16. Patient flow diagram and tables for on treatment safety analyses 

On treatment analyses of adverse events/safety outcomes
Figure  shows the progress through the trial  for patients who received any fluoxetine and those  who received none by six months. The adverse event/safety outcomes in those patients who received any fluoxetine within the first six months and those who received none, irrespective of the group they were allocated to are shown in Table.



Figure. Flow diagram for secondary safety analysis indicating the flow of patients who received some fluoxetine and those who received no fluoxetine irrespective of their treatment allocation
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Died after 6 month follow-up = 64




Table. Secondary safety analysis. Adverse events/safety outcomes within six months in 1616 patients who received fluoxetine during first six months after randomisation (even if not allocated fluoxetine), and in those 1511 patients who did not receive fluoxetine (even if allocated to receive fluoxetine). Patients were not necessarily taking the fluoxetine at the time the adverse event occurred. This is not an intention to treat analysis
	
	Fluoxetine
	No Fluoxetine
	
	
	

	Adverse Events by 6 months
	n
	%
	n
	%
	Diff %
	95% CI
	P value

	
	1616
	100
	1511
	100
	
	
	

	Dead
	123  
	7.61
	118
	7.81
	-0.20 
	-2.07  to 1.67
	0.836

	Any stroke
	56 
	3.47
	64
	4.24
	-0.77 
	-2.12 to 0.58
	0.263

	All thrombotic events
	79 
	4.89
	91
	6.02
	-1.13 
	-2.73 to 0.46
	0.162

	Ischaemic stroke
	43  
	2.66
	45
	2.98
	-0.32 
	-1.48 to 0.84
	0.592

	Other thrombotic events
	21 
	1.30
	26
	1.72
	-0.42 
	-1.28 to 0.44
	0.333

	Acute coronary events
	16
	0.99
	22
	1.46
	-0.47 
	-1.24 to 0.31
	0.235

	All bleeding events
	42 
	2.60
	37
	2.45
	0.15 
	-0.95 to 1.25
	0.789

	Haemorrhagic stroke
	7 
	0.43
	9
	0.60
	-0.16 
	-0.67 to 0.34
	0.525

	Upper GI bleed
	22
	1.36
	15
	0.99
	0.37 
	-0.39  to 1.12
	0.341

	Other major bleeds
	13 
	0.80
	14
	0.93
	-0.12 
	-0.77 to 0.53
	0.712

	
	
	
	
	
	
	
	

	Epileptic seizures
	61 
	3.77
	37
	2.45
	1.33 
	0.11 to 2.54
	0.033

	Fall with injury
	123 
	7.61
	91
	6.02
	1.59 
	-0.17 to 3.35
	0.079

	Fractured bone
	46 
	2.85
	22
	1.46
	1.39 
	0.38 to 2.40
	0.008

	Hyponatraemia < 125mmol/l
	23 
	1.42
	13
	0.86
	0.56 
	-0.18 to 1.30
	0.140

	Hyperglycaemia
	23 
	1.42
	16
	1.06
	0.36 
	-0.41 to 1.14
	0.359

	Symptomatic hypoglycaemia
	23 
	1.42
	13
	0.86
	0.56 
	-0.18 to 1.30
	0.140

	New Depression
	244 
	15.10
	235
	15.55
	-0.45 
	-2.98 to 2.07
	0.725

	New antidepressant
	340 
	21.04
	297
	19.66
	1.38 
	-1.44 to 4.21
	0.337

	Attempted/actual suicide
	3 
	0.19
	2
	0.13
	0.05 
	-0.23 to 0.33
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