0%)
	0 (0%)

		Eye swelling
	1 (1.2%)
	0 (0%)
	0 (0%)

		Glaucoma
	1 (1.2%)
	0 (0%)
	0 (0%)

		Vision blurred
	0 (0%)
	1 (1.2%)
	1 (1.2%)

	Gastrointestinal disorders
	17 (19.8%)
	21 (25.0%)
	15 (17.9%)

		Abdominal discomfort
	0 (0%)
	1 (1.2%)
	0 (0%)

		Abdominal pain
	1 (1.2%)
	1 (1.2%)
	3 (3.6%)

		Constipation
	1 (1.2%)
	0 (0%)
	0 (0%)

		Diarrhoea
	9 (10.5%)
	4 (4.8%)
	5 (6.0%)

		Dyspepsia
	1 (1.2%)
	1 (1.2%)
	1 (1.2%)

		Dysphagia
	0 (0%)
	0 (0%)
	1 (1.2%)

		Flatulence
	1 (1.2%)
	0 (0%)
	0 (0%)

		Gastrointestinal haemorrhage
	0 (0%)
	1 (1.2%)
	0 (0%)

		Gastrooesophageal reflux disease
	1 (1.2%)
	0 (0%)
	0 (0%)

		Glossitis
	1 (1.2%)
	0 (0%)
	0 (0%)

		Hiatus hernia
	1 (1.2%)
	0 (0%)
	0 (0%)

		Nausea
	3 (3.5%)
	6 (7.1%)
	3 (3.6%)

		Rectal haemorrhage
	0 (0%)
	0 (0%)
	1 (1.2%)

		Salivary hypersecretion
	0 (0%)
	4 (4.8%)
	0 (0%)

		Stomach discomfort
	0 (0%)
	1 (1.2%)
	0 (0%)

		Vomiting
	3 (3.5%)
	7 (8.3%)
	3 (3.6%)

	General disorders and administration site conditions
	21 (24.4%)
	40 (47.6%)
	47 (56.0%)

		Application site bleeding
	0 (0%)
	0 (0%)
	1 (1.2%)

		Application site dermatitis
	5 (5.8%)
	7 (8.3%)
	9 (10.7%)

		Application site desquamation
	0 (0%)
	0 (0%)
	1 (1.2%)

		Application site discharge
	0 (0%)
	1 (1.2%)
	0 (0%)

		Application site discolouration
	0 (0%)
	0 (0%)
	1 (1.2%)

		Application site erythema
	3 (3.5%)
	15 (17.9%)
	12 (14.3%)

		Application site induration
	1 (1.2%)
	0 (0%)
	0 (0%)

		Application site irritation
	3 (3.5%)
	9 (10.7%)
	9 (10.7%)

		Application site pain
	0 (0%)
	2 (2.4%)
	0 (0%)

		Application site perspiration
	0 (0%)
	2 (2.4%)
	0 (0%)

		Application site pruritus
	6 (7.0%)
	22 (26.2%)
	22 (26.2%)

		Application site reaction
	1 (1.2%)
	1 (1.2%)
	0 (0%)

		Application site swelling
	0 (0%)
	2 (2.4%)
	1 (1.2%)

		Application site urticaria
	0 (0%)
	1 (1.2%)
	2 (2.4%)

		Application site vesicles
	1 (1.2%)
	6 (7.1%)
	4 (4.8%)

		Application site warmth
	0 (0%)
	0 (0%)
	1 (1.2%)

		Asthenia
	1 (1.2%)
	1 (1.2%)
	0 (0%)

		Chest discomfort
	0 (0%)
	2 (2.4%)
	0 (0%)

		Chest pain
	0 (0%)
	2 (2.4%)
	0 (0%)

		Chills
	1 (1.2%)
	1 (1.2%)
	1 (1.2%)

		Cyst
	0 (0%)
	0 (0%)
	1 (1.2%)

		Fatigue
	1 (1.2%)
	5 (6.0%)
	5 (6.0%)

		Feeling abnormal
	0 (0%)
	1 (1.2%)
	0 (0%)

		Feeling cold
	0 (0%)
	1 (1.2%)
	0 (0%)

		Inflammation
	0 (0%)
	0 (0%)
	1 (1.2%)

		Malaise
	0 (0%)
	2 (2.4%)
	1 (1.2%)

		Oedema
	0 (0%)
	0 (0%)
	2 (2.4%)

		Oedema peripheral
	2 (2.3%)
	2 (2.4%)
	1 (1.2%)

		Pain
	0 (0%)
	1 (1.2%)
	1 (1.2%)

		Pyrexia
	2 (2.3%)
	1 (1.2%)
	0 (0%)

		Secretion discharge
	0 (0%)
	0 (0%)
	1 (1.2%)

		Sudden death
	0 (0%)
	0 (0%)
	1 (1.2%)

		Swelling
	0 (0%)
	0 (0%)
	1 (1.2%)

		Ulcer
	0 (0%)
	0 (0%)
	1 (1.2%)

	Hepatobiliary disorders
	1 (1.2%)
	0 (0%)
	0 (0%)

		Hyperbilirubinaemia
	1 (1.2%)
	0 (0%)
	0 (0%)

	Immune system disorders
	0 (0%)
	1 (1.2%)
	1 (1.2%)

		Hypersensitivity
	0 (0%)
	0 (0%)
	1 (1.2%)

		Seasonal allergy
	0 (0%)
	1 (1.2%)
	0 (0%)

	Infections and infestations
	16 (18.6%)
	13 (15.5%)
	10 (11.9%)

		Bronchitis
	1 (1.2%)
	0 (0%)
	0 (0%)

		Cellulitis
	0 (0%)
	0 (0%)
	1 (1.2%)

		Cervicitis
	1 (1.2%)
	0 (0%)
	0 (0%)

		Cystitis
	1 (1.2%)
	1 (1.2%)
	0 (0%)

		Ear infection
	2 (2.3%)
	0 (0%)
	0 (0%)

		Gastroenteritis viral
	1 (1.2%)
	0 (0%)
	0 (0%)

		Hordeolum
	0 (0%)
	1 (1.2%)
	0 (0%)

		Influenza
	1 (1.2%)
	1 (1.2%)
	1 (1.2%)

		Localised infection
	1 (1.2%)
	0 (0%)
	1 (1.2%)

		Lower respiratory tract infection
	0 (0%)
	1 (1.2%)
	0 (0%)

		Nasopharyngitis
	2 (2.3%)
	6 (7.1%)
	4 (4.8%)

		Onychomycosis
	0 (0%)
	0 (0%)
	1 (1.2%)

		Pneumonia
	0 (0%)
	0 (0%)
	1 (1.2%)

		Rhinitis
	0 (0%)
	1 (1.2%)
	0 (0%)

		Upper respiratory tract infection
	6 (7.0%)
	3 (3.6%)
	1 (1.2%)

		Urinary tract infection
	2 (2.3%)
	1 (1.2%)
	0 (0%)

		Vaginal mycosis
	1 (1.2%)
	0 (0%)
	0 (0%)

		Viral infection
	0 (0%)
	0 (0%)
	1 (1.2%)

	Injury, poisoning and procedural complications
	4 (4.7%)
	5 (6.0%)
	5 (6.0%)

		Contusion
	1 (1.2%)
	2 (2.4%)
	1 (1.2%)

		Excoriation
	2 (2.3%)
	1 (1.2%)
	1 (1.2%)

		Facial bones fracture
	0 (0%)
	1 (1.2%)
	0 (0%)

		Fall
	1 (1.2%)
	1 (1.2%)
	2 (2.4%)

		Hip fracture
	1 (1.2%)
	2 (2.4%)
	0 (0%)

		Joint dislocation
	0 (0%)
	0 (0%)
	1 (1.2%)

		Skin laceration
	1 (1.2%)
	0 (0%)
	2 (2.4%)

		Wound
	0 (0%)
	0 (0%)
	1 (1.2%)

	Investigations
	10 (11.6%)
	6 (7.1%)
	7 (8.3%)

		Biopsy
	0 (0%)
	1 (1.2%)
	0 (0%)

		Biopsy prostate
	0 (0%)
	1 (1.2%)
	0 (0%)

		Blood alkaline phosphatase increased
	1 (1.2%)
	0 (0%)
	0 (0%)

		Blood cholesterol increased
	0 (0%)
	1 (1.2%)
	0 (0%)

		Blood creatine phosphokinase increased
	1 (1.2%)
	0 (0%)
	0 (0%)

		Blood glucose increased
	0 (0%)
	1 (1.2%)
	1 (1.2%)

		Blood urine present
	1 (1.2%)
	0 (0%)
	0 (0%)

		Body temperature increased
	0 (0%)
	0 (0%)
	1 (1.2%)

		Cystoscopy
	1 (1.2%)
	0 (0%)
	0 (0%)

		Electrocardiogram st segment depression
	4 (4.7%)
	0 (0%)
	1 (1.2%)

		Electrocardiogram t wave amplitude decreased
	1 (1.2%)
	0 (0%)
	1 (1.2%)

		Electrocardiogram t wave inversion
	2 (2.3%)
	1 (1.2%)
	1 (1.2%)

		Heart rate increased
	1 (1.2%)
	0 (0%)
	0 (0%)

		Heart rate irregular
	1 (1.2%)
	0 (0%)
	0 (0%)

		Nasal mucosa biopsy
	0 (0%)
	0 (0%)
	1 (1.2%)

		Neutrophil count increased
	0 (0%)
	0 (0%)
	1 (1.2%)

		Urine analysis abnormal
	0 (0%)
	0 (0%)
	1 (1.2%)

		Weight decreased
	0 (0%)
	1 (1.2%)
	0 (0%)

		White blood cell count increased
	0 (0%)
	0 (0%)
	1 (1.2%)

	Metabolism and nutrition disorders
	6 (7.0%)
	3 (3.6%)
	1 (1.2%)

		Decreased appetite
	1 (1.2%)
	1 (1.2%)
	0 (0%)

		Dehydration
	1 (1.2%)
	0 (0%)
	0 (0%)

		Diabetes mellitus
	1 (1.2%)
	0 (0%)
	0 (0%)

		Food craving
	1 (1.2%)
	0 (0%)
	1 (1.2%)

		Hypercholesterolaemia
	0 (0%)
	1 (1.2%)
	0 (0%)

		Hyponatraemia
	1 (1.2%)
	0 (0%)
	0 (0%)

		Increased appetite
	1 (1.2%)
	1 (1.2%)
	0 (0%)

	Musculoskeletal and connective tissue disorders
	5 (5.8%)
	8 (9.5%)
	7 (8.3%)

		Arthralgia
	1 (1.2%)
	1 (1.2%)
	2 (2.4%)

		Arthritis
	1 (1.2%)
	1 (1.2%)
	0 (0%)

		Back pain
	1 (1.2%)
	3 (3.6%)
	1 (1.2%)

		Flank pain
	0 (0%)
	2 (2.4%)
	0 (0%)

		Muscle spasms
	0 (0%)
	1 (1.2%)
	1 (1.2%)

		Muscular weakness
	0 (0%)
	0 (0%)
	1 (1.2%)

		Myalgia
	0 (0%)
	1 (1.2%)
	0 (0%)

		Pain in extremity
	1 (1.2%)
	0 (0%)
	0 (0%)

		Shoulder pain
	1 (1.2%)
	0 (0%)
	2 (2.4%)

	Neoplasms benign, malignant and unspecified (incl cysts and polyps)
	0 (0%)
	1 (1.2%)
	2 (2.4%)

		Colon cancer
	0 (0%)
	0 (0%)
	1 (1.2%)

		Malignant fibrous histiocytoma
	0 (0%)
	0 (0%)
	1 (1.2%)

		Prostate cancer
	0 (0%)
	1 (1.2%)
	0 (0%)

	Nervous system disorders
	12 (14.0%)
	27 (32.1%)
	20 (23.8%)

		Amnesia
	0 (0%)
	1 (1.2%)
	0 (0%)

		Balance disorder
	0 (0%)
	0 (0%)
	1 (1.2%)

		Burning sensation
	0 (0%)
	2 (2.4%)
	0 (0%)

		Cognitive disorder
	0 (0%)
	1 (1.2%)
	0 (0%)

		Complex partial seizures
	0 (0%)
	0 (0%)
	1 (1.2%)

		Coordination abnormal
	0 (0%)
	0 (0%)
	1 (1.2%)

		Dizziness
	2 (2.3%)
	12 (14.3%)
	8 (9.5%)

		Headache
	7 (8.1%)
	6 (7.1%)
	3 (3.6%)

		Hemianopia homonymous
	0 (0%)
	0 (0%)
	1 (1.2%)

		Hypersomnia
	0 (0%)
	1 (1.2%)
	0 (0%)

		Lethargy
	0 (0%)
	1 (1.2%)
	1 (1.2%)

		Paraesthesia
	0 (0%)
	1 (1.2%)
	0 (0%)

		Paraesthesia oral
	0 (0%)
	0 (0%)
	1 (1.2%)

		Parkinson's disease
	1 (1.2%)
	0 (0%)
	0 (0%)

		Parosmia
	0 (0%)
	1 (1.2%)
	0 (0%)

		Partial seizures with secondary generalisation
	0 (0%)
	1 (1.2%)
	0 (0%)

		Psychomotor hyperactivity
	1 (1.2%)
	0 (0%)
	0 (0%)

		Somnolence
	2 (2.3%)
	1 (1.2%)
	3 (3.6%)

		Stupor
	0 (0%)
	0 (0%)
	1 (1.2%)

		Syncope
	0 (0%)
	3 (3.6%)
	4 (4.8%)

		Syncope vasovagal
	0 (0%)
	1 (1.2%)
	0 (0%)

		Transient ischaemic attack
	0 (0%)
	1 (1.2%)
	2 (2.4%)

	Psychiatric disorders
	10 (11.6%)
	9 (10.7%)
	10 (11.9%)

		Agitation
	2 (2.3%)
	1 (1.2%)
	2 (2.4%)

		Anxiety
	1 (1.2%)
	0 (0%)
	3 (3.6%)

		Completed suicide
	1 (1.2%)
	0 (0%)
	0 (0%)

		Confusional state
	2 (2.3%)
	1 (1.2%)
	3 (3.6%)

		Delirium
	0 (0%)
	1 (1.2%)
	0 (0%)

		Delusion
	1 (1.2%)
	1 (1.2%)
	0 (0%)

		Depressed mood
	0 (0%)
	1 (1.2%)
	1 (1.2%)

		Disorientation
	1 (1.2%)
	0 (0%)
	0 (0%)

		Hallucination
	0 (0%)
	1 (1.2%)
	0 (0%)

		Hallucination, visual
	0 (0%)
	1 (1.2%)
	0 (0%)

		Insomnia
	2 (2.3%)
	2 (2.4%)
	0 (0%)

		Irritability
	1 (1.2%)
	0 (0%)
	1 (1.2%)

		Libido decreased
	0 (0%)
	1 (1.2%)
	0 (0%)

		Listless
	0 (0%)
	1 (1.2%)
	0 (0%)

		Nightmare
	0 (0%)
	1 (1.2%)
	0 (0%)

		Restlessness
	0 (0%)
	0 (0%)
	1 (1.2%)

	Renal and urinary disorders
	4 (4.7%)
	3 (3.6%)
	4 (4.8%)

		Calculus urethral
	0 (0%)
	1 (1.2%)
	0 (0%)

		Dysuria
	1 (1.2%)
	0 (0%)
	1 (1.2%)

		Enuresis
	0 (0%)
	0 (0%)
	1 (1.2%)

		Incontinence
	0 (0%)
	0 (0%)
	1 (1.2%)

		Micturition urgency
	1 (1.2%)
	1 (1.2%)
	1 (1.2%)

		Nephrolithiasis
	1 (1.2%)
	1 (1.2%)
	0 (0%)

		Pollakiuria
	1 (1.2%)
	0 (0%)
	0 (0%)

	Reproductive system and breast disorders
	2 (2.3%)
	1 (1.2%)
	0 (0%)

		Benign prostatic hyperplasia
	1 (1.2%)
	1 (1.2%)
	0 (0%)

		Pelvic pain
	1 (1.2%)
	0 (0%)
	0 (0%)

	Respiratory, thoracic and mediastinal disorders
	10 (11.6%)
	10 (11.9%)
	10 (11.9%)

		Allergic granulomatous angiitis
	0 (0%)
	1 (1.2%)
	0 (0%)

		Cough
	3 (3.5%)
	5 (6.0%)
	6 (7.1%)

		Dysphonia
	0 (0%)
	0 (0%)
	1 (1.2%)

		Dyspnoea
	1 (1.2%)
	1 (1.2%)
	1 (1.2%)

		Emphysema
	1 (1.2%)
	0 (0%)
	0 (0%)

		Epistaxis
	0 (0%)
	2 (2.4%)
	1 (1.2%)

		Haemoptysis
	1 (1.2%)
	0 (0%)
	0 (0%)

		Nasal congestion
	3 (3.5%)
	3 (3.6%)
	1 (1.2%)

		Pharyngeal erythema
	0 (0%)
	1 (1.2%)
	0 (0%)

		Pharyngolaryngeal pain
	0 (0%)
	1 (1.2%)
	1 (1.2%)

		Postnasal drip
	1 (1.2%)
	0 (0%)
	0 (0%)

		Productive cough
	0 (0%)
	1 (1.2%)
	0 (0%)

		Rales
	1 (1.2%)
	0 (0%)
	0 (0%)

		Respiratory tract congestion
	0 (0%)
	1 (1.2%)
	0 (0%)

		Rhinorrhoea
	0 (0%)
	1 (1.2%)
	1 (1.2%)

	Skin and subcutaneous tissue disorders
	21 (24.4%)
	42 (50.0%)
	42 (50.0%)

		Actinic keratosis
	0 (0%)
	1 (1.2%)
	0 (0%)

		Alopecia
	1 (1.2%)
	0 (0%)
	0 (0%)

		Blister
	0 (0%)
	1 (1.2%)
	5 (6.0%)

		Cold sweat
	1 (1.2%)
	0 (0%)
	0 (0%)

		Dermatitis atopic
	1 (1.2%)
	0 (0%)
	0 (0%)

		Dermatitis contact
	0 (0%)
	0 (0%)
	1 (1.2%)

		Drug eruption
	1 (1.2%)
	0 (0%)
	0 (0%)

		Erythema
	9 (10.5%)
	14 (16.7%)
	15 (17.9%)

		Hyperhidrosis
	2 (2.3%)
	8 (9.5%)
	4 (4.8%)

		Pruritus
	8 (9.3%)
	26 (31.0%)
	23 (27.4%)

		Pruritus generalised
	0 (0%)
	1 (1.2%)
	1 (1.2%)

		Rash
	5 (5.8%)
	11 (13.1%)
	13 (15.5%)

		Rash erythematous
	0 (0%)
	0 (0%)
	2 (2.4%)

		Rash maculo-papular
	0 (0%)
	1 (1.2%)
	0 (0%)

		Rash papular
	0 (0%)
	1 (1.2%)
	0 (0%)

		Rash pruritic
	0 (0%)
	2 (2.4%)
	1 (1.2%)

		Skin exfoliation
	0 (0%)
	0 (0%)
	1 (1.2%)

		Skin irritation
	3 (3.5%)
	5 (6.0%)
	6 (7.1%)

		Skin odour abnormal
	0 (0%)
	1 (1.2%)
	0 (0%)

		Skin ulcer
	1 (1.2%)
	0 (0%)
	0 (0%)

		Urticaria
	0 (0%)
	1 (1.2%)
	1 (1.2%)

	Social circumstances
	0 (0%)
	1 (1.2%)
	0 (0%)

		Alcohol use
	0 (0%)
	1 (1.2%)
	0 (0%)

	Surgical and medical procedures
	2 (2.3%)
	2 (2.4%)
	1 (1.2%)

		Acrochordon excision
	0 (0%)
	1 (1.2%)
	0 (0%)

		Cataract operation
	1 (1.2%)
	0 (0%)
	1 (1.2%)

		Eye laser surgery
	1 (1.2%)
	0 (0%)
	0 (0%)

		Skin lesion excision
	0 (0%)
	1 (1.2%)
	0 (0%)

	Vascular disorders
	3 (3.5%)
	2 (2.4%)
	3 (3.6%)

		Hot flush
	0 (0%)
	0 (0%)
	1 (1.2%)

		Hypertension
	1 (1.2%)
	1 (1.2%)
	1 (1.2%)

		Hypotension
	2 (2.3%)
	0 (0%)
	1 (1.2%)

		Orthostatic hypotension
	1 (1.2%)
	0 (0%)
	0 (0%)

		Wound haemorrhage
	0 (0%)
	1 (1.2%)
	0 (0%)

	(1) n (%)
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