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Figure 1. Changes in components of PSQI.
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Table 1. Differences in response and remission rates between groups.
	
	Active, n (%)
	Sham, n (%)
	Relative risk (95% CI)
	Pa
	Pb

	Response rate
	
	
	
	0.486

	W2
	23 (82%)
	1 (4%)
	23.0 (3.3 to 58.8)
	0.001
	

	W4
	20 (71%)
	1 (4%)
	20.0 (2.9 to 139.0)
	0.002
	

	W6
	20 (71%)
	1 (4%)
	20.0 (2.9 to 139.0)
	0.002
	

	Remission rate
	
	
	
	<0.001

	W2
	15 (54%)
	1 (4%)
	15.0 (2.1 to 106.0)
	0.007
	

	W4
	12 (43%)
	1 (4%)
	12.0 (1.7 to 86.2)
	0.014
	

	W6
	12 (43%)
	1 (4%)
	12.0 (1.7 to 86.2)
	0.014
	

	Adverse reaction
	
	
	NA

	W2
	2 (7%)
	1 (4%)
	2.0 (0.2 to 20.8)
	0.562
	

	W4
	0 (0%)
	1 (4%)
	0.0 (0.0 to Inf)
	>0.99
	

	W6
	0 (0%)
	0 (0%)
	
	NA
	


Notes: CI: confidence interval; NA: not applicable. a P values for group differences at each visit. b P values for time × group effects.
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Table 2. Differences in changes of symptoms scores between groups.
	Measure
	Active (n=28)
	Sham (n=28)
	Mean Difference (95% CI)


	Cohen’s d (95% CI)
	Pa
	Pb

	PSQI
	
	
	
	
	0.015

	Baseline
	14.4 (2.4)
	14.7 (2.1)
	
	
	
	

	W2
	5.4 (3.6)
	13.7 (3.2)
	8.0 (6.6 to 9.4)
	-3.0 (-3.8 to -2.2)
	<0.001
	

	W4
	6.1 (4.0)
	13.6 (3.1)
	7.1 (5.7 to 8.5)
	-2.7 (-3.4 to -2.0)
	<0.001
	

	W6
	6.3 (3.8)
	13.6 (3.4)
	7.0 (5.6 to 8.4)
	-2.7 (-3.5 to -2.0)
	<0.001
	

	SOL, min
	
	
	
	
	
	0.184

	Baseline
	79.1 (47.5)
	83.6 (52.2)
	
	
	
	

	W2
	23.8 (16.7)
	80.7 (44.3)
	52.5 (35.2 to 69.7)
	-1.6 (-2.2 to -1.0)
	<0.001
	

	W4
	27.5 (19.6)
	83.2 (47.1)
	51.2 (34.6 to 67.8)
	-1.7 (-2.3 to -1.0)
	<0.001
	

	W6
	29.3 (20.5)
	81.8 (47.7)
	48.0 (30.0 to 66.0)
	-1.4 (-2.0 to -0.8)
	<0.001
	

	TST, h
	
	
	
	
	0.002

	Baseline
	4.8 (0.9)
	4.6 (0.9)
	
	
	
	

	W2
	6.8 (0.9)
	4.8 (0.7)
	-1.8 (-2.2 to -1.3)
	2.1 (1.4 to 2.7)
	<0.001
	

	W4
	6.5 (1.0)
	4.9 (0.6)
	-1.5 (-2.0 to -1.0)
	1.7 (1.1 to 2.3)
	<0.001
	

	W6
	6.5 (1.1)
	4.8 (0.6)
	-1.5 (-2.0 to -1.0)
	1.6 (1.0 to 2.2)
	<0.001
	

	Sleep efficiency
	
	
	
	
	<0.001

	Baseline
	0.6 (0.1)
	0.6 (0.1)
	
	
	
	

	W2
	0.8 (0.1)
	0.6 (0.1)
	-0.2 (-0.3 to -0.1)
	1.8 (1.2 to 2.4)
	<0.001
	

	W4
	0.8 (0.1)
	0.6 (0.1)
	-0.2 (-0.2 to -0.1)
	1.5 (0.9 to 2.0)
	<0.001
	

	W6
	0.8 (0.1)
	0.6 (0.1)
	-0.2 (-0.2 to -0.1)
	1.3 (0.7 to 1.8)
	<0.001
	

	Sleep quality
	
	
	
	
	0.028

	Baseline
	2.4 (0.5)
	2.4 (0.5)
	
	
	
	

	W2
	0.7 (0.7)
	2.2 (0.6)
	1.6 (1.2 to 2.0)
	-2.3 (-3.0 to -1.6)
	<0.001
	

	W4
	0.9 (0.7)
	2.0 (0.5)
	1.3 (0.9 to 1.6)
	-1.9 (-2.6 to -1.3)
	<0.001
	

	W6
	0.9 (0.7)
	2.1 (0.6)
	1.3 (1.0 to 1.6)
	-2.2 (-2.9 to -1.5)
	<0.001
	

	Daily disturbance
	
	
	
	
	0.359

	Baseline
	2.5 (0.5)
	2.0 (0.2)
	
	
	
	

	W2
	0.4 (0.7)
	1.4 (1.0)
	1.5 (1.0 to 2.0)
	-1.6 (-2.2 to -1.0)
	<0.001
	

	W4
	0.4 (0.6)
	1.4 (1.0)
	1.5 (1.0 to 2.0)
	-1.6 (-2.2 to -1.0)
	<0.001
	

	W6
	0.3 (0.5)
	1.4 (1.0)
	1.6 (1.1 to 2.1)
	-1.8 (-2.5 to -1.2)
	<0.001
	

	HDRS17
	
	
	
	
	
	0.091

	Baseline
	10.3 (3.1)
	10.1 (3.8)
	
	
	
	

	W2
	3.0 (2.7)
	9.2 (2.8)
	6.4 (4.8 to 7.9)
	-2.2 (-2.9 to -1.5)
	<0.001
	

	W4
	3.1 (2.7)
	9.4 (2.9)
	6.4 (4.8 to 8.0)
	-2.2 (-2.8 to -1.5)
	<0.001
	

	W6
	3.8 (3.3)
	9.4 (2.9)
	5.7 (4.1 to 7.4)
	-1.9 (-2.5 to -1.2)
	<0.001
	

	HARS
	
	
	
	
	
	0.212

	Baseline
	10.6 (4.4)
	11.0 (3.9)
	
	
	
	

	W2
	4.0 (3.4)
	10.0 (3.8)
	5.6 (3.9 to 7.4)
	-1.7 (-2.3 to -1.1)
	<0.001
	

	W4
	4.3 (3.4)
	10.2 (4.0)
	5.5 (3.7 to 7.4)
	-1.6 (-2.2 to -1.0)
	<0.001
	

	W6
	4.8 (4.2)
	10.4 (4.2)
	5.2 (3.3 to 7.0)
	-1.5 (-2.1 to -0.9)
	<0.001
	

	PDQ-D
	
	
	
	
	
	0.183

	Baseline
	17.3 (6.3)
	18.8 (10.0)
	
	
	
	

	W2
	7.3 (4.3)
	16.9 (10.3)
	8.2 (5.7 to 10.6)
	-1.8 (-2.4 to -1.2)
	<0.001
	

	W4
	6.6 (4.4)
	17.2 (9.2)
	9.1 (6.3 to 11.8)
	-1.8 (-2.4 to -1.2)
	<0.001
	

	W6
	6.8 (4.8)
	17.3 (8.9)
	9.1 (6.0 to 12.2)
	-1.6 (-2.2 to -1.0)
	<0.001
	


Abbreviations: CI, confidence interval; PSQI, Pittsburgh sleep quality index; SOL, sleep onset latency; TST, total sleep time; HDRS17, 17-item Hamilton Depression Rating Scale; HARS, Hamilton Anxiety Rating Scale; PDQ-D, Perceived Deficits Questionnaire-Depression. aP value for group difference in score changes at each visit estimated by the mixed effects models. bP values represent time × group effects estimated by the mixed effects model.


Table 3. Blinding of participants and raters.
	
Group
	Guessed

	
	Active
	Not sure
	Sham

	Patients
	
	
	

	Patients in active group
	11
	12
	5

	Patients in sham group
	3
	12
	13

	Rater
	
	
	

	Patients in active group
	12
	8
	8

	Patients in sham group
	4
	10
	14
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