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	System Organ Class / 
Preferred Term
	Placebo
N=70 
n (%)
	Tasquinimod 
N=71 
n (%)

	Any Serious TEAEs 
	16 (22.9)
	24 (33.8)

	Gastrointestinal disorders                               
	3 (4.3)
	5 (7.0)

	Vomiting
	1 (1.4)
	2 (2.8)

	Ileus
	1 (1.4)
	1 (1.4)

	Nausea
	1 (1.4)
	1 (1.4)

	Abdominal pain                                        
	1 (1.4)
	0 (0.0)

	Colitis
	0 (0.0)
	1 (1.4)

	Constipation
	1 (1.4)
	0 (0.0)

	Large intestine perforation                           
	0 (0.0)
	1 (1.4)

	Proctitis
	0 (0.0)
	1 (1.4)

	Renal and urinary disorders                              
	4 (5.7)
	2 (2.8)

	Urinary retention                                     
	1 (1.4)
	1 (1.4)

	Acute kidney injury
	0 (0.0)
	1 (1.4)

	Haematuria
	1 (1.4)
	0 (0.0)

	Renal failure                                         
	1 (1.4)
	0 (0.0)

	Ureteric stenosis                                     
	1 (1.4)
	0 (0.0)

	Urethral stenosis                                     
	0 (0.0)
	1 (1.4)

	Urinary tract pain                                    
	0 (0.0)
	1 (1.4)

	Cardiac disorders                                        
	2 (2.9)  
	4 (5.6)

	Myocardial ischaemia                                  
	1 (1.4)
	1 (1.4)

	Arteriosclerosis coronary artery                      
	0 (0.0)
	1 (1.4)

	Cardiac failure                                       
	0 (0.0)
	1 (1.4)

	Myocardial infarction                                 
	0 (0.0)
	1 (1.4)

	Pericarditis
	1 (1.4)
	0 (0.0)

	General disorders and administration site conditions     
	2 (2.9)
	3 (4.2)

	Fatigue
	1 (1.4)
	1 (1.4)

	Disease progression                                   
	0 (0.0)
	1 (1.4)

	General physical health deterioration                 
	1 (1.4)
	0 (0.0)

	Pyrexia
	0 (0.0)
	1 (1.4)

	Nervous system disorders                                 
	0 (0.0)
	5 (7.0)

	Headache
	0 (0.0)
	1 (1.4)

	Loss of consciousness                                 
	0 (0.0)
	1 (1.4)

	Movement disorder                                     
	0 (0.0)
	1 (1.4)

	Paraesthesia
	0 (0.0)
	1 (1.4)

	Polyneuropathy
	0 (0.0)
	1 (1.4)

	Infections and infestations                              
	4 (5.7)  
	1 (1.4)

	Urinary tract infection                               
	1 (1.4)
	1 (1.4)

	Appendicitis perforated
	1 (1.4)
	0 (0.0)

	Bronchitis
	1 (1.4)
	0 (0.0)

	Erysipelas
	1 (1.4)
	0 (0.0)

	Pyelonephritis acute                                  
	0 (0.0)
	1 (1.4)

	Metabolism and nutrition disorders                       
	0 (0.0)
	3 (4.2)

	Decreased appetite                                    
	0 (0.0)
	2 (2.8)

	Fluid retention                                       
	0 (0.0)
	1 (1.4)

	Musculoskeletal and connective tissue disorders          
	0 (0.0)
	3 (4.2)

	Chondrocalcinosis
	0 (0.0)
	1 (1.4)

	Lumbar spinal stenosis                                
	0 (0.0)
	1 (1.4)

	Muscular weakness                                     
	0 (0.0)
	1 (1.4)

	Pain in extremity                                     
	0 (0.0)
	1 (1.4)

	Respiratory, thoracic and mediastinal disorders          
	0 (0.0)
	3 (4.2)

	Pleural effusion
	0 (0.0)
	2 (2.8)

	Interstitial lung disease
	0 (0.0)
	1 (1.4)

	Vascular disorders                                       
	1 (1.4)
	2 (2.8)

	Deep vein thrombosis                                  
	1 (1.4)
	1 (1.4)

	Circulatory collapse                                  
	0 (0.0)
	1 (1.4)

	Injury, poisoning and procedural complications           
	1 (1.4)
	1 (1.4)

	Facial bones fracture                                 
	1 (1.4)
	0 (0.0)

	Fall
	1 (1.4)
	0 (0.0)

	Laceration
	1 (1.4)
	0 (0.0)

	Spinal fracture                                       
	0 (0.0)
	1 (1.4)

	Psychiatric disorders                                    
	0 (0.0)
	2 (2.8)

	Delirium
	0 (0.0)
	1 (1.4)

	Depression
	0 (0.0)
	1 (1.4)

	Blood and lymphatic system disorders                     
	0 (0.0)
	1 (1.4)

	   Anaemia                                               
	0 (0.0)
	1 (1.4)

	Eye disorders                                            
	1 (1.4)
	0 (0.0)

	Dacryostenosis acquired                               
	1 (1.4)
	0 (0.0)

	Hepatobiliary disorders                                  
	0 (0.0)
	1 (1.4)

	Biliary cyst                                          
	0 (0.0)
	1 (1.4)

	Investigations
	0 (0.0)
	1 (1.4)

	Blood creatinine increased                            
	0 (0.0)
	1 (1.4)

	Neoplasms benign, malignant and unspecified (incl cysts and polyps)
	2 (2.9)  
	0 (0.0)

	Basal cell carcinoma                                  
	1 (1.4)
	0 (0.0)

	Metastases to central nervous system                  
	1 (1.4)
	0 (0.0)

	Reproductive system and breast disorders                 
	1 (1.4)
	0 (0.0)

	Prostatic obstruction                                 
	1 (1.4)
	0 (0.0)



Notes: n is the number of patients experiencing an event at least once. If a patient experienced more than one event in a category, the patient was counted only once in that category. If multiple occurrences of the same AE are reported by the same patient, the event was reported once.
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Summary of TEAEs by Preferred Term and System Organ Class with an 
Incidence >5% of Patients in any Treatment Group (Safety Population) – Final Analysis
	System Organ Class / 
Preferred Term
	Placebo
N=70 
n (%)
	Tasquinimod 
N=71 
n (%)

	Any TEAEs
	66 (94.3)
	69 (97.2)

	Musculoskeletal and connective tissue disorders
	44 (62.9)
	46 (64.8)

	Arthralgia
	15 (21.4)  
	18 (25.4)

	Back pain
	14 (20.0)
	15 (21.1)  

	Pain in extremity
	11 (15.7)  
	11 (15.5)

	Myalgia
	10 (14.3)
	5 (7.0)

	Bone pain
	5 (7.1)   
	6 (8.5)

	Musculoskeletal chest pain
	5 (7.1)   
	6 (8.5)   

	Musculoskeletal pain 
	4 (5.7)   
	7 (9.9)   

	Spinal pain
	5 (7.1)
	4 (5.6)   

	Neck pain 
	2 (2.9)   
	4 (5.6)

	General disorders and administration site conditions
	37 (52.9)
	50 (70.4)  

	Fatigue
	15 (21.4)  
	21 (29.6)  

	Asthenia
	10 (14.3)  
	17 (23.9)  

	Oedema peripheral 
	8 (11.4)  
	13 (18.3)  

	Pain
	4 (5.7)   
	5 (7.0)   

	Pyrexia
	3 (4.3)   
	6 (8.5)  

	Influenza like illness 
	0 (0.0)   
	5 (7.0)   

	Gastrointestinal disorders 
	32 (45.7)  
	46 (64.8)

	Nausea
	15 (21.4)  
	19 (26.8)  

	Constipation
	8 (11.4)  
	23 (32.4)

	Vomiting
	9 (12.9)  
	9 (12.7)

	Diarrhoea
	6 (8.6)  
	9 (12.7)

	Abdominal pain 
	4 (5.7)
	9 (12.7)

	Flatulence
	3 (4.3)
	4 (5.6)   

	Abdominal pain upper 
	1 (1.4)   
	4 (5.6)   

	Nervous system disorders
	19 (27.1)  
	36 (50.7) 

	Headache
	7 (10.0)   
	8 (11.3)

	Paraesthesia
	2 (2.9)
	6 (8.5)   

	Peripheral sensory neuropathy 
	0 (0.0)
	8 (11.3)

	Dizziness
	3 (4.3)   
	4 (5.6)   

	Infections and infestations 
	21 (30.0)  
	22 (31.0)  

	Cystitis
	2 (2.9)   
	5 (7.0)   

	Metabolism and nutrition disorders 
	15 (21.4)  
	28 (39.4)  

	Decreased appetite 
	8 (11.4)   
	26 (36.6)  

	Vascular disorders 
	12 (17.1)  
	20 (28.2)  

	Hypertension
	6 (8.6)   
	9 (12.7)  

	Skin and subcutaneous tissue disorders 
	14 (20.0)  
	16 (22.5)  

	Onycholysis   
	0 (0.0)
	4 (5.6)   

	Investigations
	7 (10.0)  
	16 (22.5)  

	Weight decreased 
	1 (1.4)   
	6 (8.5)   

	Psychiatric disorders
	7 (10.0)  
	16 (22.5)  

	Insomnia
	6 (8.6)   
	10 (14.1)

	Depression
	0 (0.0)
	4 (5.6)   

	Respiratory, thoracic and mediastinal disorders 
	7 (10.0)   
	16 (22.5)  

	Cough
	3 (4.3)   
	8 (11.3)   

	Pleural effusion
	0 (0.0)
	4 (5.6)

	Rhinorrhoea
	0 (0.0)
	4 (5.6)

	Renal and urinary disorders 
	10 (14.3)  
	11 (15.5)  

	Urinary retention 
	5 (7.1)   
	1 (1.4)   

	Blood and lymphatic system disorders
	2 (2.9)   
	11 (15.5)  

	Anaemia
	2 (2.9)   
	9 (12.7)  

	Injury, poisoning and procedural complications
	8 (11.4)  
	3 (4.2)   

	Fall
	5 (7.1)   
	1 (1.4)   



Notes: n is the number of patients experiencing an event at least once. If a patient experienced more than one event in a category, the patient was counted only once in that category. If multiple occurrences of the same AE are reported by the same patient, the event was reported once.

