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Effects of a Subjective Sleep Feeling Improvement Program on Hospitalized

Recovery-Phase Stroke Patients with Insomnia : A Randomized Controlled Trial

Objective
The purpose of the study was to validate the effectiveness of a Subjective Sleep Feeling Improvement
Program as an intervention for the improvement of insomnia in hospitalized recovering stroke patients

with insomnia.

Methods

The study was a randomized controlled trial, 82 stroke patients with insomnia were recruited and
randomly allocated to the intervention (n=41) or control group (n=41). A program combining “Sleep
hygiene education” and “Relaxation method” was used as the intervention, which was delivered seven
times (15-30 minutes/session) over 14 days. The primary endpoint was the mean change in scores on
the five subscales of the OSA sleep inventory MA version: Factor I - Sleepiness on rising, Factor II —
Initiation and maintenance of sleep, Factor III — Frequent dreaming, Factor IV - Refreshing, and Factor
V - Sleep length, for the seven days before and after the program. The data analysis method was the

Mann - Whitney U test, comparing the amount of change before and after the program.

Results

At baseline, there were no significant differences between the intervention and control groups. The
pre-and post-program changes in the OSA sleep inventory MA version for hospitalized recovering
stroke patients with insomnia were significantly higher in the intervention group than in the control
group for Factor I - Sleepiness on rising ( 2.4 (-0.9 - 5.4) vs. 0 (-2.1 - 2.0) ) , Factor IV - Refreshing
(3.1(0.2-5.9)vs.0.3 (-1.5--2.3)), and Factor V - Sleep length ( 2.4 (0.4 - 5.6) vs. 0.4 (-2.6 -

1.7)), (p=.010), (p=.004) , and (p = .001) .

Discussion
The primary endpoint, the OSA sleep inventory MA version, was significantly higher in the
intervention group than in the control group for Factor I - Sleepiness on rising, Factor [V -

Refreshing, and Factor V - Sleep length. The effect can be attributed to the intervention program.
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This program is a combination of two interventions. The American Academy of Sleep
Medicine does not recommend sleep hygiene education alone due to insufficient
efficacy. In this study, the combination of the two interventions may have brought
effect. Sleep hygiene education showed positive results with higher implementation
rates when study subjects chose their means of falling asleep and their sleep
environment. Also, the relaxation method might have an indirect influence through the

combination of the two interventions.

Conclusions

The hospitalized recovering stroke patients with insomnia who underwent the Subjective Sleep
Feeling Improvement Program had significantly higher scores on three factors of the OSA sleep
inventory MA version: Factor I - Sleepiness on rising, Factor IV - Refreshing, and Factor V - Sleep
length, compared to the hospitalized recovering stroke patients with insomnia who did not receive

the program.
Clinical Trial Registration
URL:https://center6.umin.ac.jp/cgi-bin/ctr/ctr_ menu_form_reg.cgi?recptno=R000046664

Unique identifier : UMIN000041541

Keywords . stroke, recovery-phase, insomnia, subjective sleep feeling

Vil



