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Methods:
Quality of life (QoL) outcomes were collected using the coronary revascularization outcome questionnaire [1], and short form health survey [2].  The coronary revascularization outcome questionnaire measures QoL on seven scales and the short form health survey measures QoL on two scales. On all scales higher scores represent better QoL.  Questionnaires were completed only for the patients recruited at the United Kingdom center at three times: preoperatively and at 3 and 6 months postoperatively.

QoL outcomes were analyzed using mixed models with time as a repeated measurement and adjustment for preoperative scores.  Changes in treatment effect over time were assessed using the F-test, and if significant at the 10% level the treatment effect is presented separately at each time point, otherwise an overall effect of treatment is given.  A variety of models describing the correlation structure between repeated measures on the same patient were examined and the structure leading to the lowest value for the Schwarz’s information criteria was chosen in each case. Missing preoperative QoL data was imputed using the mean value for the complete cohort (n = 4).   

Results:
Postoperative QoL data for both measures was available for 127 of the 157 United Kingdom patients (81%), 65 in the general anesthesia plus epidural group and 62 in the general anesthesia only group.  
The demography and baseline QoL scores of the patients included (n = 127) and excluded (n = 30) were similar, although the included patients had, on average, fewer infective complications, shorter ventilation times and a shorter stay in intensive care unit than those excluded (data not presented).  For the included patients, the missing data at 3 or 6 months was few (<10%) with no significant differences between the two groups.

The QoL outcomes are reported in tables 1 and 2.  There were no statistically significant interactions between treatment and time or between the two treatment groups, although for most scales scores are slightly higher (representing better quality of life) in the general anesthesia only group compared with the general anesthesia plus epidural group.
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Table 1:  Coronary Revascularization Outcome Questionnaire Quality of Life Scores (United Kingdom Center Only)

	Outcome
	
	Randomized to GAE (n = 66)
	Randomized to GA (n = 63)
	Treatment Difference
	p-value

	
	
	Mean
	SE
	Mean
	SE
	
	

	Core total score
	Baseline
	50.7
	0.70
	49.3
	0.75
	
	

	
	3 months
	49.9
	0.82
	51.0
	0.84
	-1.16
	

	
	6 months
	49.6
	0.84
	50.9
	0.83
	-1.38
	

	
	Test for treatment*time interaction
	
	
	
	
	
	0.80

	
	Overall estimate of treatment effect
	
	
	
	
	-1.27 (-3.15, 0.61)
	0.18

	Symptoms
	Baseline
	70.8
	2.55
	67.8
	2.43
	
	

	
	3 months
	88.6
	2.04
	90.5
	2.06
	-1.91
	

	
	6 months
	88.6
	2.07
	91.9
	2.04
	-3.26
	

	
	Test for treatment*time interaction
	
	
	
	
	
	0.43

	
	Overall estimate of treatment effect
	
	
	
	
	-2.59 (-7.35, 2.18)
	0.28

	Physical functioning
	Baseline
	66.4
	3.10
	58.6
	3.12
	
	

	
	3 months
	81.2
	2.66
	86.3
	2.71
	-5.09
	

	
	6 months
	83.5
	2.74
	89.3
	2.69
	-5.80
	

	
	Test for treatment*time interaction
	
	
	
	
	
	0.83

	
	Overall estimate of treatment effect
	
	
	
	
	-5.44 (-11.37, 0.48)
	0.07

	Cognitive functioning
	Baseline
	67.4
	1.83
	66.9
	1.77
	
	

	
	3 months
	66.2
	1.80
	69.1
	1.88
	-2.89
	

	
	6 months
	70.3
	1.88
	71.6
	1.86
	-1.31
	

	
	Test for treatment*time interaction
	
	
	
	
	
	0.59

	
	Overall estimate of treatment effect
	
	
	
	
	-2.09 (-5.75, 1.57)
	0.26

	Psychosocial
	Baseline
	68.9
	2.33
	66.0
	2.57
	
	

	
	3 months
	83.1
	2.10
	85.1
	2.12
	-2.00
	

	
	6 months
	87.6
	2.14
	88.8
	2.09
	-1.15
	

	
	Test for treatment*time interaction
	
	
	
	
	
	0.72

	
	Overall estimate of treatment effect
	
	
	
	
	-1.57 (-6.32, 3.17)
	0.51

	Satisfaction
	3 months
	84.7
	2.56
	86.2
	2.64
	-1.53
	

	
	6 months
	87.1
	2.63
	87.3
	2.57
	-0.11
	

	
	Test for treatment*time interaction
	
	
	
	
	
	0.65

	
	Overall estimate of treatment effect
	
	
	
	
	-0.81 (-6.52, 4.90)
	0.78

	Adverse events
	3 months
	84.9
	1.65
	86.1
	1.70
	-1.22
	

	
	6 months
	90.0
	1.70
	91.2
	1.66
	-1.14
	

	
	Test for treatment*time interaction
	
	
	
	
	
	0.97

	
	Overall estimate of treatment effect
	
	
	
	
	-1.18 (-4.82, 2.47)
	0.52


GA = general anaesthetic only, GAE = general anesthetic plus epidural.
For all scores the higher the score the better the quality of life.  The “satisfaction” and “adverse events” scores are not collected preoperatively.

Table 2:  Short Form Health Survey Quality of Life Scores (United Kingdom Center Only)

	Outcome
	
	Randomized to GAE (n = 65)
	Randomized to GA (n = 62)
	Treatment Difference
	p-value

	
	
	Mean
	SE
	Mean
	SE
	
	

	Physical component summary
	Baseline
	35.8
	1.44
	33.0
	1.37
	
	

	
	3 months
	41.5
	1.36
	42.9
	1.37
	-1.40
	

	
	6 months
	44.9
	1.37
	45.1
	1.35
	-0.17
	

	
	Test for treatment*time interaction
	
	
	
	
	
	0.38

	
	Overall estimate of treatment effect
	
	
	
	
	-0.78 (-3.87, 2.30)
	0.62

	Mental component summary
	Baseline
	49.9
	1.10
	50.1
	1.04
	
	

	
	3 months
	53.5
	1.12
	52.9
	1.14
	0.60
	

	
	6 months
	53.9
	1.14
	54.2
	1.11
	-0.29
	

	
	Test for treatment*time interaction
	
	
	
	
	
	0.53

	
	Overall estimate of treatment effect
	
	
	
	
	0.16 (-2.28, 2.60)
	0.90


GA = general anaesthetic only, GAE = general anesthetic plus epidural.
For all scores the higher the score the better the quality of life.






























PAGE  

