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N=675
	SADR
n=60 (8.9%)

	Infections and infestations, n (%)
	30 (4.4)

	Abdominal abscess 
	1 (0.1)

	Arthritis bacterial
	1 (0.1)

	Atypical mycobacterial infection
	1 (0.1)

	Bacteraemia
	1 (0.1)

	Bronchitis
	3 (0.4)

	Bronchopulmonary aspergillosis
	2 (0.3)

	Cellulitis
	1 (0.1)

	Device related infection
	1 (0.1)

	Disseminated tuberculosis
	1 (0.1)

	Diverticulitis
	1 (0.1)

	Herpes zoster
	3 (0.4)

	Pharyngitis
	1 (0.1)

	Pneumocystis jiroveci pneumonia
	1 (0.1)

	Pneumonia
	8 (1.2)

	Pneumonia bacterial
	2 (0.3)

	Pulmonary tuberculosis
	1 (0.1)

	Pyelonephritis acute
	1 (0.1)

	Sepsis
	1 (0.1)

	Sinusitis
	1 (0.1)

	Skin bacterial infection
	1 (0.1)

	Urinary tract infection
	2 (0.3)

	Viral infection
	2 (0.3)

	Neoplasms benign, malignant and unspecified (incl cysts and polyps), n (%)
	13 (1.9)

	Bowen's disease
	1 (0.1)

	Breast cancer
	3 (0.4)

	Colon cancer
	1 (0.1)

	Gastric cancera
	3 (0.4)

	Histiocytosis haematophagic
	1 (0.1)

	Lung neoplasm malignanta
	2 (0.3)

	Malignant pleural effusion
	1 (0.1)

	Ovarian cancer
	1 (0.1)

	Thyroid cancer
	1 (0.1)

	Blood and lymphatic system disorders, n (%)
	1 (0.1)

	Pancytopenia
	1 (0.1)

	Immune system disorders, n (%)
	1 (0.1)

	Anaphylactic shock
	1 (0.1)

	Metabolism and nutrition disorders, n (%)
	1 (0.1)

	Metabolic acidosisb
	1 (0.1)

	Nervous system disorders, n (%)
	2 (0.3)

	Cerebral infarctionb
	1 (0.1)

	Leukoencephalopathyb
	1 (0.1)

	Vertebral artery occlusionb
	1 (0.1)

	Respiratory, thoracic and mediastinal disorders, n (%)
	10 (1.5)

	Interstitial lung disease
	6 (0.9)

	Organising pneumonia
	1 (0.1)

	Pleurisyb
	1 (0.1)

	Pulmonary alveolar haemorrhageb
	1 (0.1)

	Upper respiratory tract inflammation
	1 (0.1)

	Gastrointestinal disorders, n (%)
	1 (0.1)

	Gastrointestinal necrosisb
	1 (0.1)

	Volvulus of small bowelb
	1 (0.1)

	Hepatobiliary disorders, n (%)
	1 (0.1)

	Hepatic function abnormal
	1 (0.1)

	Musculoskeletal and connective tissue disorders, n (%)
	1 (0.1)

	Systemic lupus erythematosus
	1 (0.1)

	Investigations, n (%)
	2 (0.3)

	Granulocyte count decreased
	1 (0.1)

	Lymphocyte count decreased
	1 (0.1)

	Injury, poisoning and procedural complications, n (%)
	1 (0.1)

	Tendon ruptureb
	1 (0.1)


aConcurrent malignancies in 1 patient.
bAdverse drug reaction not listed in the package leaflet (based on package leaflet of March 2012).
SADR, serious adverse drug reaction.


