Completers analysis
The same MMRM model was fitting to the subsample of 1045 participants who had valid PHQ-9 values at the pre-defined trial endpoint—3-month follow-up. All these participants had valid baseline values, while 700 had post-intervention scores and 329 had 12-month follow-up data. As before, log transformation was used to normalize residuals but results were also examined on the original scale.
Table 1 (below) shows that the interaction of intervention arm and measurement occasion was clearly statistically significant on both the raw and log transformed data. Figure 1 (below) shows marginal means over occasions of measurement for each condition. Well matched at baseline, the advantage of HeadGear over the control condition is consistent over time (see Figure 1 below). On the original scale, in this subsample HeadGear was responsible for a decline in mean PHQ total score of 0.79 units more than the compared the control intervention post-intervention. At 3-month follow-up the advantage of HeadGear was only very slightly reduced at 0.60 units on the PHQ-9 scale. While this advantage was retained at 12-month follow-up, significance was equivocal being significant on the raw scale but not on the log transformed data. Effect sizes based on observed means on each occasion show a similar pattern (see Table 2 below).
Table 1. MMRM Analysis of PHQ9 Total Score intervention arm by Occasion of Measurement. (P-values only are shown for tests of transformed data.)
	
	
	
	
	P value

	Effect
	Num.
 df
	Denom.
df
	F
	raw
	log

	Intervention arm
	1
	968.8
	6.02
	.0143
	.0242

	Occasion of Measurement
	3
	579.4
	66.11
	.0000
	.0000

	Interaction
	3
	579.4
	4.58
	.0035
	.0011


Table 2. Effect sizes and contrasts of differences in change from baseline to post intervention and follow-up between conditions.  (P-values only are shown for tests of transformed data.)

	
	
	
	
	
	P value

	Effect
	Cohen’s d†
(95% CI)
	Contrast Mean

(95% CI)
	t
	df
	raw
	log

	Post intervention
	0.26
(0.10 – 0.41)
	-0.79
(-1.25 – -0.33)
	-3.40
	820.9
	.0007
	.0001

	3 month 
follow-up
	0.13
(0.01 – 0.26)
	-0.60
(-1.08 – -0.12)
	-2.46
	1043.0
	.0139
	.0046

	12 month 
follow-up
	0.16
(-0.06 – 0.38)
	-0.84
(-1.58 – -0.11)
	-2.26
	391.9
	.0243
	.1069


† Cohen’s d effect sizes were calculated from observed data for each occasion of measurement using pool variance estimates.

[image: image1.emf]4

5

6

7

8

Occasion of measurement

Mean PHQ 9 Total Score

Control

HeadGear


Figure 1. Estimated Marginal Mean PHQ 9 Total Scores by intervention arm at each occasion of measurement. (Error bars are (1 standard error.) 
